ADDENDA TO THE AGENDA OF THE 37th Meeting of Cosmetics Sectional Committee PCD 19
[bookmark: _GoBack]Time & Date: 02 June 2023, 11:00 h
Venue: BIS Western Regional Laboratory, Mumbai

ITEM 2 CONFIRMATION OF MINUTES 

2.1 The Minutes of the 36th meeting of Cosmetics Sectional Committee, PCD 19 held on 26 April 2022 virtually, was circulated through the portal. Comments were received from HUL, ELCA and Loreal India Pvt. Ltd. about Item 5.12 Document No. PCD/19/15096: Sunscreen Cosmetic Products Specification.

They suggested the Average ITA to be 28-55° instead of 28-41°, as recorded in the Minutes of the 36th Meeting of PCD 19.

However, the comment was discussed during the second meeting of PCD 19 : 3 Skin Care Products Sub-Committee, held on 20 October 2022,  and the sub-committee REQUESTED Ms. Arushi Chaudhary from ELCA Cosmetics to submit a Study Report on the Indian Population Distribution based on Skin tone and RECOMMENDED to keep the average ITA as 28-55° in Clause 5.1.2 of Document No PCD/19/20109 Cosmetics Sun Protection Test Methods-In Vivo Determination Of Sun Protection Factor SPF.

Ms. Arushi Chaudhary has submitted a study report vide mail dated 13 February 2023. 





From the report, it is evident that only 159 subjects were considered for the panel and out of the 159 subjects for the panel only 2 percent of the subjects belong to ITA > 55°, 13 percent of the subjects belong to the ITA range between 41-55°. It may be NOTED that 75 percent of the subjects belong to the ITA range between (-30)° to 41°, which covers majority of the Indian Population. 




Also, as per the validation data of ISO, as mentioned above, data on 9931 individuals were received from 12 laboratories located on 5 continents to determine MEDu values in prospective sunscreen testing studies. The locations included 3 laboratories in Asia (Singapore, China, and Japan), 2 laboratories in North America, 2 laboratories in South America, 1 laboratory in Australia, and 4 laboratories in West and East Europe. No other information was provided beyond the subject's ITA° and their MEDu in J/m2 eff. However, it may be NOTED that one Western European Laboratory provided over 6500 data points. In order to not grossly influence the relationship between ITA° and MEDu by the preponderance of the data from this one laboratory, the ITA° relationship versus MEDu was calculated by determining a polynomial regression for each laboratory individually. Using each laboratory's individual regression, an average value for each ITA° value from 28° to 70° was determined. A polynomial regression was then performed on these averages for an overall prediction of MEDu value for any given ITA°. A distribution of subjects with a given ITA° in each laboratory was also calculated to show the regional differences in subject skin color.

To summarize, 5 out of the 12 laboratories have the Maximum ITA Distribution in the range 51-55°, 3 out of the 12 laboratories have the Maximum ITA Distribution in the range 46-50°, 2 out of the 12 laboratories have the Maximum ITA Distribution in the range 41-45°, and the remaining 2 laboratories have the Maximum ITA Distribution in the range 36-40°.

Only 2 out of the 12 laboratories (One in South East Asia and another in South America) have the Maximum ITA Distribution in the range 36-40°, which resembles with the Maximum ITA Distribution found in India. 

Thus, in view of the ITA Distribution in Indian Population, the Committee may CONSIDER retaining the Average ITA as 28-41°, and conduct a Validation Study on over 1000 subjects across India.  

The Committee may CONSIDER finalization of the minutes of the 36th meeting.

ITEM 3 THE PRESENT TITLE, SCOPE AND COMPOSITION OF PCD 19

3.1 a) The present Scope of Cosmetics Sectional Committee is “to formulate Indian Standards for terminology, methods of sampling and test, codes of practice and specifications for raw materials for cosmetics and toilet goods (excluding washing and bathing soaps) and for finished products.”

       b) Liaison with ISO/TC/217 Cosmetics


3.2 The Composition of PCD 19 is given at ANNEX I. 




3.3 Review of Composition for Cosmetics Sectional Committee 
The attendance of the organizations representing the Committee, in the last three meetings is given as ANNEX II and the Committee may REVIEW. 


As per BIS Guidelines, the composition of committees shall be reviewed by the appointing authority at least once in every three years, with a view to making such changes as may be considered necessary in order to make the committee more effective and fully representative of the interests concerned. It has been observed that the Committee has 39 percent of representation from Industry/ Industry Associations, which is violating the prescribed limit of 33 percent, as per the BIS Guidelines. Therefore, to ensure that the committees provide a fair representation of the range of interests affected by the standard, particularly of the users/consumers, as well as to achieve a fair balance of interests, the Committee may REVIEW the Composition and RECONSTITUTE the Committee.

ITEM 5 ISSUES ARISING OUT OF THE PREVIOUS MEETINGS 

The Agenda Items which come directly under preview of PCD 19 are put up below for consideration by the Committee. 

	Sl No
	Title of Work
	Decision of Last Meetings
	Present Status

	Cosmetics Sectional Committee, PCD 19

	5.1
	An indigenous standard on Labelling and Claims for the natural and organic cosmetics (Part 3 in this series)
	The Committee NOTED that the panel meeting has not been conducted yet. The Committee REQUESTED the Panel to meet at the earliest.
	A Panel meeting was conducted on 10 May 2022, for the Working Draft of IS 17316 (Part 3). 

It was decided to classify the Cosmetic Products based on the percentage of the Organic Content in the product. The Panel also DECIDED that the Working Draft would be prepared by Dr. Benedict M. Mascarenhas, and thereafter it would be circulated as P-Draft for comments. The Draft is awaited from Dr. Benedict M. Mascarenhas.

Dr. Benedict vide his mail dated 23/05/23, informed that Clarity from the Regulators as well as other Stakeholders is required on the list of specific claims for Natural and Organic Cosmetics, so that the suitable guidelines can be prepared accordingly. 

He also shared the following Indian and International Definitions on Organic & Natural (100% organic/natural, organic/natural, made from organic/natural ingredients etc.), to provide a more clear understanding on the various definitions of Organic and Natural Cosmetics.







The Committee may DELIBERATE.



6.5 Document No. PCD 19 19461 WC ORAL RINSES — SPECIFICATION

The Draft Indian Standard, PCD 19(19461) WC was issued into Wide Circulation, eliciting comments. End date for comments was 26-06-2022. 

The comments received on the draft were discussed during the second and third meetings of PCD 19:4, Decorative and Miscellaneous Cosmetics Products Subcommittee held on, 03 January 2023 and 27 march 2023 respectively, and the following recommendations had been made by the sub-committee.


	Sl.
No.

	Clause/Subclause/
para/table/fig. no. commented

	Commentator/
Organization/
Abbreviation

	Type of Comments
(General/Editorial/
Technical)

	Justification

	Proposed
change

	Sub-committee’s Recommendation

	1
	Annexure B
Sub Clause B-1.1 and B-1.2
	Dabur India Limited
	Technical
	Clause contradicts to clause 7.4.1 of ISO 16408, where there is a difference in shelf life period over same exposure period under same conditions of samples.
	3 months defined time is too less to extrapolating to 3 years shelf life. Most FMCG products are with 2 years shelf life. Also this may be first time that BIS will directly advocating shelf-life of formulation which are different. It will be blanket approval for all formulas passing 3 months.
 A longer duration of study is required to define shelf life of formulation. 
	AGREED with modifications to further align with ISO 16408, as mentioned below.

B-1.1 Accelerated Test 
Store the oral rinse at (40 ± 2) °C for 3 months at (75 ± 5) percent relative humidity or under such conditions of time and temperature as will stimulate storage at room temperature for 30 months.



B-1.2 Real Time Test 
Store the oral rinse at (27 ± 2)°C at (65 ± 5) percent relative humidity for 30 months or for the period indicated by the expiry date listed on the product label.


	2
	Table 1, Point 2
	Dabur India Ltd.
	Technical
	pH range mentioned as 3 -10.5, which contradicts to one mentioned in  IS 6356_2021 for toothpaste.
	Should be in a range of 5.5 -10.5 as per IS 6356_2021, which ensure the safety of tooth enamel irrespective the usage behaviour of consumer.
	NOT AGREED.

	
Dabur India ltd. had proposed to reassess the comment for changing the pH range from 5.5-10.5 as our saliva is neutral, and pH 3 would be too acidic for our mouth. The comments has been discussed during the third meeting of PCD 19:4 Sub-Committee held on 27 March 2023. The Sub-Committee RECOMMENDED to change the pH in Table 1 (Clause 5.5), Sl. No. ii) from 3.0 - 10.5 to 5.5 - 10.5, with the footnote as mentioned below.


NOTE — The oral rinses are acceptable with pH range 3.0 to 5.5, but the product shall pass the screening test as specified in ISO 28888, and the pH range must be mentioned on the label of such products. Also, the normal pH range of 5.5 to 10.5 will not be applicable for these products.


The Minutes of the Third Meeting of PCD 19:4 Sub-Committee is given below.



Dr Dilip Tripathi from Johnson and Johnson vide his mail dated 25 May 2023,


 has sent an additional proposal to categorise the Oral rinses into four types as given below:


 

The Committee may DELIBERATE and CONSIDER for a R&D Project to assess the Effect of Low pH (3 to 5.5) on the Enamel of the Teeth.  

	3
	Table 1, Point vii, a)
	Dabur India Ltd.
	General 
	Total bacterial count limit contradicts to IS 6356_2021 which states limit to be 1000cfu/g. 
	Such drastic reduction in limit may limit the manufacturing to companies having high budget and facility. This 100 cfu/gm limits look stringent. Limit reduction to 300cfu/g is proposed.
	AGREED with modifications as mentioned below.

The maximum limit for Total Microbial Count would be 1000 CFU/g.

The Sub-Committee further RECOMMENDED to add the foot note as mentioned below:
‘The limit is not applicable to the oral rinses where the probiotic is added as one of the active ingredients.’


	4
	Clause A-1.1.1.1 
	Dabur India Ltd.
	Technical
	GC Conditions for β – DEX 225 Chiral Column
	Column used should not be brand specific.
	AGREED.

The Sub-Committee further RECOMMENDED to modify the column dimension as mentioned below.
Column Dimension:
30 m length × (0.25 to 0.53 mm) ID

	5
	Clause A-1.1.1.1
	Dabur India Ltd.
	Technical
		Hydrogen gas flow mentioned is  300ml/min



		Hydrogen gas flow mentioned cannot be 300 ml/min, Zero Air flow is missing.



	AGREED with modifications as mentioned below.

Zero Air flow : 300 mL/ min
Hydrogen gas flow : 30 mL/ min




The Committee may ENDORSE the recommendations of the sub-committee and FINALIZE the draft for printing.
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skin is perhaps the most critical aspect of the Sun Protection Factor (SPF) value and
disproportionately influences the SPF. Individual Typology Angle (ITA®), a skin reflec-
tance measure of the skin's pigmentation, has been used by many clinical laboratories
to estimate the MED,, values for SPF testing.

Methods: Individual Typology Angle and unprotected MED, data on 9931 individu-
als were received from 12 laboratories located on 5 continents to determine MED
values in prospective sunscreen testing studies.

Results: These data were compiled and normalized by laboratory (to account for dif-
ferences in number of subjects within each laboratory). A polynomial regression best
fits the relationship between ITA® and their MED, and may be used to accurately
predict the MED, of an unknown test subject.

Conclusion: The regression data have been incorporated into the latest 1SO024444
(Cosmetics - Protection test methods - in vivo determination of the sun protection
factor (SPF), 2019) in vivo Sunscreen testing method that must be utilized to deter-
mine a subject's provisional MED, for the testing procedure. Use of this common
ITA>-MED,, relationship will help to minimize SPF variability between testing labora-

tories due to use of widely varying MED , values.

KEYWORDS
Individual Typology Angle, 1ISO24444, minimal erythema dose, skin ethnicity, sunscreen
testing

1 | INTRODUCTION

label was reserved for products with SPF between 8 and 15.
Products on the market now are as high as SPF 60 + to 100 (or

Sunscreen products have improved greatly since their introduc-
tion in the early 1940s and 50s when simple salves and creams
had SPF values in the range of 2-4. The original Food and Drug
Administration (FDA) proposed sunscreen testing monograph1
anticipated the highest SPF to be 15 based on current marketed
products in 1978, and products with an SPF 15 or greater were to

be labeled “Ultra Protection.” Ironically, the “Maximal” protection

© 2020 John Wiley & Sons A/S. Published by John Wiley & Sons Ltd

more), with inclusion of new ultraviolet radiation (UVR)-blocking
filters not available in 1978. New “broad spectrum” ultraviolet A
(UVA) filters now provide protection across most of the UV spec-
trum in addition to the original ultraviolet B (UVB) filters that were
the primary absorbers available in the early 1970s and prior to that
time. Numerous tests have been devised to establish the UVA pro-

tection available from sunscreen products; however, the primary
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product protection indicator recognized by consumers and medi-
cal professionals alike remains the SPF value of a given sunscreen
product.

Recent reporting by a consumer watchdog publication? has
shown significant differences in SPF results from testing in different
clinical laboratories, noting that almost 50% of the products they
tested did not meet label claims, and 74% of mineral only filters did
not meet label claim. One study by Miksa and Lutz® saw so much
inter-laboratory variability that they recommended testing be con-
ducted at a minimum of 3 laboratories, and preferably 4, to have a
good estimate of the SPF value of a given product. It is however both
time and cost prohibitive for manufacturers to undertake to deter-
mine a value for label claims for products and is indicative of a need
for greater scrutiny of testing methodologies.

The International Standards Organization (ISO) published their
first SPF determination method in 2010* which was based primarily
on the 2006 International Harmonized SPF method. It attempted to
harmonize the existing published national testing methodologies at
that time. Every 5 years, ISO reviews their published methods and on
the recommendation of the Working Group of experts determines
whether or not the methods require further modification in order
to improve the method. In 2016, the ISO sunscreen experts, noting
the increase in discussion and concerns regarding inter-laboratory
variability, chose to reopen the 1SO24444 test method and to incor-
porate further approaches to reduce this variability. Addressing the
inter-laboratory variability in the MED, values that are used in vari-
ous laboratories was one of the many areas addressed in this revision
of the methodology.

Sunscreen test protocols have all started with determination of
the subject's skin phototype as a basis for inclusion or exclusion for
the test procedure. Only Fitzpatrick phototypes |, Il, and Il were
approved for sunscreen SPF testing in any of the codified methods
(prior to 15024444[2019]°). This skin phototype determination is
also typically used to guide preliminary MED, determinations on
a particular subject prior to initiating a full SPF test. Recent pub-
lications®*° have questioned the accuracy of subject-based recall
on the questions used to establish skin phototype. The questions
to establish skin phototype are based on the subjects’ recall of skin
reactions to exposure to sunlight in the solar spring of the year and
whether they burned or tanned, or both. The situation is quite vague
regarding the sun exposure duration, and the extent of the reactions,
and the exposure conditions, and depends critically on the subject's
ability (or desire) to recall correctly.

A number of publications have shown the utility of skin reflec-
tance spectroscopy to assess skin phototype!*™® and sensitivity to
UVR. Wright et al** point out that use of the Fitzpatrick phototyping
questions do not distinguish between the various skin phototypes,
and the answers provided by subjects do little to distinguish be-
tween subjects with skin types I, II, or Il1.

Chardon et al** published the relationship between ITA® and
subject MED, values with descriptors for the skin color relative to
the ITA®. The ITA® has been used to characterize the skin “color”

of various populations in different parts of the world'>*® and uses

the “angle” of a vector on a plot of the skin luminance measurement
versus the “b” or yellow component measurement of the skin using
the CIE L a*b*coordinate system (see Figure 1). The 2010 version of
1SO24444 method *noted the utility of ITA® as a predictive tool for
determining a test subject MED , value, and recommended that lab-
oratories develop their own chart and prediction based on their local
population values. Many laboratories around the globe have done
this over the past 10 years and established a local database correlat-
ing the two. In the assessment of 15024444 (2010) > the Cosmetics
(TC217) WG7 group of sunscreen testing experts agreed to collect
data from sunscreen testing laboratories that had these data relating
ITA® to the MED , values from their databases and assess the overall
relationship between ITA® and MED, values to establish a common
basis for evaluating the MED, of test subjects for the SPF test.

2 | METHODS AND MATERIALS

Twelve laboratories volunteered to provide data on their subject's
ITA® an MED,, value. Since all of the participating laboratories used
solar simulators and their associated erythema-weighted custom ra-
diometers supplied by the same manufacturer, the associated errorin
MED,, values was minimized. The locations included 3 laboratories in
Asia (Singapore, China, and Japan), 2 laboratories in North America,
2 laboratories in same South America, 1 laboratory in Australia, and
4 laboratories in West and East Europe. No other information was
provided beyond the subject's ITA® and their MED, in J/m? eff. In
total, data on 9931 subjects were provided. One laboratory provided
over 6500 data points. In order to not grossly influence the relation-
ship between ITA® and MED , by the preponderance of the data from
this one laboratory, the ITA® relationship versus MED, was calcu-
lated by determining a polynomial regression for each laboratory in-
dividually. Using each laboratory's individual regression, an average
value for each ITA® value from 28° to 70° was determined. These
values for all 12 laboratories were then averaged to yield a compos-
ite “average” value over all laboratories. A polynomial regression was
then performed on these averages for an overall prediction of MED
value for any given ITA®.

A distribution of subjects with a given ITA® in each laboratory
was also calculated to show the regional differences in subject skin

color.

3 | RESULTS

Details of the data contributed from the laboratories are shown in
Table 1.

Figure 2 shows the ITA® distribution of all of the subjects pro-
vided by the twelve laboratories. One third had ITA® below 45°,
one third were above 54° and the remainder between these two
values. However, it must be remembered that 6741 of the total
subjects were contributed by one Western European laboratory
(“G”") and 1469 from one South American laboratory, such that this
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FIGURE 1 Derivation of the Individual
Typology Angle (ITA®) from diffuse
reflectance measurements of the skin's
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distribution is heavily biased toward the types of subjects used in
these two regions.

Looking more closely at the ITA® distributions of each individual
laboratory and region, (Figure 3), we see the distinct distributions
of ITA® depending on the region. Even within a region, there can be
significant differences. Data from one SE Asia laboratory (“L’) were
heavily skewed to the darker ITA® values with no subject ITA® value
reported above 45°. A laboratory (“M”) in a nearby country also in SE
Asia however reported a much more even distribution of ITA® values.
This suggests that cultural and racial considerations may be stronger
influencers of skin color than simple geographical considerations.
South America laboratories (“O,” “N”) also showed ITA® distributions
more heavily skewed toward lower ITA® values than European or
North American laboratories which had broader ITA® distributions.

As noted previously, one laboratory provided data on over 6741
subjects and another 1469 subjects. Because of the likelihood that
these two laboratories could skew the overall relationship due the
sheer number of data points provided with their opinion on the
MED,, values as a function of the ITA® it was apparent that the data
should be normalized in some way such that the laboratories con-

tributed equally to the estimated regression. To accomplish this,

s
12 14 16 8 20 22 24 76 2@
b Yellow chram,

regressions were performed on each individual laboratory, and
these regressions were then used to generate MED , estimates as a
function of ITA® in 5° increments (Figure 4). These estimated values
were then averaged across the 12 laboratories to create an overall
estimate for the 12 separate laboratories unweighted by the number
of subjects provided by each (see Figure 5). The unweighted regres-
sions yielded slightly higher estimates of MED , values with decreas-
ing ITA® as compared to the raw values. This unweighted regression
relationship has been incorporated into the latest revision of the
1S024444(2019)" SPF testing protocol as the starting MED , values
that must be used to determine either the provisional MED | (tested
before the product testing day) or the MED , value to use during ac-

tual product testing if no provisional MED , was determined.

4 | DISCUSSION

The first noted publication regarding determination of the sun pro-
tection factor of a sunscreen was in 1945 by Dr Harold Blum®’ in
which he describes a factor “P” that is the ratio of the lowest dose

of sunburning radiation required to give a sunburn on sunscreen
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protected skin, divided by the dose required on unprotected skin.
Blum determined that not only did the “P” value depend on the type
of UV light source used, but was very dependent on the MED,, of
the individual used for the testing of a given product. In fact, this
dependence on the MED , was quite striking, reaching as much as a
factor of 3X for a given test product (see Figure 6). Blum apologeti-
cally opined that the determination of a sun protection “index” was
problematic in this 1945 publication.

“The actual evaluation of the protection afforded by a
given sunburn preventive under controlled laboratory
conditions, is beset with difficulty and great accuracy
is not to be expected. Even with the best of laboratory

TABLE 1 Contributing laboratories by region and the number of
data points provided

measurements, it is difficult to estimate in more than
a general way, the appropriateness of the protection
afforded by a given sunburn preventive to the need
of a particular condition of exposure to sunlight. All
these factors permit claims to be made which, while
not actually false, may be quite misleading to the user

of a sunburn preventive.”

(Itisimportant to note that in Blum's testing, the same level of er-
ythema was required for both unprotected and sunscreen protected
skin, a condition no longer required in current SPF testing method-
ologies. Currently, any recognizable erythema response (percepti-
ble or unambiguous, existing over the majority of the site, and with
discernable borders) is now utilized. This is critical as it can easily
be seen that the dose response for unprotected skin is quite differ-
ent from sunscreen protected skin as the spectral distribution of the
erythema causing response has been shifted by the overlying sun-
screen, depending on the composition of UV filters used and their
concentrations. Hausser and Vahle!® demonstrated that the shorter
wavelengths of UV have a shallower dose response with supra-min-
imal erythema doses compared to longer wavelengths [Figure 7]).
This may help explain some of the wide variations noted in the MED
values reported by various sunscreen testing laboratories.

Mathematically, it is readily evident using a simple ratio of two
numbers results in exponential-like growth wherein changes in the
denominator (MED ) have an increasingly larger effect on the quo-
tient as the MED , denominator approaches smaller values, resulting
in a curvilinear rapidly increasing SPF value (Figure 8A). This is in
contrast to the linear influence of changes by the MEDp at a con-
stant MED  on the SPF value (Figure 8B). Thus, the value of the MED
of the unprotected skin becomes a strong driver of the SPF value,
emphasizing the need for global agreement on the true values of

Number (n)
Laboratory Region Reported
F W. Europe 345
W. Europe 6471
H E. Europe 104
| W. Europe 320
K Pacific 194
L SE. Asia 97
M SE. Asia 157
N S. America 262
O S. America 1469
P SE. Asia 79
Q N. America 94
R N. America 339
Total 9931
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FIGURE 3 |Individual ITA distribution for each of the laboratories. Two laboratories in SE Asia have a distribution skewed toward low

Individual Typology Angle (ITA®) values while the other lab in SE Asia (M) has a wide distribution. The two laboratories from South America

also have a distribution skewed toward the lower ITA® values
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the MED,, and definitions in order to minimize laboratory results
variability.

Because of the potential impact of mis-characterization of the
efficacy of sunscreen protection represented by an “over-rated”
SPF, the concern for accurate labeling is important. Consumers
most in need of photoprotection are children and individuals with

low inherent photoprotection and high skin cancer susceptibility

30.0
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ITA Angle

(very light skin and hair color, blue eye color). They rely heavily on
sunscreens to permit them to participate in outdoor activities with-
out risking severe short-term sunburns and skin cancers on a long-
term basis. Sunscreens labeled with very high SPF numbers that
are, in fact, much lower in value than labeled, would lead them to
believe they have adequate protection and encourage them to ex-

tend their time in the sun, only to be increasing their likelihood of
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600 FIGURE 5 Alldata points displayed
¢ + All Data points with regression (dashed line) resulting in
. « Bl bjiab coefficient of determination () = .3964.
500 ., 3 7S — Poly. {All Data points) 1-00%8E- 11377+ oms Using composite weighting wherein the
@ ” X 3 ; P ) 2.;1:@_3954 average values across the 12 laboratories
. e ’....‘ ¢+  ——Poly. (Rqual by Lab)  V=0051x - 10718x+ 62332 in 5° increments were used to generate

the regression (solid line), a the result
is not biased by the number of subjects
in a particular laboratory. The “final”
regression relationship for estimating

MED,, values from Individual Typology
Angle (ITA°) is MED , = ITAZ x 0.051 -
ITA x 10.718 + 629.32

20 30 50

ITA angle

267
24

224 \

1 R T 1 T T L]
8 12 16 20 24 28 32 36 40
THRESHOLD (Q), ERGS GM."2 ERYTHEMAL EFFECTIVE ENERGY x10°

FIGURE 6 These databy Blum? show the relationship between
the Sun Protection Factor of a product dependent on the MED , of
the individual

both the short-term and long-term damage to their skin. Thus, it is
very important for testing laboratories to provide accurate results.
Unfortunately, they must use methods that are flawed in their ability
to control key subjective parameters, most importantly, the value of
the unprotected skin MED, as the SPF number depends critically on
this value. Establishment of a globally agreed method to determine
this parameter would be a big step forward in reducing variability

between laboratory testing results.
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FIGURE 7 Dose-response relationship for monochromatic
wavelengths of light from Hausser and Vahle (1927)° published in
Berger et al, 1968. The degree of redness from multiple “minimal”
erythema doses on unprotected skin varies greatly with the
wavelength of light used to induce it

An additional step forward is the establishment of new high SPF
reference standards that must be used to validate SPF results of high
SPF products using the new 15024444(2019)" test method. Initially,
only an SPF 4 reference standard was required to be used to validate
a test in the US, and only in 2011 was a SPF 15 reference standard
required to be used to validate tests for products used in the US.
However, ability to obtain SPF 15 on the reference standard does
not insure the ability to validate a test result on a SPF 60 product,
it simply means you can achieve accuracy on the level of SPF 15.
The test should be more of a bioequivalence test with products val-
idated using standards of similar SPF value. However, until the lat-
est 15024444(2019)" was published, there were no globally agreed
SPF standards beyond the SPF 15 P2, or P3 standards. Three new
high SPF reference standards have been tested in global ring tests
and established as P5 (SPF 30), P6 (SPF 42), and P8 (SPF 63), with
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acceptance ranges for each in 15024444(2019)". Products in these
SPF ranges must utilize one of these reference standards from that
same range and come within the acceptance range for validity using
the new 1S024444(2019)" test.

Neither of these two steps forward have been proposed by
the FDA for pending modifications to the SPF testing methodol-
ogy monograph for the US. FDA acceptance of data tested via the
1S024444(2019) methodology would be the fastest way to incorpo-
rate these improvements into the US testing methodology.

5 | CONCLUSIONS

These data provide the basis for establishing the relationship be-
tween an individual's skin color as reflected (pun intended) by their
ITA® measured instrumentally and objectively, with their sensitivity
to burn from ultraviolet radiation, independent of their ethnicity
or location. This database provides a wide range of skin ethnicity

and location and a solid scientific and objective basis upon which

to base local and individual estimates of sunburning sensitivity. This
relationship will help eliminate unnecessary variability in sunscreen
protection indices on a global basis.
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COMMITTEE COMPOSITION 

Cosmetics Sectional Committee, PCD 19



		Organization

		Representative(s)



		Drugs Controller General (INDIA), Delhi

		Dr. Rajeev Singh Raghuvanshi (Chairman)



		All India Cosmetic Manufacturers Association, Mumbai

		Ms. Kajal Anand

   Dr. Virendra V. Chavan (Alternate)



		CSIR Indian Institute of Toxicological Research, Lucknow

		   Dr. R. S. Ray 

Dr. A. B. Pant (Alternate)



		Cavinkare Private Limited, Chennai

		Dr. T. Kumar 

   Dr. Gireesh Kumar (Alternate 1)

   Dr. S. Sankar Kalidas (Alternate 2)



		Central Drugs Standard Control Organization (CDSCO), Delhi

		Shri Aseem Sahu

   Ms. Shraddha Srivastava (Alternate)



		Central Drugs Testing Laboratory (CDTL), Chennai

		Ms. C. Vijaya Lakshmi



		Central Drugs Testing Laboratory (CDTL), Mumbai

		Smt. Sujata S. Kaisare (Alternate 2)  

 Smt. S. U. Warde (Alternate 1)

    



		Central Revenue Control Laboratory, New Delhi

		Shri V. Suresh

Shri Shivraj Singh (Alternate 1)

Shri Mritunjoy Maity (Alternate 2)



		Chemstar Limited, Mumbai

		Shri. Sunil Joshi



		Colgate Palmolive (India) Limited, Mumbai

		Dr. Manas V. Vyas

   Smt. Shruti Hardikar (Alternate 1)

   Shri. Purushottam Jadhav (Alternate 2)



		Consumer Guidance Society of India, Mumbai

		Dr. Sitaram Dixit

   Dr. M.S. Kamath (Alternate)



		Consumer Voice, New Delhi

		Shri. H. Wadhwa



		Dabur India Limited, Sahibabad

		Shri. Prasun Bandyopadhyay

   Shri. Sonu Panwar (Alternate)



		Directorate of Drugs Control, West Bengal, Kolkata

		K.R. Chawla



		Directorate of Food and Drugs Administration, Goa

		Ms. Jyoti J. Sardessai



		Drugs Control Department, Delhi

		Shri A.K. Nasa

   Shri. K. R. Chawla (Alternate)



		Envisbe Solutions Pvt. Limited, Mumbai

		Shri. Benedict M. Mascarenhas



		Food Safety and Drug Administration, Lucknow

		Dr. Anita Bhatnagar Jain

  Shri. Dinesh Kumar Tiwari (Alternate)



		Food and Drugs Administration Maharashtra, Mumbai

		Shri. O. S. Sadhwani



		Food and Drugs Administration Haryana, Panchkula

		Shri. Manmohan Taneja



		Food and Drugs Control Administration Gujarat, Gandhinagar

		Dr. H.G. Koshia

   Shri. V.R. Shah (Alternate)



		Galaxy Surfactants Limited, Mumbai

		Shri. R. K. Singh

   Shri. Sagar Trailokya (Alternate 1)

   Shri. Pramod Sabat Trailokya (Alternate 2)



		Godrej Consumers Products Limited, Mumbai

		Ms. Rupinder Kaur Rawat

   Dr. Manoj Gaur (Alternate)



		Himalaya Wellness Company, Bengaluru

		    Mr. Sukumaran D (Alternate)



		Hindustan Unilever Limited (HUL), Mumbai

		Ms. Vrinda Rajwade

Dr. Nimish Shah (Alternate 1)

Smt. Priti Chodankar (Alternate 2)



		Hygienic Research Institute Private Limited, Mumbai

		Dr. Jayashree Anand

   Shri. Manoj Sarkar (Alternate)



		Indian Pharmacopoeia Commission (IPC), Ghaziabad

		Dr. Anil Kr. Teotia

   Dr. Manoj Kr. Pandey (Alternate)



		ITC R&D Centre, Bengaluru

		Dr. Guru Prasad KV

   Dr. James Bhaskar (Alternate 1)

   Dr. John Bosco Stanislaus (Alternate 2)



		Indian Beauty & Hygiene Association (IBHA), Mumbai

		Ms. Malathi Narayanan



		Johnson & Johnson Limited, Mumbai

		Dr. Dilip Tripathi  

   Shri. Rajneesh Kumar (Alternate)



		Kaya Limited, Mumbai

		Ruchi Susheel Mittal

Mohini Kute (Alternate)



		Kelkar Education Trusts (KETS) Scientific Research Centre, Mumbai

		Dr. S.S. Barve



		Koel Colours Private Limited, Mumbai

		Mr Dhrubhai Desai

Shri Rishabh D. Desai (Alternate 1)



		Loreal India Private Limited, Mumbai

		Dr. Gurubasavaraja KM

Shri Dhimoy Roy (Alternate 1)

   Shri Vikas Kumar (Alternate 2)



		Marico Limited, Mumbai

		Dr.: Shilpa Vora

   Dr Pravin Kumar Singh (Alternate 1)

   Shri. Prabodh S. Halde (Alternate 2)



		Mikasa Cosmetics (Division of Meso Pvt. Ltd.)

		Mr. Vijaykumar R. Zala.

   Mr. Sachin M. Agrawal (Alternate)



		Ministry of Micro, Small and Medium Enterprises (MSME), Delhi

		Dr. Arun Kumar

   Dr. Izzatullah (Alternate)



		Ministry of AYUSH, Delhi

		Dr. Sangeeta A. Duggal

Dr. Rachna Paliwal (Alternate 1)

Dr. Rajnish Kumar Guatam (Alternate 2)



		MSME Testing Center, Mumbai

		Mr. Manoj Kumar

    Mr. Vipul Gaikwad (Alternate)



		Procter & Gamble, Mumbai

		Shri. Girish Parhate



		PETA India, Mumbai

		Shri. Manilal Valliyate

   Dr. Ankita Pandey (Alternate)



		Voluntary Organization In Interest of Consumer Education (VOICE), Delhi

		Dr. M. A.U. Khan

    



		In personal capacity

		Dr. Sundaram Ramachandran



		In personal capacity

		Narender Kumar Ahooja



		BIS 

		Smt. Meenal Passi

Scientist ‘F’ and Head (PCD),

[Representing Director General (Ex-Officio)]







Member Secretary

Sh. Sourav Mondal

Scientist B (PCD), BIS
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Last three meetings Attendance of members of PCD 19 



		Sl No.

		Name of the Organization

		Interest

		34th

Meeting

		35th

Meeting

		36th Meeting

		Total



		1. 

		Drugs Controller General (India), Chairperson

		

		Y

		Y

		Y

		3/3



		2. 



		All India Cosmetic Manufacturers Association, Gurugram

		I

		Y

		Y

		Y

		3/3



		3. 

		CSIR - Indian Institute of Toxicology Research, Lucknow (Recommended for withdrawal)

		T

		Y

		N

		N

		0/3



		4. 

		Cavinkare Private Limited, Chennai

		I

		Y

		Y

		Y

		3/3



		5. 

		Central Drug Testing Laboratory, Kolkata

		L

		N

		Y 

		N

		1/3



		6. 

		Central Drugs Standard Control Organization, New Delhi

		O

		Y

		Y

		Y

		3/3



		7. 

		Central Drugs Testing Laboratory, Chennai

		L

		Y

		Y

		N

		2/3



		8. 

		Central Drugs Testing Laboratory, Mumbai

		L

		Y

		Y

		Y

		3/3



		9. 

		Central Revenue Control Laboratory, New Delhi (Recommended for withdrawal)

		L

		N

		N

		N

		0/3



		10. 

		Colgate Palmolive India Limited, Mumbai

		I

		Y

		Y

		Y

		3/3



		11. 

		Consumer Guidance Society of India, Mumbai

		C

		Y

		N

		N

		1/3



		12. 

		Consumer Voice, New Delhi

		C

		Y

		Y

		Y

		3/3



		13. 

		Dabur India Limited, Sahibabad

		I

		Y

		Y

		Y

		3/3



		14. 

		Directorate of Drugs Control, West Bengal, Kolkata

		O

		Y

		N

		N

		1/3



		15. 

		Directorate of Food and Drugs Administration, Goa

		O

		Y

		Y

		N

		2/3



		16. 

		Drugs Control Department, Delhi

		O

		Y

		N

		N

		1/3



		17. 

		Drugs Control Organization, Jaipur, Rajasthan (Recommended for withdrawal)

		O

		N

		N

		N

		0/3



		18. 

		Drugs Controller For The State of Karnataka, Bengaluru

		O

		N

		Y

		N

		1/3



		19. 

		EnvisBE Solutions Private Limited, Mumbai

		I

		Y

		Y

		Y

		3/3



		20. 

		Food Safety and Drug Administration, Lucknow

		O

		N

		Y

		N

		1/3



		21. 

		Food and Drug Administration, Mumbai

		O

		Y

		Y

		N

		2/3



		22. 

		Food and Drugs Administration, Haryana

		O

		Y

		Y

		Y

		3/3



		23. 

		Food and Drugs Control Administration, Ahmedabad

		O

		Y

		N

		N

		1/3



		24. 

		Galaxy Surfactants Limited, Mumbai

		I

		Y

		Y

		Y

		3/3



		25. 

		Godrej Consumer Products Limited, Mumbai

		I

		Y

		Y

		Y

		3/3



		26. 

		Hindustan Unilever Limited, Mumbai

		I

		Y

		Y

		Y

		3/3



		27. 

		Hygienic Research Institute Private Limited, Mumbai

		I

		Y

		Y

		Y

		3/3



		28. 

		ITC Life Sciences and Technology Centre, Bengaluru

		T

		Y

		Y

		Y

		3/3



		29. 

		Indian Beauty and Hygiene Association, Mumbai

		I

		Y

		Y

		Y

		3/3



		30. 

		Indian Pharmacopoeia Commission, Ghaziabad

		O

		Y

		N

		N

		1/3



		31. 

		Johnson and Johnson Private Limited, Mumbai

		I

		Y

		Y

		Y

		3/3



		32. 

		Kelkar Education Trust's Scientific Research Centre, Mumbai

		T

		Y

		Y

		Y

		3/3



		33. 

		Koel Colours Private Limited, Mumbai (Recommended for withdrawal)

		I

		N

		N

		N

		0/3



		34. 

		Loreal India Private Limited, Mumbai

		I

		Y

		Y

		Y

		3/3



		35. 

		MSME Testing Center, New Delhi

		O

		N

		Y

		Y

		2/3



		36. 

		Marico Limited, Mumbai

		I

		N

		Y

		Y

		2/3



		37. 

		Mikasa Cosmetics Limited, Ahmedabad

		I

		Y

		Y

		N

		2/3



		38. 

		Ministry of AYUSH, New Delhi

		O

		Y

		Y

		Y

		3/3



		39. 

		Ministry of Micro, Small and Medium Enterprises, New Delhi

		O

		N

		Y

		Y

		2/3



		40. 

		PETA India, Mumbai

		C

		Y

		Y

		Y

		3/3



		41. 

		Procter and Gamble India, Mumbai

		I

		N

		Y

		Y

		2/3



		42. 

		Himalaya Wellness Company, Bengaluru

		I

		Y

		Y

		Y

		3/3



		43. 

		Voluntary Organisation in Interest of Consumer Education (VOICE), New Delhi

		C

		Y

		Y

		Y

		3/3



		44. 

		Shri Narender Kumar Ahooja (In Personal Capacity)

		E

		Y

		N

		Y

		2/3



		45. 

		Dr. Sundaram Ramachandran (In Personal Capacity)

		E

		Y

		N

		Y

		2/3









Industry (I) = 17

Govt. / Official (O) = 14

R&D Institutions (T) = 3

Testing laboratories (L) = 4

Consumer organization (C) = 4

Expert, Individual capacity (E) = 2

Total = 44 organisations







PCD 19 Composition Break-up





R	&	D Institutions (T) 	Industry (I) 	Govt. / Official (O)	Testing laboratories (L) 	Consumer organization (C) 	Expert, Individual capacity (E)  	6.8181818181818175	38.636363636363633	31.818181818181817	9.0909090909090917	9.0909090909090917	4.5454545454545459	
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7 CFR Part 205 Subpart D (up to date as of 5/03/2022)
Labels, Labeling, and Market Information

7 CFR Part 205 Subpart D

This content is from the eCFR and is authoritative but unofficial.

Title 7 - Agriculture

Subtitle B - Regulations of the Department of Agriculture

Chapter I - Agricultural Marketing Service (Standards, Inspections, Marketing Practices),
Department of Agriculture

Subchapter M - Organic Foods Production Act Provisions

Part 205 - National Organic Program
Authority: 7 U.S.C. 6501-6524.

§205.300
§205.301
§ 205.302
§ 205.303
§ 205.304

§ 205.305

§ 205.306

§ 205.307

§ 205.308

§ 205.309

§ 205.310
§ 205.311

organic,” or made wrth organic

n u

agricultural products labeled as “100 percent organrc,

§§ 205.312-205.399 [Reserved]

Subpart D - Labels, Labeling, and Market Information

§ 205.300 Use of the term, “organic.”

(a) The term, “organic,” may only be used on labels and in labeling of raw or processed agricultural products,
including ingredients, that have been produced and handled in accordance with the regulations in this
part. The term, “organic,” may not be used in a product name to modify a nonorganic ingredient in the
product.

(b)  Products for export, produced and certified to foreign national organic standards or foreign contract
buyer requirements, may be labeled in accordance with the organic labeling requirements of the receiving
country or contract buyer: Provided That, the shipping containers and shipping documents meet the

7 CFR 205.300(b) (enhanced display) page1of8
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7 CFR Part 205 Subpart D (up to date as of 5/03/2022)

Labels, Labeling, and Market Information 7 CFR 205.300(c)

(c) Products produced in a foreign country and exported for sale in the United States must be certified
pursuant to subpart E of this part and labeled pursuant to this subpart D.

(d) Livestock feeds produced in accordance with the requirements of this part must be labeled in

§ 205.301 Product composition.

(a) Products sold, labeled, or represented as “100 percent organic.” A raw or processed agricultural product
sold, labeled, or represented as “100 percent organic” must contain (by weight or fluid volume, excluding
water and salt) 100 percent organically produced ingredients. If labeled as organically produced, such

(b)  Products sold, labeled, or represented as “organic.” A raw or processed agricultural product sold, labeled,
or represented as “organic” must contain (by weight or fluid volume, excluding water and salt) not less
than 95 percent organically produced raw or processed agricultural products. Any remaining product
ingredients must be organically produced, unless not commercially available in organic form, or must be
nonagricultural substances or nonorganically produced agricultural products produced consistent with
the National List in subpart G of this part. If labeled as organically produced, such product must be

(c) Products sold, labeled, or represented as “made with organic (specified ingredients or food group(s)).”
Multiingredient agricultural product sold, labeled, or represented as “made with organic (specified
ingredients or food group(s))” must contain (by weight or fluid volume, excluding water and salt) at least
70 percent organically produced ingredients which are produced and handled pursuant to requirements in
subpart C of this part. No ingredients may be produced using prohibited practices specified in paragraphs

(d) Products with less than 70 percent organically produced ingredients. The organic ingredients in
multiingredient agricultural product containing less than 70 percent organically produced ingredients (by
weight or fluid volume, excluding water and salt) must be produced and handled pursuant to requirements
in subpart C of this part. The nonorganic ingredients may be produced and handled without regard to the

(e) Livestock feed.

(1) Araw or processed livestock feed product sold, labeled, or represented as “100 percent organic”
must contain (by weight or fluid volume, excluding water and salt) not less than 100 percent
organically produced raw or processed agricultural product.

(2) Araw or processed livestock feed product sold, labeled, or represented as “organic” must be

(f)  All products labeled as “100 percent organic” or “organic” and all ingredients identified as “organic” in
the ingredient statement of any product must not:

(1) Be produced using excluded methods, pursuant to § 205.105(e);

(2) Be produced using ionizing radiation, pursuant to § 205.105(f);

(3) Be processed using sewage sludge, pursuant to § 205.105(g);

7 CFR 205.301(f)(3) (enhanced display) page2of 8
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7 CFR Part 205 Subpart D (up to date as of 5/03/2022)
Labels, Labeling, and Market Information 7 CFR 205.301(f)(4)

(4) Be processed using processing aids not approved on the National List of Allowed and Prohibited
Substances in subpart G of this part: Except, That, products labeled as “100 percent organic,” if

processed, must be processed using organically produced processing aids;

(5) Contain sulfites, nitrates, or nitrites added during the production or handling process, Except, that,
wine containing added sulfites may be labeled “made with organic grapes”;

(6) Be produced using nonorganic ingredients when organic ingredients are available; or

(7)  Include organic and nonorganic forms of the same ingredient.
§ 205.302 Calculating the percentage of organically produced ingredients.

(a) The percentage of all organically produced ingredients in an agricultural product sold, labeled, or

represented as “100 percent organic,” “organic,” or “made with organic (specified ingredients or food
group(s)),” or that include organic ingredients must be calculated by:

(1) Dividing the total net weight (excluding water and salt) of combined organic ingredients at
formulation by the total weight (excluding water and salt) of the finished product.

(2) Dividing the fluid volume of all organic ingredients (excluding water and salt) by the fluid volume of
the finished product (excluding water and salt) if the product and ingredients are liquid. If the liquid
product is identified on the principal display panel or information panel as being reconstituted from

concentrates, the calculation should be made on the basis of single-strength concentrations of the
ingredients and finished product.

(3) For products containing organically produced ingredients in both solid and liquid form, dividing the
combined weight of the solid ingredients and the weight of the liquid ingredients (excluding water
and salt) by the total weight (excluding water and salt) of the finished product.

(b) The percentage of all organically produced ingredients in an agricultural product must be rounded down
to the nearest whole number.

(c) The percentage must be determined by the handler who affixes the label on the consumer package and

verified by the certifying agent of the handler. The handler may use information provided by the certified
operation in determining the percentage.

§ 205.303 Packaged products labeled “100 percent organic” or “organic.”

(a) Agricultural products in packages described in § 205.301(a) and (b) may display, on the principal display

panel, information panel, and any other panel of the package and on any labeling or market information
concerning the product, the following:

(1) The term, “100 percent organic” or “organic,” as applicable, to modify the name of the product;

(2) For products labeled “organic,” the percentage of organic ingredients in the product; (The size of
the percentage statement must not exceed one-half the size of the largest type size on the panel on

which the statement is displayed and must appear in its entirety in the same type size, style, and
color without highlighting.)

(3) The term, “organic,” to identify the organic ingredients in multiingredient products labeled “100
percent organic”;

(4) The USDA seal; and/or
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(5) The seal, logo, or other identifying mark of the certifying agent which certified the production or
handling operation producing the finished product and any other certifying agent which certified
production or handling operations producing raw organic product or organic ingredients used in the
finished product: Provided, That, the handler producing the finished product maintain records,
pursuant to this part, verifying organic certification of the operations producing such ingredients,
and: Provided further, That, such seals or marks are not individually displayed more prominently than
the USDA seal.

(b)  Agricultural products in packages described in § 205.301(a) and (b) must:

(1)  For products labeled “organic,” identify each organic ingredient in the ingredient statement with the
word, “organic,” or with an asterisk or other reference mark which is defined below the ingredient
statement to indicate the ingredient is organically produced. Water or salt included as ingredients
cannot be identified as organic.

(2) Onthe information panel, below the information identifying the handler or distributor of the product
and preceded by the statement, “Certified organic by * * * or similar phrase, identify the name of the
certifying agent that certified the handler of the finished product and may display the business
address, Internet address, or telephone number of the certifying agent in such label.

§ 205.304 Packaged products labeled “made with organic (specified ingredients or food
group(s)).”

(a) Agricultural products in packages described in § 205.301(c) may display on the principal display panel,

information panel, and any other panel and on any labeling or market information concerning the product:
(1) The statement:

(i)  "Made with organic (specified ingredients)”: Provided, That, the statement does not list more
than three organically produced ingredients; or

(ii)  “Made with organic (specified food groups)”: Provided, That, the statement does not list more
than three of the following food groups: beans, fish, fruits, grains, herbs, meats, nuts, oils,
poultry, seeds, spices, sweeteners, and vegetables or processed milk products; and, Provided
further, That, all ingredients of each listed food group in the product must be organically
produced; and

(iii)  Which appears in letters that do not exceed one-half the size of the largest type size on the
panel and which appears in its entirety in the same type size, style, and color without
highlighting.

(2) The percentage of organic ingredients in the product. The size of the percentage statement must
not exceed one-half the size of the largest type size on the panel on which the statement is displayed
and must appear in its entirety in the same type size, style, and color without highlighting.

(3) The seal, logo, or other identifying mark of the certifying agent that certified the handler of the
finished product.

(b)  Agricultural products in packages described in § 205.301(c) must:

(1) Inthe ingredient statement, identify each organic ingredient with the word, “organic,” or with an
asterisk or other reference mark which is defined below the ingredient statement to indicate the
ingredient is organically produced. Water or salt included as ingredients cannot be identified as
organic.
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(2) Onthe information panel, below the information identifying the handler or distributor of the product
and preceded by the statement, “Certified organic by * * *” or similar phrase, identify the name of the

certifying agent that certified the handler of the finished product: Except, That, the business address,
Internet address, or telephone number of the certifying agent may be included in such label.

(c) Agricultural products in packages described in § 205.301(c) must not display the USDA seal.

§ 205.305 Multi-ingredient packaged products with less than 70 percent organically produced
ingredients.

(a) An agricultural product with less than 70 percent organically produced ingredients may only identify the
organic content of the product by:

(1) Identifying each organically produced ingredient in the ingredient statement with the word,
“organic,” or with an asterisk or other reference mark which is defined below the ingredient
statement to indicate the ingredient is organically produced, and

(2) If the organically produced ingredients are identified in the ingredient statement, displaying the
product's percentage of organic contents on the information panel.

(b)  Agricultural products with less than 70 percent organically produced ingredients must not display:
(1) The USDA seal; and

(2)  Any certifying agent seal, logo, or other identifying mark which represents organic certification of a
product or product ingredients.

§ 205.306 Labeling of livestock feed.

(a) Livestock feed products described in § 205.301(e)(1) and (e)(2) may display on any package panel the
following terms:

(1) The statement, “100 percent organic” or “organic,” as applicable, to modify the name of the feed
product;

(2) The USDA seal;

(3) The seal, logo, or other identifying mark of the certifying agent which certified the production or
handling operation producing the raw or processed organic ingredients used in the finished product,
Provided, That, such seals or marks are not displayed more prominently than the USDA seal;

(4) The word, “organic,” or an asterisk or other reference mark which is defined on the package to
identify ingredients that are organically produced. Water or salt included as ingredients cannot be
identified as organic.

(b) Livestock feed products described in § 205.301(e)(1) and (e)(2) must:

(1)  On the information panel, below the information identifying the handler or distributor of the product
and preceded by the statement, “Certified organic by * * *" or similar phrase, display the name of the
certifying agent that certified the handler of the finished product. The business address, Internet
address, or telephone number of the certifying agent may be included in such label.

(2) Comply with other Federal agency or State feed labeling requirements as applicable.

7 CFR 205.306(b)(2) (enhanced display) page5of8





7 CFR Part 205 Subpart D (up to date as of 5/03/2022)

Labels, Labeling, and Market Information 7CFR205.307

§ 205.307 Labeling of nonretail containers used for only shipping or storage of raw or processed

agricultural products labeled as “100 percent organic,” “organic,” or “made with organic
(specified ingredients or food group(s)).”

(a) Nonretail containers used only to ship or store raw or processed agricultural product labeled as
containing organic ingredients may display the following terms or marks:

(1) The name and contact information of the certifying agent which certified the handler which
assembled the final product;

2) ldentification of the product as organic;

(
(3) Special handling instructions needed to maintain the organic integrity of the product;
(4) The USDA seal;

(

5) The seal, logo, or other identifying mark of the certifying agent that certified the organic production
or handling operation that produced or handled the finished product.

(b)  Nonretail containers used to ship or store raw or processed agricultural product labeled as containing
organic ingredients must display the production lot number of the product if applicable.

(c) Shipping containers of domestically produced product labeled as organic intended for export to
international markets may be labeled in accordance with any shipping container labeling requirements of
the foreign country of destination or the container labeling specifications of a foreign contract buyer:
Provided, That, the shipping containers and shipping documents accompanying such organic products
are clearly marked “For Export Only” and: Provided further, That, proof of such container marking and
export must be maintained by the handler in accordance with recordkeeping requirements for exempt and
excluded operations under § 205.101.

§ 205.308 Agricultural products in other than packaged form at the point of retail sale that are
sold, labeled, or represented as “100 percent organic” or “organic.”

(a) Agricultural products in other than packaged form may use the term, “100 percent organic” or “organic,”
as applicable, to modify the name of the product in retail display, labeling, and display containers:
Provided, That, the term, “organic,” is used to identify the organic ingredients listed in the ingredient
statement.

(b) If the product is prepared in a certified facility, the retail display, labeling, and display containers may use:
(1)  The USDA seal; and

(2) The seal, logo, or other identifying mark of the certifying agent that certified the production or
handling operation producing the finished product and any other certifying agent which certified
operations producing raw organic product or organic ingredients used in the finished product:
Provided, That, such seals or marks are not individually displayed more prominently than the USDA
seal.

§ 205.309 Agricultural products in other than packaged form at the point of retail sale that are
sold, labeled, or represented as “made with organic (specified ingredients or food group(s)).”

(a) Agricultural products in other than packaged form containing between 70 and 95 percent organically
produced ingredients may use the phrase, “made with organic (specified ingredients or food group(s)),” to
modify the name of the product in retail display, labeling, and display containers.
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(1)  Such statement must not list more than three organic ingredients or food groups, and

(2) Inany such display of the product's ingredient statement, the organic ingredients are identified as
“organic.”

(b) If prepared in a certified facility, such agricultural products labeled as “made with organic (specified
ingredients or food group(s))” in retail displays, display containers, and market information may display
the certifying agent's seal, logo, or other identifying mark.

§ 205.310 Agricultural products produced on an exempt or excluded operation.
(a) An agricultural product organically produced or handled on an exempt or excluded operation must not:

(1) Display the USDA seal or any certifying agent's seal or other identifying mark which represents the
exempt or excluded operation as a certified organic operation, or

(2) Berepresented as a certified organic product or certified organic ingredient to any buyer.

(b)  An agricultural product organically produced or handled on an exempt or excluded operation may be
identified as an organic product or organic ingredient in a multiingredient product produced by the exempt
or excluded operation. Such product or ingredient must not be identified or represented as “organic” in a
product processed by others.

(c) Such product is subject to requirements specified in paragraph (a) of § 205.300, and paragraphs (f)(1)

§ 205.311 USDA Seal.

(a) The USDA seal described in paragraphs (b) and (c) of this section may be used only for raw or

(b)  The USDA seal must replicate the form and design of the example in figure 1 and must be printed legibly
and conspicuously:

(1)  On a white background with a brown outer circle and with the term, “USDA,” in green overlaying a
white upper semicircle and with the term, “organic,” in white overlaying the green lower half circle; or

(2)  Onawhite or transparent background with black outer circle and black “USDA” on a white or
transparent upper half of the circle with a contrasting white or transparent “organic” on the black
lower half circle.

(3) The green or black lower half circle may have four light lines running from left to right and
disappearing at the point on the right horizon to resemble a cultivated field.
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§§ 205.312-205.399 [Reserved]

7 CFR 205.312-205.399 (enhanced display) page8of 8



https://images.federalregister.gov/ER21DE00.001/large.png



		Authority:

		Source:

		Subpart D - Labels, Labeling, and Market Information

		§ 205.300 Use of the term, “organic.”

		§ 205.301 Product composition.

		§ 205.302 Calculating the percentage of organically produced ingredients.

		§ 205.303 Packaged products labeled “100 percent organic” or “organic.”

		§ 205.304 Packaged products labeled “made with organic (specified ingredients or food group(s)).”

		§ 205.305 Multi-ingredient packaged products with less than 70 percent organically produced ingredients.

		§ 205.306 Labeling of livestock feed.

		§ 205.307 Labeling of nonretail containers used for only shipping or storage of raw or processed agricultural products labeled as “100 percent organic,” “organic,” or “made with organic (specified ingredients or food group(s)).”

		§ 205.308 Agricultural products in other than packaged form at the point of retail sale that are sold, labeled, or represented as “100 percent organic” or “organic.”

		§ 205.309 Agricultural products in other than packaged form at the point of retail sale that are sold, labeled, or represented as “made with organic (specified ingredients or food group(s)).”

		§ 205.310 Agricultural products produced on an exempt or excluded operation.

		§ 205.311 USDA Seal.

		§§ 205.312-205.399 [Reserved]






image7.emf
COSMOS Standard  V3.1 - UPDATED June 2020.pdf


COSMOS Standard V3.1 - UPDATED June 2020.pdf
COSMOS

Trust in organic and natural cosmetics

COSMOS-standard

COSMOS-standard
Cosmetics Organic and
Natural Standard

Version 3.1 — 1 June 2020

Developed by leading associations and
certifiers in organic and natural cosmetics

WWWw.cosmos-standard.org





COSMQOS-standard Cosmetics Organic and Natural Standard

Table of Contents

1. INTRODUGCTION 1.ttt ssesaesaesasesssesaesseesnseannssneaneannssnnssnnsranssanesnnernnesnes 3
1.1  Main objectives of COSMOS-standard .......c.cooiiiiiiiiiiiiiicii e 3
R B To Yol U [ 0 1= o1 4

2. REGULATIONS ..ttt ettt e et e e e e e e e e e e e e e e e a s e e e eae e raenennn 5

T S 0 ] = PP 5

4. DEFINITIONS L.ttt ittt ettt e e e et e e e et e e et e e s e e a e e e e e e aerees 6

S ] ]\ o P 9
5.1  Precautionary PrinCiple .o e 9
5.2  ANIMal teStiNg cuiiiiiii i e 9
5.3 SUSEAINADIIEY .o 9

6. ORIGIN AND PROCESSING OF INGREDIENTS ...iitiiiiiiiieiiee i iieeeieesineennesnnennneenes 10
6.1 INgredients CategOriEs .ottt 10
6.2 Calculation rules for organic percentage.......couvvieiiiieiiiiiiiieeie e eenns 13

7. COMPOSITION ..ottt ettt e e e e e e e e e e e e e e a e e e e e r e e e e aen e eeae e e e enensn 16
7.1 Rules for cosmetic products under organic certification ...........cocoeeiiiiiiiien.n. 16
7.2  Rules for cosmetic products under natural certification ..........ccooiiiiii, 17
7.3 Calculation rules for natural origin percentage .......ccocovviiiiiiiiiiiiiiieeee, 17
7.4  Palm oil, palm kernel oil and derivatives ......c.ccoiiiiiiiiiiiii 17
7.5 Rules for Raw Materials with organic content under certification.................... 18
7.6  Rules for Raw Materials without organic content under approval ................... 18

8. STORAGE, MANUFACTURING AND PACKAGING ...ciiiteiiee e vieevieereeeaesnnesnnennes 19
S T R o] o= [ 1= T R 19
8.2 ManUACEUNING oo e e 19
S TNC B o= Tel &= [« 1 [« H PP 19
B4 FaADIICS e e 20

9. ENVIRONMENTAL MANAGEMENT ...ttt i it e e anenaneaaneaas 21
9.1 Environmental management plan . ... 21
9.2 Cleaning and MY giENe .. .ciiuiiiiii i e e e 21

10. LABELLING AND COMMUNICATION ...ttt vae e e e e s e e e neenneennnennnenneens 22
O R 1 o T=T or= | I ] 22
10.2 For products under organic certification ........c.ccviiiiiiiiiiii 22
10.3 For products under natural certification.......ccooiiiiiiiiiiiiii 23
10.4 For ingredients with organic content..........cocoiiiiiiiiii i 23
10.5 For raw materials with no organic content..........ccooiiiii 24
10.6 Supporting lIterature ..o 24
10.7 Organic in the name of a company or product range ........ccoeviiiiiiiiiinennenne. 24
10.8 Use of the signature, name or term related to this Standard.......................e. 24

Version 3.1 1





COSMQOS-standard Cosmetics Organic and Natural Standard

11. CERTIFICATION AND APPROVAL ...ttt ittt st e e e eees 25
11,1 CertifiCalion e e 25
11.2 Approval of iINgredients ... 25
11.3 Certification DOdIies. .. cvii i 25

12. IMPLEMENTATION OF THIS STANDARD ..ottt e 26
12,1 ComiNg iNEO fOrCE vttt e e e aneanes 26
12.2 Dates of applicalion . ....oiiiii 26
12.3 Transitional MEaSUIES. ... ot e e e e eeeneens 26

APPENDICES. .. ettt ittt e 27

Version 3.1 2





COSMQOS-standard Cosmetics Organic and Natural Standard

1. INTRODUCTION

This Standard has been developed at the European and international level by BDIH
(Germany), COSMEBIO & ECOCERT (France), ICEA (Italy) and SOIL ASSOCIATION (UK)
who are the founders of the COSMOS-standard AISBL (an international non-profit
association registered in Belgium) in order to define common requirements and definitions
for organic and/or natural cosmetics.

1.1 Main objectives of COSMOS-standard

Addressing the excesses and failures of current developments is a key challenge for our
society. Establishing a "sustainable development" that would reconcile economic progress,
social responsibility and maintain the natural balance of the planet is a project in which
the cosmetics sector is willing to be fully involved. The application of the principles of
sustainable development in economic activity implies, however, changing patterns of
production and changing consumption practices. Recognising these challenges, the
responsibility of its actors, the organic and natural cosmetics sector clearly shows its
ambition to go further in sustainable development with the setting at the European and
international level of this standard for organic and natural cosmetics.

To stimulate processes for sustainable production and consumption, the organic and
natural cosmetics sector is using some simple rules governed by the principles of
prevention and safety at all levels of the chain from production of raw materials to the
distribution of finished products.

These rules are:

e promoting the use of products from organic agriculture, and respecting biodiversity
e using natural resources responsibly, and respecting the environment

e using processing and manufacturing that are clean and respectful of human health and
the environment

e integrating and developing the concept of "Green Chemistry".

This last point, a new aspect of the COSMOS-standard is key to the success of this ambition
considering the specificities and constraints of the formulation of cosmetic products
(particularly versus food products).

With this "green philosophy" and this desire to actively contribute to sustainable
development, the cosmetics sector is committed to define and implement a standard for
organic and natural cosmetics. This Standard takes into account the current technological
reality while infusing a dynamism that will lead to innovative developments.

To facilitate the translation of these rules at the level of a Standard, it is necessary to
distinguish the five categories of ingredients contained in a cosmetic product (listed below
in ascending order of human intervention):

water - vital and basic raw material in product development; its quality is essential;

2. mineral ingredients - interesting and necessary, but not renewable; they require clear
environmental rules in their use, and in further processing;

3. physically processed agro-ingredients — already benefit from satisfactory European and
other recognised standards on organic agriculture;
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4. chemically processed agro-ingredients — certifiable by using agricultural organic raw
materials and manufacturing processes that are clean and authorised, all under the
umbrella of "Green Chemistry”;

5. other ingredients - this is the category to actively manage the transition from the
current situation to the objectives and direction of this Standard.

The COSMOS-standard's ultimate objective is to address the major issues essential to the
environment and welfare of man on the planet. For practical purposes, it aims to ensure
the transition between today’s and tomorrow’s possibilities of technological advances to
promote the development of cosmetics ever more natural and organic. This is necessary
for the respect of consumers who must be informed clearly and transparently so that they
can themselves be actors for sustainable development.

1.2 Documents

1.2.1 Documents

The Scheme Documents are the:
¢ COSMOS-standard,
e COSMOS Technical Guide which contains additional interpretation and explanation,

e COSMOS Labelling Guide,
e COSMOS Control Manual - Certification and Accreditation Requirements.

1.2.2 Copyright

This Standard is the property of the COSMOS-standard AISBL and shall not be copied,
reproduced or otherwise used except with its express written permission.

1.2.3 Revision

The organic and natural cosmetics sector is still developing and both technology and
understanding are advancing. The COSMOS-standard will therefore be subject to periodic
review and amendment in line with the objectives above, taking into account availability
of ingredients and technology, and after full and open consultation with stakeholders.
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2. REGULATIONS

The users of this Standard are expected to comply with all relevant legislation, including
The EU Regulation on cosmetic products (EC No. 1223/2009) as amended, The EU REACH
REGULATION (EC No. 1907/2006), Commission Regulation on claims in cosmetic products
(EU No. 655/2013), and/or other local or national laws concerning cosmetic products
where appropriate.

The regulations of this Standard for natural and organic products are in line with the legal
framework of a large number of countries but without prejudice to additional legal
provisions that might exist in some other countries.

3. SCOPE

This Standard applies to cosmetic products and raw materials intended to be used in
cosmetic products in two scopes:

e Scope 1: Certification of organic or natural cosmetic products, raw materials with
organic content, base formulas;

e Scope 2: Approval of non-organic raw materials that can be used in certified references
according to scope 1.

The users of this Standard are manufacturers, handlers and brand owners of organic or
natural cosmetic products and ingredients.
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4. DEFINITIONS

In the context of this Standard, the definitions below will apply.

« Agro-ingredient » - any plant, animal or microbial product derived from agriculture,
aquaculture or wild collection/harvest.

« Auxiliary » - any substance used during the manufacturing process of an ingredient to
facilitate the reaction, but not considered as part of the ingredient.

« Catalyst » - a substance used to modify or increase the rate of a reaction without being
consumed in the process.

« Chemically processed » - processed or extracted using chemical processes such as those
listed in Appendix II (which are allowed) and Appendix III (which are not allowed).

« Contaminant » - a substance that is:

e not naturally present in the material, or

e present in quantities greater than those that exist naturally which could lead to
pollution (persistence, residues) and toxicity risks.

Contaminants may be:

= heavy metals

= aromatic hydrocarbons

= pesticides

= dioxins & PCBs

= radioactivity
GMOs

= mycotoxins
medicinal residues
nitrates

= nitrosamines.

« Cosmetic ingredient » - (taken from Regulation (EC) No. 1223/2009) - any substance or
mixture intentionally used in the cosmetic product during the process of manufacturing.
The following shall not be regarded as ingredients:

e impurities in the raw materials used,
e subsidiary technical materials used in the mixture but not present in the final product.

The term “raw material” is also used within the same meaning as cosmetic ingredient.
Note - the water added during the manufacture of the finished product is therefore a
separate ingredient.

« Cosmetic product » - (taken from Regulation (EC) No. 1223/2009) - any substance or
mixture intended to be placed in contact with the external parts of the human body
(epidermis, hair system, nails, lips and external genital organs) or with the teeth and the
mucous membranes of the oral cavity with a view exclusively or mainly to cleaning them,
perfuming them, changing their appearance, protecting them, keeping them in good
condition or correcting body odours.

« Genetically Modified Organisms (GMOs) » (taken from the Directive 2001/18/EC) means
an organism, with the exception of human beings, in which the genetic material has been
altered in a way that does not occur naturally by mating and/or natural recombination.
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Annex 1A (taken from the Directive 2001/18/EC)_summarizes what techniques are
included as genetic modification.

« Derivative of GMO » - any substance which is produced from or by a GMO where the
GMO is the source organism of the substance or is involved directly in the last process that
accomplishes an essential conversion of the substance.

« Manufacturer » - (taken from Regulation (EC) No. 1223/2009) - any natural or legal
person who manufactures a cosmetic product or has such a product designed or
manufactured and markets that cosmetic product under his name or trademark.

« Manufacturing » - group of operations carried out in the factory or the laboratory, for
obtaining, preparing, processing and labelling products.

« Mineral » - raw material obtained from naturally occurring substances formed through
geological processes but excluding fossil fuel-derived materials.

« Mixture » - (taken from Regulation (EC) No. 1223/2009) - a mixture or solution
composed of two or more substances.

« Moiety » - a specific segment of a molecule.

« Nanomaterial » - (taken from Regulation (EC) No. 1223/2009) - an insoluble or
biopersistent and intentionally manufactured material with one or more external
dimensions, or an internal structure, on the scale from 1 to 100 nm.

« Natural origin » - the following are of natural origin: water, minerals and ingredients of
mineral origin, physically processed agro-ingredients, chemically processed agro-
ingredients (and parts thereof) derived wholly from the above. The following are not of
natural origin: petrochemical moieties, preservatives and denaturing agents from
petrochemical origin.

« NNI » (Non-Natural Ingredient) - Preservatives and denaturing agents from
petrochemical origin. Although they are usually from petrochemical origin, all or most of
their structures are found in nature (nature identical).

« Organic » - production system that complies with Regulation No. (EC) 834/2007 or other
organic standards using as their reference point the Codex Alimentarius GL 32 and certified
in accordance with Regulation No. (EC) 834/2007 or an equivalent national or international
standard or this Standard by a duly constituted certification body or authority. When
referring to organic in this Standard, other terms that mean the same in other languages
are also included and are subject to the same limitations.

e Considered as complying with Regulation No. (EC) 834/2007 are those standards that
have been accepted as compliant or equivalent through the mechanisms set out in that
regulation.

e Considered as using as their reference point the Codex Alimentarius GL 32 are those
national standards (i.e. recognised by or within national legislation) where Codex
Alimentarius GL 32 is clearly referenced within the standard.

« Organic content » - that part of an ingredient (or product) coming from an organic
production system where the ingredient is certified in accordance with Regulation No. (EC)
834/2007 or an equivalent national or international standard or this Standard by a duly
constituted certification body or authority.

« Petrochemical moiety » — A part of a molecule that is derived from petroleum.

« Physically processed » - processed or extracted using physical processes such as those
listed in Appendix I (which are allowed).
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« Primary raw material » - any product of plant, animal, or microbial origin, as well as
minerals, which is used as raw material in the manufacture of cosmetic ingredients.

« Rinse-off product » - (taken from Regulation (EC) No. 1223/2009 - a cosmetic product
which is intended to be removed after application on the skin, the hair or the mucous
membranes.

« Soap » — Product (liquid or solid) obtained through a saponification reaction.

« Substance » - (taken from Regulation (EC) No. 1223/2009) - a chemical element and
its compounds in the natural state or obtained by any manufacturing process, including
any additive necessary to preserve its stability and any impurity deriving from the process
used but excluding any solvent which may be separated without affecting the stability of
the substance or changing its composition.

« Total product » - the total finished cosmetic product including all ingredients (water,
mineral ingredients, physically processed agro-ingredients, chemically processed agro-
ingredients and other ingredients).
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5. GENERAL

5.1 Precautionary principle

When there is scientific evidence that an ingredient, technology or process could pose a
health or environmental risk, then the precautionary principle will be applied, and it will
not be allowed. For this reason, the following are not allowed.

5.1.1 Nanomaterials

Nanomaterials are forbidden. It is recognised that there may need to be exceptions and
applications for exceptions supported by technical dossiers will be considered.

5.1.2 Genetically modified organisms (GMOs)

Primary raw materials or ingredients that are GMOs or derivatives of GMOs are forbidden.
Contamination of primary raw materials or ingredients with genetically modified material
must not be above 0.9% for that primary raw material or ingredient and can only be above
the reliable detection limit of 0.1% if adventitious or technically unavoidable.

5.1.3 Irradiation

Gamma and X-ray irradiation are forbidden.

5.2 Animal testing

Cosmetic products must not be tested on animals by the manufacturer or any third party
induced to do so by it. Cosmetic ingredients must not be tested on animals by the
manufacturer or any third party induced to do so by it except where required by law, other
than cosmetic law.

5.3 Sustainability

Preservation of biodiversity and sustainability are important factors to take into account
when selecting materials to be used in certified products/ingredients.

5.3.1 Palm oil

Palm oil and palm kernel oil (and their derivatives) used in cosmetic products and
ingredients must be from certified organic origin or certified sustainable sources (CSPO).

See section 7.4 for specifications and ingredients this applies to. See section 12 for
implementation.

The raw materials required to be from CSPO will be reviewed regularly to reflect availability
with the aim of increasing the ingredients from CSPO. COSMOS is committed to ensuring
that the sourcing of palm oil ingredients across all COSMOS supply chains has no negative
impact on natural ecosystems, including primary rainforest.
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6. ORIGIN AND PROCESSING OF INGREDIENTS

In this Standard, the ingredients of a cosmetic product are classified in five categories:

« water

e« minerals and ingredients of mineral origin
e physically processed agro-ingredients

e chemically processed agro-ingredients

e other ingredients.

Each ingredient category is subject to requirements.

The same classification will apply for the origin and composition of a single cosmetic
ingredient or a mixture of cosmetic ingredients. Manufacturers of ingredients must provide
the corresponding percentages in the technical documentation.

Only physically processed agro-ingredients and chemically processed agro-ingredients can
be certified organic. To be considered as organic or with organic content, they must be
certified. Detailed requirements and calculation rules for organic percentage of ingredients
are given below.

6.1 Ingredients categories

6.1.1 Water

The water used must comply with hygienic standards (CFU less than 100/ml) and may be:

e potable water

e spring water

e water obtained by osmosis
o distilled water

e sea water.

Water may be treated with the physical processes allowed in Appendix I.

6.1.2 Minerals and ingredients of mineral origin

Minerals may be used as long as they are obtained without intentional chemical
modification and preferably from environmentally sound extraction processes.

Ingredients of mineral origin may be used only if they are listed in Appendix IV and they
must comply with relevant legislation.

Minerals and ingredients of mineral origin may be treated with the physical processes listed
in Appendix I.
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6.1.3 Physically processed agro-ingredients

Included is any physically processed product of plant, animal, or microbial origin that
complies with the conditions below:

e only primary raw materials of plant, animal or microbial origin that have been extracted

using the physical processes listed in Appendix I are allowed.

e only primary raw materials that respect the requirements of the Convention of
International Trade in Endangered Species of Wild Fauna and Flora (CITES) are
allowed.

It is forbidden to use:

e plants, plant materials and microorganisms that have been genetically modified
e primary raw materials extracted from living or slaughtered animals.

It is allowed to use ingredients of animal origin as long as:

e they are produced by animals but are not a part of the animal
o they do not entail the death of the animal concerned, and
e they have been obtained using only the processes listed in Appendix I.

6.1.4 Chemically processed agro-ingredients

Included is any chemically processed product of plant, animal, or microbial origin that
complies with the conditions below.

Only primary raw materials that respect the requirements of the Convention of
International Trade in Endangered Species of Wild Fauna and Flora (CITES) are allowed to
be used.

It is forbidden to use:

e plants, plant materials and microorganisms that have been genetically modified
e primary raw materials extracted from living or slaughtered animals.

It is allowed to use ingredients of animal origin as long as:

e they are produced by animals but are not a part of the animal

e they do not entail the death of the animal concerned, and

e they have been obtained using only the processes listed in Appendix I and II.

Chemically processed agro-ingredients may contain mineral moieties.

Note - alcohol and other by-products of fermentation are chemically processed agro-
ingredients.

The following requirements apply to manufacturers of chemically processed agro-
ingredients who should follow the principles of green chemistry for all the sequence of
reactions that are needed to make each ingredient (Environmental Protection Agency
Green Chemistry Programme, USA, 1998; www.epa.gov/greenchemistry).
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The manufacturer of chemically processed agro-ingredients:

e« must only use the chemical processes listed in Appendix II (an indicative list of those
not allowed is in Appendix III) and must use renewable resources

e may use ingredients derived from culture or fermentation and other non-GMO
biotechnology, the cultures must use only feedstock from natural vegetable or
microbial raw materials without using genetically modified organisms or their

derivatives

e must comply with the following quantitative requirements for their chemically
processed agro-ingredients:

Principle

Requirement

Atom economy

Reaction mass efficiency (of last reaction step): = 50%
Reaction mass efficiency = (weight of desired product(s) / weight
of all reactants) x 100

Non-persistent,
non-
bioaccumulative
and non-toxic
products

Allowed are Substances/preparations that meet the following
requirements:

Aquatic Toxicity (LC50, EC50, IC50) > 1 mg/l and
Biodegradability > 95%

Aquatic Toxicity (LC50, EC50, IC50) > 10 mg/l and
Biodegradability > 70% (or 60% depending on test below)

With regards to Aquatic Toxicity: Performing new fish and daphnia
tests to determine unknown LC50/ EC50 values for COSMOS
certification is not allowed. Instead, the use of calculation from
available data based on indirect alternatives methods and in vitro
tests must be used.

Accepted methods for biodegradability:

- OECD 301A (ISO 7827) or OECD 301E, percentage of
degradation > 70%

- OECD 301B (ISO 9439), OECD 301C, OECD 301D (ISO
10707), OECD 301F (ISO 9408) or OECD 310 (ISO 14593)
meet a percentage degradation > 60%

Note - Appendix VIII provides information on exemptions, namely for certain categories
of ingredients for which it is not necessary to meet the atom economy or non-persistence

requirements.
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With the current state of development of green chemistry, it is not yet possible to specify
limits or requirements for all principles. For the following principles, manufacturers of
chemically processed agro-ingredients must supply information about how the principle is
applied or measured:

Principle Requirement
Energy economy Information point
(low energy use) (can be for the factory as a whole)

Absence of temporary modification | Information point
(intermediary reactions)

Method of analysis Information point
(e.g. real time analysis)
Lower waste production Information point
(can be for the factory as a whole)
Limitation of accident risk Information point

However, green chemistry is still in development. As the principles and practice of green
chemistry evolve, these will be further elaborated and incorporated into this Standard.

Note - see section 12 ‘Implementation’ for transitional period.

6.1.5 Other ingredients

Certain other ingredients are allowed as long as there are no effective natural alternatives
available to ensure the safety of consumers or efficacy of the product. Only those listed in
Appendix V are allowed.

6.2 Calculation rules for organic percentage
The calculation rules below must be used to determine the proportion of organic content
for each cosmetic ingredient.

Physically processed agro-ingredients or chemically processed agro-ingredients not falling
within the scope of the recognised organic production systems as defined in section 4
‘definitions’, must be certified according to this Standard for a manufacturer to claim they
have organic content that complies with this Standard. For these ingredients to be certified
there is no minimum percentage of organic content.

For all ingredients, the actual organic percentage, calculated according to this Standard,
must be provided in the technical documentation.

6.2.1 Water

Water cannot be calculated as organic. This includes water that is:

e added directly, or

o added indirectly as mixtures with or components of other ingredients, for example
minerals, physically or chemically processed agro-ingredients.

The liquid (juice) content of fresh plants is not considered as water. Please refer to 6.2.3
for extracts and reconstitution of dried or concentrated ingredients.
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6.2.2 Minerals and ingredients of mineral origin

Minerals and ingredients of mineral origin cannot be calculated as organic.

6.2.3 Physically processed agro-ingredients (PPAI)

a)

b)

For physically processed agro-ingredients, using only organic primary raw materials
or only organic primary raw materials and organic solvents, the organic percentage
is 100%.

For water-based extracts, the organic percentage is calculated as follows:

First step:
Ratio = [organic fresh plant / (extract - solvents)]

If the ratio is greater than 1, then it is counted as 1.

Second step:
% organic = {[ratio x (extract - solvents) / extract] + [organic solvents / extract]}

x 100.

Conditions:
= solvent should be understood as the quantity of solvent present in the final
extract

= water is not considered as a solvent
= mixtures of organic and non-organic of the same plant cannot be considered as
organic.

For water-based extracts using only water, the organic percentage is calculated as
follows:
% organic = (organic fresh plant / extract) x 100

For non water-based extracts, the organic percentage is calculated as follows:

% organic = (organic plant* + organic starting solvents) / (plant* + all starting
solvents) x 100.

*fresh or dried

Conditions:

= solvent should be understood as the quantity of solvent present in the final
extract. Water is not considered as a solvent.

= mixtures of organic and non-organic of the same plant cannot be considered as
organic.

General conditions (for a, b and ¢):

if alcohol is used as an extraction solvent, it must be organic. If an organic ingredient
is extracted using non-organic alcohol, the ingredient does not count towards the
organic percentage.

if a physically processed agro-ingredient is diluted with water, non-organic solvent or
carrier or mixed with other additives after processing, the organic percentage will be
reduced proportionately.
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e to calculate the equivalent fresh weight of dried plants in the calculation of organic
content of extracts, it is possible:

- either to use the actual dry to fresh ratio for the material (information to be
provided)

- or use the following ratios:

Wood, bark, seeds, nuts and roots 1:25
Leaves, flowers and aerial parts 1:4.5
Fruits (e.g. apricot, grape) 1:5
Watery fruits (e.g. pineapple, orange) 1:8

e it is possible to reconstitute pure concentrates and dried powders to their natural state
provided:

- the reconstitution is done before adding to a formulation, and

- the concentrate or powder must not contain any other ingredients, additives or
carriers (for example, those mixed with carriers such as maltodextrin cannot be
reconstituted).

Note: freeze drying preserves quality best.

To calculate the percentage of physically processed agro-ingredient in extracts if the fresh
plant is non-organic, a calculation analogous to b) or ¢) above must be used by substituting
organic plant with plant.

6.2.4 Chemically processed agro-ingredients (CPAI)

In chemically processed agro-ingredients, the organic percentage of that ingredient is
calculated as the proportion (by weight) of the organic primary raw materials in that
ingredient, taking into account all the starting primary materials used to make that
ingredient:

CPAI % organic = [(all organic starting primary raw materials — organic starting primary
raw materials in excess) / (all starting primary raw materials - all starting primary raw
materials in excess)] x 100.

Conditions:

e non-reacting solvents are not considered as starting primary raw materials

e excess means the amount of starting primary raw materials that is recycled or removed
later on

e if a chemically processed agro-ingredient is diluted with water, non-organic solvent or
carrier, the organic percentage will be reduced proportionately

e any chemically processed agro-ingredient obtained by cleavage of 100% organic
primary raw materials only would be counted as 100% organic.

Chemically processed agro-ingredients may be certified in their own right according to this
Standard, however:

e there is no minimum percentage of organic content, and
o the percentage of organic content, as measured above, must be clearly displayed.
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7. COMPOSITION

This Standard covers two levels for finished products and two levels of ingredients:

e Cosmetic products under organic certification
e Cosmetic products under natural certification
e COSMOS certified ingredients

e COSMOS approved raw materials

The physically processed agro-ingredients (PPAI) percentage of a cosmetic product is
calculated as follows:

% PPAI product = 3 weight of PPAI of each ingredient / weight of all ingredients x 100

% ORG PPAI product = 3 weight of ORG PPAI of each ingredient / weight of all ingredients
x 100

% ORG product = [2weight of ORG PPAI of each ingredient +> weight of ORG CPAI of
each ingredients]/ weight of all ingredients x 100.

7.1 Rules for cosmetic products under organic certification

7.1.1 Ingredients

e At least 95% of the physically processed agro-ingredients must be organic

e« The remaining physically processed agro-ingredients must be organic if they are listed
in Appendix VI

e The chemically processed agro-ingredients listed in Appendix VII must be organic.

Due to the composition of products made with a high majority of CPAI (ie. soap, alcohol
spritzer, perfume, toilet water, cologne water, fresh water, etc) where it is not possible to
meet the >95% organic PPAI requirement, this criterion is adapted:

e For alcohol based product (alcohol >=50% in formula), at least 95% of [PPAI +
alcohol] must be organic:
[Organic PPAI + organic alcohol] / [all PPAI + alcohol] > 95%

e For soaps:

- when making soaps from raw materials into finished product (use of plant oils),
no change of the criterion: organic PPAI / all PPAI > 95%

- when soap noodles are used and other ingredients are added use this
calculation: at least 95% of [PPAI + CPAI soaps] must be organic: [organic
PPAI + organic CPAI soap] / (all PPAI + CPAI soap) > 95%
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using the following equations:

organic CPAI soap =

[(organic saponification agro-ingredients - organic saponification agro-
ingredients in excess) / (all saponification agro-ingredients - all saponification
agro-ingredients in excess)] x 100

CPAI soap =
[(all saponification agro-ingredients - all saponification agro-ingredients in
excess) / (all saponification agro-ingredients - all saponification agro-

ingredients in excess)] x 100

Any ingredients that are additives and not used for saponification such as citric
acid, are not considered in these equations.

e« The remaining physically processed agro-ingredients must be organic if they are listed
in Appendix VI.

7.1.2 Total product

e At least 20% of the total product must be organic.

e By exception, for rinse-off products, non-emulsified aqueous products, and products
with at least 80% minerals or ingredients of mineral origin, at least 10% of the total
product must be organic.

7.2 Rules for cosmetic products under natural certification

There is no requirement to use a minimum level of organic ingredients (however, see 10.3
for requirements for how organic ingredients can be identified on the product labels).

Base formulas with no organic content (e.g. shampoo bases, soap bases) cannot go
through the normal Approval process. Instead, they must be certified under COSMOS
CERTIFIED without organic % (therefore including an on-site inspection).

7.3 Calculation rules for natural origin percentage

The natural origin percentage of a cosmetic product is calculated as follows:

% natural origin of total = [weight of total product - weight of non-natural origin
ingredients (Appendix V.1) - weight of petrochemical moieties (Appendix V.3)] / weight
of all ingredients x 100.

7.4 Palm oil, palm kernel oil and derivatives

The following ingredients used in COSMOS certified products and ingredients and approved
raw materials must be from organic origin or certified sustainable (CSPO) using as a
minimum the mass balance supply chain model:

e palm oil (Note, must be organic for COSMOS Organic products, see Appendix VI)
e palm kernel oil

e glycerin, cocamidopropyl betaine and coco betaine

o fatty acids: stearic acid, palmitic acid, myristic acid, lauric acid

o fatty alcohols: cetyl alcohol, cetearyl alcohol, stearyl alcohol, lauryl alcohol
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e esters made from fatty acids or fatty alcohols: cetyl palmitate, cetyl phosphate,
myristyl myristate, glyceryl (mono-) stearate and glyceryl oleate

e triglycerides: C8-C10 caprylic/capric triglyceride and C10-C18 triglycerides.

When a Commercial Reference/blend contains all ingredients that are from the list above,
they have to be from (organic or) CSPO (eg. a product containing stearic acid and palmitic
acid, these have to be from CSPO.) If a commercial reference/blend contains some of the
ingredients from the above list plus other ingredients not from the list (eg. an extract),
none of the ingredients have to be from CSPO), although it is encouraged where possible.
If an ingredient from the list has water added to it, then it still has to be from CSPO.

The minimum level required is the Mass Balance supply chain model. This means that
Certified Segregated and Identity Preserved (IP) are acceptable, but Book & Claim is not.

Note: see section 12 ‘Implementation’ for implementation.

7.5 Rules for Raw Materials with organic content under certification

For the raw materials with organic content which apply for a COSMOS certification, there
is no minimum percentage of organic content required as soon as there is at least one
organic ingredient in that raw material.

7.6 Rules for Raw Materials without organic content under approval

For the raw materials without organic content which apply for a COSMOS approval, no
minimum of organic content is required.
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8. STORAGE, MANUFACTURING AND PACKAGING

8.1 Storage

Storage areas must be clearly labelled to avoid any confusion or risk to the integrity of the
products.

8.2 Manufacturing

Different manufacturing processes must be separated to prevent contamination of organic
or natural ingredients.

There must be a Quality Control System which includes:

e« complete traceability of ingredients and final products
e« manufacturing procedures throughout all stages

e ingredient and product testing, and

e analysis, manufacturing and storage records.

8.3 Packaging

Primary and secondary packaging and fabric components must meet the criteria below.
Accessories sold with products, such as brushes, applicators or technical parts, do not
have to comply.

8.3.1 To minimise the direct and indirect environmental impacts of packaging during its
life cycle, it is required to:

- minimise the amount of material used
- maximise the amount of material that can be reused or recycled, and
- use materials with recycled content where possible.

It must be demonstrated during inspection that this has been done for each
packaging format used.

8.3.2 Packaging must be reviewed against standard 8.3.1 at least every three years and
it must be demonstrated that this has been done, for example by keeping minutes
of review meetings, or having a formal policy requiring this.

8.3.3 All packaging materials used must be on the list of accepted materials as listed in
Appendix IX.
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8.3.4 It is forbidden to use these materials in packaging:

polyvinyl chloride (PVC) and other chlorinated plastics
polystyrene and other plastics containing styrene

materials or substances that contain, have been derived from, or manufactured
using, genetically modified organisms

part of animals or substances produced by animals (e.g. leather, silk).

It must be proven that these materials have not been used, for example by having
written confirmation from the supplier.

8.3.5 Itisrecognised that there may need to be exceptions for specific technical purposes
(e.g. pumps, applicators, droppers, brushes) where no other materials can deliver
the required properties. Applications for exceptions supported by technical dossiers
will be considered.

8.3.6 Only the following propulsive gasses may be used:

air

oxygen
nitrogen
carbon dioxide
argon.

8.4 Fabrics

Some cosmetic products include fabric components (wipes, strips, masks, pads, etc.)
which may be used if they meet the following requirements:

e for COSMOS ORGANIC products, the cosmetic formula must meet this Standard and
the fabric material must be 100% certified organic

o for COSMOS NATURAL products, fabric components must meet the requirements for
physically and chemically processed agro-ingredients in this Standard but do not need
to be organic. Lyocell and Viscose are allowed

e the weight of the fabrics is not included in the organic and natural origin calculations
of the total product

e processes not allowed in the standard (refer to Appendix III) also apply to fabrics.

It is recognised that there may need to be exceptions if other materials are required and
applications for exceptions supported by technical dossiers will be considered.
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9. ENVIRONMENTAL MANAGEMENT
9.1 Environmental management plan
9.1.1 An environmental management plan must be put in place which addresses the
whole manufacturing process and all the residual products and waste resulting from
this. It must be implemented effectively.
As part of the environmental management plan, a waste management plan must
be put in place which addresses manufacturing waste, including gaseous, liquid and
solid waste. The waste management plan must aim to reduce, reuse, recycle waste
products on an efficient and rational basis.
Note - compliance with ISO 14000 or national legislation that already covers this
will be accepted.
9.1.2 Itis required to:
- sort cardboard, glass, paper and all other waste materials
- recycle or process this waste, and
- send all other waste to a specialized recycling firm which deals with specific
packaging that it is not possible to recycle.
9.2 Cleaning and hygiene
9.2.1 It is required to use cleaning and disinfection materials in which the ingredients
comply with this Standard (e.g. vegetable derived alcohol, decyl glucoside, etc.).
9.2.2 In addition, the following disinfection materials can be used:
- iso-propyl alcohol
- amphoteric surfactants
- hydrogen peroxide
- mineral acids and alkalis
- peracetic acid (and stabilising agents)
- formic acid
- ozone
- plant based surfactants which meet the following criteria:
o biodegradability: complying with Annex III (Ultimate biodegradability)
of Regulation No. (EC) 648/2004
o aquatic toxicity: EC50 or IC50 or LC50 > 1 mg/I
- plant-based cleaning products certified according to standards recognised as
equivalent (these are listed in the Technical Guide).
Special exemptions due to specific industry requirements (e.g. pharmaceutical /
food) may be considered by the authorised certification body.
9.2.3 It must be ensured by the client that there are no residues from cleaning products.
9.2.4 An inspection system must be implemented by the client to ensure compliant

cleaning/disinfection products are used before and after manufacture. This must include
the procedures, data records and details of staff training.
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10. LABELLING AND COMMUNICATION

10.1 General rules

Labelling and communication must be clear and must not mislead consumers.

Note: The requirements listed below are intended to provide clear consumer information
and are in line with the legal framework of most countries, but additional legal provisions
may exist in some other countries.

The requirements below are further elaborated in the Labelling Guide.

10.2 For products under organic certification

Products under organic certification:

must be labelled with the signature ‘COSMOS ORGANIC’ in conjunction with the seal
of the COSMOS-standard AISBL member organisation as detailed in the Labelling Guide

must indicate the certification body on the label

must indicate on the label the percentage of organic origin ingredients by weight in the
total product, as “x% organic of total”

may also indicate the percentage of organic origin ingredients by weight in the total
product without water and minerals (as defined in 6.2.1 and 6.2.2), as “y% organic of
total minus water and minerals”

Note: you may give prominence to either of the above-percentage indications.

must indicate the percentage of natural origin ingredients by weight in the total
product, as “x% natural origin of total”

must indicate organic ingredients and those made from organic raw materials in the
INCI list. This should be limited to the wording: “from organic agriculture” for physically
processed agro-ingredients and “made using organic ingredients” for chemically
processed agro-ingredients or similar expressions using the same text as used for the
INCI list.

The product must not be called “organic”, for example, “organic shampoo”, unless it is at
least 95% organic, measured as a percentage of the total product.

For products that are 100% organic or 100% natural origin, the indication of the
percentage natural origin is not obligatory.

In case of conflict with national laws, products can indicate the percentage of organic origin
ingredients by weight in the total product, as “"x% certified ingredients of total”
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10.3 For products under natural certification

Products under natural certification:

must be labelled with the signature ‘*COSMOS NATURAL' in conjunction with the seal of
the COSMOS-standard AISBL member organisation as detailed in the Labelling Guide

must indicate the certification body on the label

must indicate the percentage of natural origin ingredients by weight in the total
product, as “"x% natural origin of total”

may indicate organic ingredients and those made from organic raw materials in the
INCI list. This must be limited to the wording: “from organic agriculture” for physically
processed agro-ingredients and “made using organic ingredients” for chemically
processed agro-ingredients or similar expressions using the same text as used for the
INCI list

may indicate the percentage of organic origin ingredients by weight in the total
product, as “x% organic of total”

may indicate the percentage of organic origin ingredients by weight in the total product
without water and minerals (as defined in 6.2.1 and 6.2.2), as “y% organic of total
minus water and minerals”.

Organic claims on the front of the packaging are limited to the organic content of the total
product and the organic ingredient(s) concerned, and must:

appear in text that is no more prominent than the smallest text on the front of the
packaging

appear in conjunction with the COSMOS NATURAL signature (which must therefore also
be on the front and in accordance with the first bullet of the paragraph above), and

the organic ingredients concerned are also identified in the INCI list (in accordance
with the third bullet of the paragraph above).

For products that are 100% natural origin, the indication of the percentage natural origin
is not obligatory.

10.4 For ingredients with organic content

Ingredients under organic certification (as per 6.2.3 and 6.2.4):

must be labelled with the signature ‘*COSMOS CERTIFIED’ in conjunction with the seal
of the COSMOS-standard AISBL member organisation as detailed in the Labelling Guide
must indicate the certification body on the label

must indicate clearly on the label and/or appropriate documents the percentage of
organic content of the ingredient by weight in the total ingredient, as “x% organic
content”.
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10.5 For raw materials with no organic content

Raw materials with no organic content that are approved (as per 6.2.2, 6.2.3 and 6.2.4):

« may be labelled with the signature ‘COSMOS APPROVED’ in conjunction with the seal
of the COSMOS-standard AISBL member organisation as detailed in the Labelling Guide

e« may indicate the certification body on the label

« must make no reference on the label or on relevant documents to the term certified or
to organic.

10.6 Supporting literature

If any reference to organic or natural products or ingredients are made in advertising or
supporting literature, they must comply with the appropriate rules in 10.2, 10.3 and 10.4.

10.7 Organic in the name of a company or product range

If the company name or product range includes the word organic, the use of that name or
branding in conjunction with certified products must not be such that it might mislead the
consumer.

10.8 Use of the signature, name or term related to this Standard

The COSMOS signatures, names or terms may be used in literature, advertising, publicity
or websites, etc:

o if the signature is used, only in the way described in 10.2, 10.3, 10.4 and 10.5
e only in conjunction with the products or ingredients that are certified, and

e only in a way that does not mislead the consumer, for example where it might
mistakenly be associated with non-certified products.

Note - the danger of such a mistake arises in particular if the name is used in documents
that are connected with the marketing of any non-certified products without a clear
statement explaining the situation.
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11. CERTIFICATION AND APPROVAL

11.1 Certification

To be certified for cosmetic ingredients or cosmetic products under natural or organic
certification according to this Standard, it is required to fulfil the requirements described
in the documents of the Scheme.

The certification delivered by an authorised certification body is based on a documentary
validation and an on-site inspection. It concerns the entire process from ingredients
checking to final products validation.

11.2 Approval of ingredients

The approval of non-organic cosmetic ingredients consists of a documentary validation
without on-site inspection. The approval delivered by a certification body is not a
certification: it only states that a non-organic ingredient is acceptable for use under this
Standard.

It is required to:

e supply all information and documents needed for the approval as requested by the
certification body, and

e declare to the certification body any changes to the processing of that ingredient that
may affect its approval.

It is forbidden to label or otherwise indicate that approved cosmetic ingredients are
certified according to this Standard. However, there is provision for labelling in 10.5 and
as further elaborated in the Labelling Guide.

11.3 Certification bodies

Bodies certifying to this Standard must be (associate) members of the COSMOS-standard
AISBL and must comply with the requirements defined within the Control Manual -
Accreditation and Certification Requirements: the prerequisite is the accreditation
according to the COSMOS standard scheme which includes compliance to ISO 17065.

Certification bodies must use the COSMOS-standard, and the COSMOS signatures, names
and terms only in accordance with the requirements set out in this Standard, the Control
Manual - Accreditation and Certification Requirements, and the Labelling Guide, or
otherwise only with the prior written consent of the COSMOS-standard AISBL.
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12. IMPLEMENTATION OF THIS STANDARD

12.1 Coming into force

The standard, Version 3.1 will come into force on the 15t of June 2020.

12.2 Dates of application
The standard, Version 3.1 shall apply from the 15t of June 2020.

12.3 Transitional measures

This Standard, Version 3.1, does not apply to cosmetic products and raw materials which
have not been certified / approved in accordance with COSMOS-standard, Version 2,
section 12.2, last bullet point.
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APPENDIX I: PHYSICAL PROCESSES ALLOWED

The following criteria have been used to select these processes:

e processes which respect natural active substances that are present in ingredients

e processes which encourage good waste management and energy use and take into
account ecological balance.

All EXTRACTIONS must be with natural materials with any forms of water or with a third
solvent of plant origin, such as:

e ethyl alcohol

e glycerine

e vegetable oils

e honey

e supercritical CO2 ABSORPTION

ABSORPTION ON AN INERT SUPPORT CONFORMING TO THIS STANDARD
BLEACHING - DEODORISATION (on an inert support conforming to this Standard)
BLENDING

CENTRIFUGING

DECOCTION

DECOLORATION (allowed decolorizing agents: bentonite, activated charcoal, bleaching
earth, hydrogen peroxide, ozone)

DESICCATION - DRYING (progressive or not, by evaporation / natural under sun)
DETERPENATION (if fractionated distillation with steam)

DISTILLATION, EXPRESSION or EXTRACTION (steam)

EXTRACTION

FILTRATION and PURIFICATION (ultra filtration, dialysis, crystallisation, ion exchange)
FREEZING

GRINDING

INFUSION

LYOPHILIZATION

MACERATION

MICROWAVE

PERCOLATION

PRESSURE

ROASTING

SETTLING AND DECANTING

SIFTING

SQUEEZING, CRUSHING

STERILISATION BY MEANS OF UV

STERILISATION WITH THERMAL TREATMENTS (according to a temperature respectful of
the active substances)

ULTRASOUND
UV TREATMENTS
VACUUM
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At any step of the manufacturing process:

e aqueous solutions of mineral acids (hydrochloric acid, sulphuric acid, phosphoric acid,
etc.) are allowed as manufacturing auxiliaries for neutralization, purification and
extraction. They are not allowed as reactants (raw material or ingredient)

« manufacturing auxiliaries are therefore not listed in the INCI list of the ingredient or
cosmetic finished product.
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APPENDIX II: CHEMICAL PROCESSES ALLOWED
FOR PROCESSING AGRO-INGREDIENTS

The following criteria have been used to select these processes:

e processes which allow the formation of biodegradable molecules
e processes which respect natural active substances that are present in ingredients

e processes which encourage good waste management and energy use and take into
account ecological balance.

ALKYLATION

AMIDATION

BIOTECHNOLOGY PROCESSES

CALCINATION of plants residues

CARBONIZATION (resins, fatty organic oils)

CONDENSATION / ADDITION

ESTERIFICATION / TRANS-ESTERIFICATION / INTER-ESTERIFICATION
ETHERIFICATION

HYDRATION

HYDROGENATION

HYDROLYSIS

IONIC EXCHANGE

NEUTRALIZATION

OXYDIZATION / REDUCTION

PHOSPHORYLATION (permitted only for ingredients for leave-on products)
SAPONIFICATION

SULPHATION/SULPHATATION

Use of petrochemical solvents

COSMOS-standard promotes the use of natural origin solvents in the processing of
chemically processed agro-ingredients. Taking account of the current state of
development, petrochemical solvents may be used. Such solvents may only be used
provided there are no effective natural alternatives and they are recycled and eliminated
at the end of the process.

However:

o there must be no use of aromatic, alkoxylated, halogenated, nitrogen or sulphur based
(except DMSO) solvents with any chemical processing of agro-ingredients

o use of formaldehyde is not allowed, even if the solvent is completely removed.
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For the chemical processing of organic agro-ingredients:

there must be no use of petrochemical solvents and/or petrochemical auxiliaries
(including catalyst, anti-foaming, etc, even if removed)

auxiliaries need to meet the ingredient requirements of this Standard
halogenation process is not allowed (even as activating step).

At any step of the manufacturing process:

aqueous solutions of mineral acids (hydrochloric acid, sulphuric acid, phosphoric acid,
etc.) are allowed as manufacturing auxiliaries for neutralization, purification and
extraction. They are not allowed as reactants (raw material or ingredient)
manufacturing auxiliaries are therefore not listed in the INCI list of the ingredient or
cosmetic finished product

there are exemptions for sulphuric acid which is allowed for sulphation/sulphatation
reactions, and for phosphoric agents which are allowed to produce phosphorylated
ingredients, for leave on products only.

Specifications for phosphorylated compounds:

permitted only for leave-on products and specific cases of rinse-off products.
ingredients containing phosphates can be used in rinse off products, providing:

- no halogenated phosphorus reagents are used during the manufacturing steps,
- the phosphate content of the organic phosphate molecule is 5% or less,

- the production facilities include their own sewage treatment plant.
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APPENDIX III: EXAMPLES OF PROCESSES NOT
ALLOWED

Only the processes listed in Appendix I and Appendix II are allowed. Those below represent
a non-exhaustive list which only identifies the main ones that are not allowed.

ALKOXYLATION (including ETHOXYLATION and PROPOXYLATION) using ethylene oxide,
propylene oxide or other alkylene oxides

BLEACHING - DEODOURISATION (on a support of animal origin)
DETERPENATION (other than with steam)

HALOGENATION (as main reaction)

IONISING RADIATION

SULPHONATION (as main reaction)

TREATMENTS USING MERCURY

TREATMENTS WITH ETHYLENE OXIDE
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APPENDIX IV: INGREDIENTS OF MINERAL
ORIGIN ALLOWED

Ingredients of mineral origin* may be used only if they are listed below and they must
comply with relevant legislation. These substances are allowed:

e within the limitations of use listed
e or for general purposes if no limitation of use is listed.

Phosphate ingredients of mineral origin are allowed other than those listed below, but only
for buffering, chelating and anti-caking properties if no other alternative is available.

The mono-, di-, tri- or poly- etc. salts of the listed ‘ingredients of mineral origin’ are also

permitted.

*For minerals, see standard 6.1.2.

INCI Name

Chemical name

Limitation of use

Examples of occurrence
in nature

Aluminum Hydroxide

Aluminium Hydroxide

Bauxite (Gibbsite,
Hydrargillite)

Aluminum Iron
Silicates

Silica Aluminum
Silicates Ceramics

Ceramics, obtained by
heating of silicate minerals

Alumina

Aluminum Oxide

Corundum, clay

Aluminum Sulfate

Aluminum Sulphate

Alunogen, naturally
occurring in volcanos

Ammonium Sulfate

Ammonium Sulphate

Barium Sulfate

Barium Sulphate

Only as coating agent

Calcium Aluminum
Borosilicate

Calcium Aluminum
Borosilicate

Tourmalines

Calcium Carbonate, CI
77220

Calcium Carbonate

Sediment rocks, calcite,
aragonite, vaterite. Main
component in marble,
chalk, dolomite

Calcium Chloride

Calcium Chloride

Calcium Fluoride

Calcium Fluoride

Only in oral cavity
hygiene product

Fluorite or fluorspar,
frequently occurring
mineral from the mineral
group of the simple halides

Calcium Hydroxide

Calcium Hydroxide

Calcium Sodium
Borosilicate

Calcium Sodium
Borosilicate

Calcium Sulfate Calcium Sulphate Gypsum
Cerium Oxide Ceric Oxide Cerit

CI 77163 Bismuth Oxychloride Bismoclite
CI 77288 Chromic Oxide
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INCI Name Chemical name Limitation of use Examples of occurrence
in nature
CI 77289 Chromic Oxide Guyanait, Grimaldiit,
hydrated bracewellit, eskolaite
CI 77489 Iron Oxides Bernalit, Feroxygit
Ferrihydrite, Goethite
Lepidocrocit
CI 77491
CI 77492
CI 77499
CI 77510 Prussian Blue Kafehydrocyanite
CI 77742 Manganese Violet Derived from the
breakdown of bat guano
CI 77745 Trimanganese
Bis(orthophosphate)
Copper Copper

Copper Oxide

Copper Sulfate

Copper Sulphate

Weathering product,
sulphidic copper ore,
chalcanthite

Diatomaceous Earth

Diatomaceous Earth
Calcined

Dicalcium Phosphate
Dihydrate

Calcium Hydrogen-
orthophosphate

Only in oral cavity
hygiene product

Ferrous Sulfate

Iron Sulphate

hygiene product

Gold Gold
Hydrated Silica Silicic Acid Quartz sand
Hydroxyapatite Hydroxyapatite Only in oral cavity Constituent of teeth enamel

Iron Hydroxide

Iron Hydroxide Oxide

Magnesium Aluminum
Silicate

Silicic Acid, Aluminium
Magnesium Salt

Magnesium
Carbonate, CI 77713

Magnesium Carbonate

Magnesite, Dolomite

Magnesium Carbonate
Hydroxide

Magnesium Carbonate
Hydroxide

Artinite, Hydromagnesite
and Dypingite

Magnesium Chloride

Magnesium Chloride

Magnesium Hydroxide

Magnesium Hydroxide

Magnesium Oxide

Magnesium Oxide, CI
77711

Magnesium Phosphate

Magnesium Phosphate

Only in association with
Zinc Oxide

Magnesium Silicate

Silicic Acid, Magnesium
Salt

Talc, Sepiolite,minerals of
the serpentine group

Magnesium Sulfate

Magnesium Sulphate

Kieserite
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INCI Name

Chemical name

Limitation of use

Examples of occurrence
in nature

Manganese Sulfate

Manganese Sulphate

Mica

Mica, CI 77019

Annite, Phlogopite,
Muscovite

Potassium Alum

Alum

Potassium Carbonate

Potassium Carbonate

In ash, in inland waters
(Dead Sea, Lop Nor desert)

Potassium Chloride

Potassium Chloride

Sylvite, Carnallite, Kainite

Potassium Hydroxide

Potassium Hydroxide

Potassium Iodide

Potassium Iodide

Potassium Sulfate

Potassium Sulphate

Potassium
Thiocyanate

Potassium Thiocyanate

Only as additive for
preservative/ anti-
oxidant systems,
maximum
concentration 1%

Silica

Silica

Quartz sand

Silver

Silver

Silver Chloride

Silver Chloride

Silver Oxide

Silver Oxide

Silver Sulfate

Silver Sulphate

Silver ores, often together
with lead-copper and zinc
ores as sulphides, sulphates
or oxides

Sodium Bicarbonate

Sodium Bicarbonate

Natron, mineral nahcolith

Sodium Borate

Sodium Borate

Borax

Sodium Carbonate

Sodium Carbonate

Soda (various crystal
forms), in soda lakes

Sodium Chloride

Sodium Chloride

Sodium Fluoride

Sodium Fluoride

Only in oral cavity
hygiene product

Sea water, spring water

Sodium Hydroxide

Sodium Hydroxide

Sodium Magnesium
Silicate

Sodium Metasilicate

Disodium Metasilicate

Sodium
Monofluorophosphate

Disodium
Fluorophosphate

Only in oral cavity
hygiene product

Sodium Silicate

Silicic Acid, Sodium
Salt

Sodium Sulfate

Sodium Sulphate

Glauber salt; in mineral
waters; mineral thenardite.

Sodium Thiosulfate

Sodium Thiosulphate

Only in soaps
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INCI Name

Chemical name

Limitation of use

Examples of occurrence
in nature

Titanium Dioxide, CI
77891

Titanium Dioxide

See 5.1.1 of the
Technical Guide

Anatas, brookite, rutile

Tin Oxide

Tin Oxide, CI 77861

Cassiterite in alluvial
deposits

Ultramarines, CI
77007

Ultramarines

Gemstone (lapis lazuli)

Zinc Carbonate Zinc Carbonate, Smithsonite
CI 77950
Zinc Oxide, CI 77947 | Zinc Oxide See 5.1.1 of the Waulfingit, sweetit, ashoverit

Technical Guide

Zinc Sulfate

Zinc sulphate

Goslarite
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APPENDIX V: OTHER INGREDIENTS ALLOWED

This appendix contains those ingredients that are temporarily allowed and will be reviewed
on a regular basis with the aim of removing those where compliant alternatives exist.
These ingredients cannot be certified as organic.

1. Preservatives and denaturing agents from petrochemical origin (non-
natural ingredients — NNI)

Ingredient Restrictions

Benzoic Acid and its salts

Benzyl Alcohol

Salicylic Acid and its salts

Sorbic Acid and its salts

Dehydroacetic Acid and its salts

Denatonium Benzoate and Tertiary Butyl Alcohol and other | Only as denaturing agent for
denaturing agents for alcohol (excluding phthalates) ethanol - where required by law

The percentage of these NNI do not count towards the limit of 2% petrochemical moiety
in the total finished product.

2. Petrochemical solvents are allowed for extraction of the following agro-
ingredients

Ingredient Restrictions

Betaine

Carrageenan

Lecithin and lecithin derivatives

Tocopherol/ Tocotrienol

Oryzanol

Annatto

Carotenoids/ Xanthophylls

Absolutes, Concretes, Resinoids COSMOS NATURAL only

Lanolin

Phytosterol

Glycosphingolipids and Glycolipids

In any event, there must be no use of aromatic, alkoxylated, halogenated, nitrogen- or
sulphur-based solvents. The solvents used must be completely removed or removed to
technologically unavoidable and technologically ineffective concentrations in the finished
product and must be recycled.
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3. Ingredients containing both natural origin and petrochemical moieties

(PeMo)
Family INCI accepted Restriction of use
Note: only those substances listed in this
column can be used. Where no substances
are named in this column all substances in
the family may be used.
Tetra Sodium Glutamate Tetra Sodium Glutamate Diacetate Chelating agent for
Diacetate soap only
Dialkyl Carbonate Dicaprylyl Carbonate
Alkylamidopropylbetaine Cocoamidopropylbetaine / Olive amidopropyl

betaine/ Cocobetaine

Alkyl Methyl Glucamide

Alkyl amphoacetate/
diacetate
Alkylglucosidecarboxylate

Carboxy Methyl - Vegetal Carboxy Methyl Cellulose (Cellulose Gum)

polymer

Vegetal polymer - Guar Hydroxypropyl Trimonium Chloride Use in hair/beard

Hydroxypropyl Trimonium products only

Chloride

Dialkyl Dimonium Chloride Distearoylethyl Dimonium Chloride Use in hair/beard
products only

Alkyldimonium Cocodimonium Hydroxypropyl Hydrolyzed | Use in hair/beard

Hydroxypropyl Hydrolyzed Wheat Protein products only

Vegetal protein

This table of ingredients that are temporarily allowed will be reviewed on a regular basis
with the aim of removing those where compliant alternatives exist or replacing those with
a better ecological profile.

Petrochemical moieties must not exceed a total of 2% of the total finished product.

In those ingredients containing petrochemical moieties the proportion of the petrochemical
moiety is calculated as follows:

e % Petrochemical moiety = (molar weight of petrochemical part of the molecule) /
(molar weight of the molecule) x 100

Those ingredients containing both natural origin and petrochemical moieties cannot be
organic.
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Other ingredients

Ingredient Restrictions

Squalane Vegetable origin

Carmine

Silk

Mother of pearl/Ostrea Shell Powder Only from naturally dead shells, and only from wild
harvest, not from food waste.

Caramel Only allowed if reagents and processes are
compliant
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APPENDIX VI: PHYSICALLY PROCESSED AGRO-
INGREDIENTS THAT MUST BE ORGANIC

These physically processed agro-ingredients are considered to be available in organic form
in sufficient quantity and quality and therefore must be organic in products under COSMOS

ORGANIC certification.

Note: see Technical Guide for details.

The following are exempt:

e ingredients that are complex mixtures, such as perfumes and elements of perfumes
e ingredients that are extracted using petrochemical solvents (as per Appendix V.2).

The list will be reviewed and updated regularly based on the availability of organic
physically processed agro-ingredients on the market.

Common name INCI NAME
Argan
Argania Spinosa Kernel Qil
Almond
Prunus Amygdalus Dulcis QOil
Apricot Prunus Armeniaca Kernel Oil
Camomile Chamomilla Recutita Extract
Chamomilla Recutita Flower Water
Chamomilla Recutita Flower Extract
Chamomilla Recutita Leaf Extract
Chamomilla Recutita Flower Qil
Chamomilla Recutita Oil
Chamomilla Recutita Flower-leaf-stem Extract
Castor

Ricinus Communis Seed Oil

Cocoa butter

Theobroma Cacao Seed Butter

Coconut palm

Cocos Nucifera Oil

Cow’s Milk Lac
Hemp
Cannabis Sativa Seed Qil
Honey Mel
Jojoba Simmondsia Chinensis Seed Qil
Lemon Citrus Limon Extract
Citrus Limon Fruit Extract
Citrus Limon Leaf Extract
Citrus Limon Juice
Citrus Limon Peel Extract
Citrus Limon Oil
Citrus Limon Flower Oil
Citrus Limon Peel Qil
Citrus Limon Leaf Qil
Macadamia Macadamia Integrifolia Seed Oil
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Common name

INCI NAME

Marigold

Calendula Officinalis Flower Oil

Olive

Olea Europaea Fruit Oil

Palm

Elaeis Guineensis Qil

Peppermint

Mentha Piperita Water

Mentha Piperita Extract

Mentha Piperita Leaf Water

Mentha Piperita Leaf Extract

Mentha Piperita Flower-leaf-stem Extract
Mentha Piperita Flower-leaf-stem Water
Mentha Piperita Qil

Rosemary

Rosmarinus Officinalis Extract

Rosmarinus Officinalis Flower Extract
Rosmarinus Officinalis Leaf Extract

Rosmarinus Officinalis Flower-leaf-stem Extract
Rosmarinus Officinalis Water

Rosmarinus Officinalis Flower-leaf-stem Water
Rosmarinus Officinalis Leaf Qil

Rosmarinus Officinalis Flower Oil

Rosmarinus Officinalis Stem Oil

Sage

Salvia Officinalis Oil

Sesame

Sesamum Indicum Seed Oil

Shea butter

Butyrospermum Parkii Butter
Butyrospermum Parkii Butter Extract

Soya

Glycine Soya Oil

Sunflower

Helianthus Annus Seed Oil

In the case of a shortage of an organic raw material listed in Appendix VI authorised
certification bodies may grant exemptions according to the rules as laid down in the Control

Manual and Technical Guide.
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APPENDIX VII: CHEMICALLY PROCESSED AGRO-
INGREDIENTS THAT MUST BE MADE FROM
ORGANIC ORIGIN AGRO-INGREDIENTS

These chemically processed agro-ingredients are considered to be available with organic
origin agro-ingredients in sufficient quantity and quality and these therefore must be used
for COSMOS ORGANIC CERTIFICATION.

The list will be reviewed and updated regularly based on the availability of chemically
processed agro-ingredients with organic content on the market.

INCI Chemical name

Ethanol, ethyl alcohol, alcohol Ethyl alcohol

In the case of a shortage of an organic raw material listed in Appendix VII certification
bodies may grant exemptions according to the rules as laid down in the Control Manual
and Technical Guide.
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APPENDIX VIII: EXCEPTIONS REGARDING
TOXICITY AND BIODEGRADABILITY DATA

This data is not required for:

e naturally occurring molecules obtained by fermentation (e.g. hyaluronic acid)

e« molecules resulting from a cleavage of a molecule existing in nature (e.g. maltodextrin
obtained by hydrolysis of starch). Allowed cleavage reactions are enzymatic hydrolysis
and hydrolysis with mineral acids or bases

e« polymers, only obtained by esterification of monomers, that meet the criteria for non-
persistent products as defined in 6.1.4

e hydrogenated oils and butters
e perfumes

e salts of naturally occurring molecules (obtained by solvent/physical extraction and
salification to obtain associated salt). However, data for zinc salts has to be provided

e poorly soluble esters (polyesters included) resulting from esterification between acid
and alcohol that meet the criteria for non-persistent products as defined in 6.1.4

For other ingredients, if no test is done, there is the possibility to submit written
(bibliographic) data or to apply alternative methods such as the Read Across or QSAR
approach. Note - see Technical Guide for further information.
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APPENDIX IX: PACKAGING MATERIALS

Primary and secondary packaging, and fabric components must meet the criteria for
packaging.

Accessories sold with products such as brushes or applicators, or technical parts do not
need to meet the criteria for packaging.

List of accepted materials (Non-exhaustive):

e CA - Cellulose Acetate

e cellulose

e ceramic

e glass

¢ metals such as: Aluminum, Iron, Stainless Steel, etc
e paper / Cardboard

e PE - Polyethylene

e PET - Polyethylene Terephthalate

e PETG - Polyethylene Terephthalate Glycol

e PLA - Polylactic Acid

e PP - Polypropylene

e rubber (from natural origin)

e wood

e or any other material 100% from natural origin (non GMO).

The list of accepted materials applies to the main parts of the packaging, which are:

e bottle

e jar

e tube

e Cap

e sachets
e boxes.

These parts have to be made with the accepted materials listed above. It applies to all
kind of products: skincare, healthcare, make-up, etc. If a material is not listed above, a
technical documentation can be submitted to the Technical Committee for review.

Protection Sleeves and Over packaging

Protection Sleeves and over-packaging are not allowed except for:

e closure system
e« small products (eg: make-up products)
o solid soaps and massage bars (where it will be considered as primary packaging).
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CHAPTER 1

INTRODUCTION

The National Programme for Organic Production (hereinafter referred to as ‘“NPOP’)
provides for Standards for organic production, systems, criteria and procedure for
accreditation of Certification Bodies, the National (India Organic) Logo and the
regulations governing its use. The standards and procedures have been formulated in
harmony with other International Standards regulating import and export of organic
products. This document also proposes to provide an institutional mechanism for the
implementation of National Standards for Organic Production (hereinafter referred to

as ‘NSOP’).

DEFINITIONS

For the purpose of implementation of organic production system and exports, the
guidelines laid down under NPOP would be followed. For the purpose of this
regulation, the following definitions shall apply:

1. ACCREDITATION

Accreditation means a procedure adopted by the National Accreditation Body for
ascertaining the competence of a Certification Body to certify organic farms, products

and processes as per the National Standards for Organic Products.

2. ACCREDITATION BODY
The Accreditation Body shall be the agency set up by the Steering Committee for

National Programme for Organic Production for accrediting Certification Body.





3. ACCREDITED CERTIFICATION BODY

An organisation with legal entity complying with NPOP accreditation criteria and
recognised by the National Accreditation Body for certifying organic products and for
granting the right to use the Certification Trade Mark to the operators on behalf of the
Accreditation Body.

4. ACCREDITED PROGRAMME
The accredited programme is the programme of the Certification Body that has been
approved by the Accreditation Body on the basis that it is in compliance with the

provisions of the National Programme for Organic Production.

5. ANNUAL REPORT
Annual report means the report on producers, products and processors submitted

annually to the Accreditation Body by the accredited Certification Body.

6. APPLICANT BODY

Applicant body shall mean the organization seeking accreditation.

7. BUFFER ZONE

A clear defined and identifiable area boarding an organic production /site from that

of conventional production unit.

8. CERTIFICATE OF ACCREDITATION

The Certificate of Accreditation is a document issued by APEDA, on behalf of the
National Accreditation Body (NAB), to the Certification Body certifying that the
accredited Certification Body is compliant with the standards as envisaged under the
National Programme for Organic Production and is competent to certify producers as

per the standards specified in the National Standards for Organic Production.

9. CERTIFICATION





Certification shall refer to the procedure by which the accredited Certification Body
by way of a Scope Certificate assures that the production or processing system of the
operator has been methodically assessed and conforms to the specified requirements

as envisaged in the National Programme for Organic Production.

10. CERTIFICATION BODY
The Certification Body is the body responsible for inspection and certification of the
operators as per NPOP standards

11. CERTIFICATION TRADE MARK
Certification Trade Mark shall mean the India Organic Logo, which is owned by the

Ministry of Commerce.

12. CERTIFICATION PROGRAMME
Shall mean the system operated by a Certification Body in accordance with the

criteria for carrying out certification of conformity as laid down herein.

13. COMPLIANCE

Compliance shall mean the adherence to the norms laid down under NPOP

14. CONSULTANCY
Consultancy shall mean the advisory service for organic operations, independent from

inspection and certification procedures.

15. CONSIGNMENT
Consignment shall mean a quantity of product(s) under one or more HS codes
covered in a single transaction certificate of the Certification Body, conveyed by

same means of transport for export and import of organic products.





16. CONFORMITY REPORT
Conformity report shall mean the assessment report of the Evaluation Committee on the

accredited Certification Body.

17. CONVENTIONAL FARMING
Conventional farming shall mean the farming systems dependent on input of artificial
fertilizers and/or chemicals and pesticides or which are not in conformity with the basic

standards of organic production.

18. CONVERSION
Conversion is the process of changing an agricultural farm from conventional to

organic farm. This is also called transition.

19. CONVERSION PERIOD
The conversion period is the time between the start of organic management and the

certification of crops as organic.

20. ENDEMIC SPECIES
Endemic species shall mean those species which are neither exotic nor locally absent,

but are considered for culture purpose.

21. EVALUATION
Evaluation is the process of systematic assessment of the performance of an applicant
body seeking accreditation/renewal of accredited Certification Body to the extent it

fulfills specific requirements under the National Programme for Organic Production.

22. EVALUATION COMMITTEE
A committee for carrying out audits for assessing and evaluating the applicant bodies and

accredited Certification Bodies for compliance to the NPOP requirements / Standards.





23. EQUIVALENT
Equivalent means, in respect of different systems, capable of meeting the same

objectives.

24. FARM UNIT
A farm unit is the agricultural farm, area or production unit managed organically, by a

farmer or a group of farmers.

25. FOOD ADDITIVE
A food additive is any substance added as supplement or as enrichment, influencing the

keeping quality and consistency of a food product.

26. GROWER GROUPS
Grower Groups are organized group of producers who intend to produce organic
products/engage in organic processes in accordance with the National Standards of

Organic Production.

27. GUIDELINES FOR ORGANIC PRODUCTION AND PROCESSING
These guidelines are the standards for organic production and processing established by
the accredited Certification Bodies for specific crops in accordance with the National

Standards for Organic Products.

28. HATCHERY (Aquaculture)
A hatchery is a facility for breeding, hatching and rearing of the early life stages of the

species selected for farming.

29. INSPECTION
Inspection shall include the site visit to verify that the performance of an operation is in

accordance with the production, processing and chain of custody as per NPOP standards.





30. INSPECTOR
A person assigned by the accredited Certification Body for assessment /evaluation of the

operator at the site of activity.

31. INTERNAL REVIEW
An internal review is an assessment done by the accredited Certification Body of the

working of its certification programme.

32. INTERNAL CONTROL SYSTEM (ICS)
Internal Control System means the control system organised by the member farmers in

the grower group to ensure that the NPOP requirements are met.

33. ISO Guide 65/ ISO 17065
Are the general requirements for Certification Bodies operating product certification

system.

34.1SO 17011
Are the general requirements for accreditation bodies carrying out accreditation of

Certification Bodies.

35. LABELLING
Labeling shall mean any written, printed or graphic representation that is depicted on the

label of the certified organic product, for the purpose of promoting its sale.

36. LICENCE
The license is the permission granted to the operator by the accredited Certification Body
on behalf of the National Accreditation Body to use the Certification Trade Mark “India

Organic Logo” to certify that their products or processes are organic.





37. LIVESTOCK

Livestock refers to any domestic or domesticated animal including bovine (including
buffalo and bison), ovine, porcine, caprine, equine, poultry and bees raised for food or in
the production of food. The products of hunting or fishing of wild animals shall not be

considered part of this definition.

38. MINOR NON-CONFORMITIES
Minor non-conformities shall mean such non-conformities in the organic certification
system of an accredited Certification Body that do not affect the integrity of organic

certification.

39. MAJOR NON-CONFORMITIES
Major non-conformities are severe violations that affect the integrity of the organic

system in the implementation of the standards prescribed in NPOP.

40. MANAGEMENT REVIEW
Management review is the evaluation of the overall performance of an organization's
quality management system carried out by the organization's top management on a

regular basis to identify improvement opportunities.

41. NATIONAL PROGRAMME FOR ORGANIC PRODUCTION
The National Programme for Organic Production is an over arching architecture and a
programme of the Government of India which provides an institutional mechanism for

implementation of the National Standards for Organic Production.

42. NATIONAL STANDARDS FOR ORGANIC PRODUCTION (NSOP)
The National Standards for Organic Production sets out the standards to be followed in

the cultivation/ harvest/ production /processing and trading of organic products





43. NO OBJECTION CERTIFICATE (NOC)
An approval issued by the accredited Certification Body when its operator wants to shift

to another accredited Certification Body.

44. NON-CONFORMITY
Non-conformity is a condition when a product, process, procedure, system, or structure

deviates from requirements of the standard.

45. NURSERY
Nursery means the facility, where the hatchery reared seeds could be grown, before

stocking in the grow-out ponds.

46. PRODUCER
A producer shall mean an individual farmer/group of farmers/business enterprise

practicing organic farming or organic processing.

47. OPERATOR

A farmer, processor, trader, handler or exporter who is under organic certification

48. OPERATING MANUAL
Operating manual is a document describing the standard procedures followed by the

accredited Certification Bodies for their operations.

49. ORGANIC

Organic refers to a particular farming system as described in the standards.

50. ORGANIC AGRICULTURE
Organic agriculture is a system of farm design and management to create an eco system,
which can achieve sustainable productivity without the use of artificial external inputs

such as chemicals, fertilizers and pesticides.





51. PACKAGE OF PRACTICES
Package of practices is the guidelines for organic production and processing for specific

crop and region.

52. PARALLEL PRODUCTION

Parallel production shall mean any production where the same unit is growing, breeding,
handling or processing the same products both in a certified organic quality and a non-
certified organic quality. Similarly a situation with “organic” and “in conversion”

production of the same product is also parallel production.

53. PERIPHYTON
Community of tiny, aquatic plant and animal organisms attached or clinging to plants and

other objects projecting above the bottom of an aquatic environment.

54. PLANT PROTECTION PRODUCT

Plant protection product shall mean any substance intended for preventing, destroying,
attracting, repelling, or controlling any pest or disease including unwanted species of
plants or animals during the production, storage, transport, distribution and processing of

food, agricultural commodities, or animal feeds.

55. POLYCULTURE
Polyculture is the rearing of two or more species in the same production system, and are

desirable to have them from different tropic levels.

56. PROCESSING AIDS
A substance or material not consumed as a food ingredient by itself but used in the
processing of raw materials, food or its ingredients to fulfill a certain technological

purpose during treatment or processing.





57. PROCESSED PRODUCTS
Processed product shall mean foodstuffs resulting from the processing of unprocessed

products.

58. PRODUCTION CYCLE (Aquaculture)
Production cycle shall mean production of eggs, larvae, post larval stage, juveniles or

adults during the life cycle of the candidate species in aquaculture.

59. PRODUCTION UNIT (Aquaculture)
Production unit shall mean specific unit(s) used for production purposes including
bacterium, nurseries and grow out facilities, either land based or water based, used for

production purpose of any stage of the production process in aquaculture.

60. QUALITY MANUAL

Quality manual is document containing the quality policy, quality objectives, structure
and description of the quality system of an organization. A quality manual explains how
the requirements of a quality standard are to be met and identifies the person responsible

for quality management functions.

61. REMOTE SETTING
Remote setting in aquaculture is the process of settlement of bivalve spats away from the

hatchery.

62. RISK ASSESSMENT
Risk assessment is done to identify potential risk in production and handling systems of
organic products in order to check the infringement in the entire process for maintaining

organic nature of the produce/product.
63. SCOPE CERTIFICATE

A certificate issued by the accredited Certification Body to its operator annually for their

specific activity in terms of production, processing and trading
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64. SERVICE PROVIDER:

The service provider is an external body (e.g., Self-Help Groups / NGOs / Private
Agency / State Govt. Agency) contracted by Grower Groups for maintaining the
documentation, training quality control, facilitating certification by an accredited

Certification Body and for marketing of the produce of the Grower Groups.

65. STANDARDS
Standards shall mean the National Standards for Organic Production approved by the

National Steering Committee for National Programme for Organic Production.

66. STOCKING DENSITY (Aquaculture)
Stocking density shall mean the number of animals stocked per unit area of the

production unit, such as square meter area of the pond.

67. TRACENET
A web based traceability system for use by the registered operators and accredited

Certification Bodies under the NPOP.

68. TRANSACTION CERTIFICATE
A certificate issued by the accredited Certification Body to its operator for every sale of

his product to the buyer.

69. VETERINARY DRUG

Veterinary drug shall mean any substance applied or administered to any food-producing
animal, such as meat or milk-producing animals, poultry, fish or bees, whether used for
therapeutic, prophylactic or diagnostic purposes or for modification of physiological

functions or behavior.

kokoskskok
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CHAPTER 2

SCOPE AND OPERATIONAL STRUCTURE OF
NATIONAL ORGANIC PROGRAMME

The National Programme for Organic Production (hereinafter referred to as ‘NPOP’)
proposes to provide an institutional mechanism for the implementation of National
Standards for Organic Production (hereinafter referred to as “NSOP’). The aims of the
NPOP, inter alia include the following:

(a) To provide the means of evaluation of certification programme for organic
agriculture and products (including wild harvest, aquaculture, live stock products)
as per the approved criteria.

(b) To accredit certification programmes of Certification Bodies seeking accreditation
under this programme.

(c) To facilitate certification of organic products in conformity with the NSOP.

(d) To facilitate certification of organic products in conformity with the importing
countries organic standards as per equivalence agreement between the two
countries or as per importing country requirements.

® To encourage the development of organic farming and organic processing.

2.1 SCOPE
The NPOP shall, inter alia, include the following:

(a) Policies for development and certification of organic products as notified by the
Department of Commerce from time to time

(b) National standards for organic products and processes.

(¢)  Accreditation of certification programmes to be operated by Certification Bodies.

(d) Certification of organic products.
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2.2 OPERATIONAL STRUCTURE

The operational structure of the NPOP is given in Fig. 1 below:

National Standards
for Organic
Production (NSOP)

Technical Committees
(TC)
(for review of NSOP,
accreditation criteria,
procedures for inspection

Department of
Commerce

National Steering Committee

(NSC))
(Members appointed by the DoC)

e

National
Accreditation Board
(NAB)

Evaluation
Committee

Certification
Bodies

Exporters

Producers
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2.3 ORGANIZATIONAL SET UP

Details of the organizational set-up of the NPOP are given below:

(a) Department of Commerce (DOC)
The National Programme for Organic Production shall be operated under the overall
guidance and directions of the Department of Commerce, Government of India. The

Department of Commerce shall act as the Apex body of the NPOP.

(b) National Steering Committee (NSC)

The Department of Commerce shall constitute an apex policy formulation committee
called the National Steering Committee (hereinafter referred to as ‘NSC’) to be
headed by Commerce Secretary. The Commerce Secretary may nominate any other
officer to chair the NSC meeting. The NSC shall be responsible for the
implementation and administration of the NPOP. The NSC shall be serviced by
APEDA. The members of the NSC shall be drawn from the Department of
Commerce, Ministry of Agriculture, Ministry of Textiles, Department of Animal
Husbandry, Dairying & Fisheries, Ministry of Food Processing Industries, Ministry of
Science & Technology, Ministry of Rural Development, Ministry of Environment &
Forest, APEDA, Marine Products Export Development Authority (MPEDA),
Commodity Boards (such as the Tea Board, Spices Board, Coffee Board, Food
Safety and Standards Authority (FSSAI) and other government and private
organizations having experience in organic farming and production. The members of
Ministries shall be the Ex-officio members of the NSC. The NSC shall have the
power to co-opt members other than those mentioned in this clause 2.3 (b) or as

notified by Government of India from time to time.

The responsibilities of the NSC shall inter alia, include the following:

(i)  Approving procedures for implementation of the NPOP, which would
include the NSOP, Accreditation policy and procedures as well as the

regulations for use of the Certification Trade Mark “India Organic Logo™.
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(1)) Delegating responsibility of implementing the NPOP.

(i11)) Constituting the National Accreditation Body (NAB).

(iv) Constituting Technical Committee(s) and such other committees as deemed
appropriate for the implementation of the NPOP.

(v) Take decisions on the proposals placed by various committees set up by

NSC.

The NSC shall meet at least once a year to review the functioning of the NPOP and
take decisions on various policy matters concerning the implementation and
functioning of the NPOP. The quorum for such a meeting shall be 30% of the total
strength.

The NSC shall also appoint such sub-committees, as it deems fit, for the smooth and

efficient functioning and implementation of the NPOP.

The NSC shall review and amend the NPOP from time-to-time.

(c) National Accreditation Body (NAB)

The NAB shall be serviced by APEDA. The NAB shall consist of members
representing Department of Commerce, Ministry of Agriculture, FSSAI, MPEDA and
various Commodity Boards (such as the Tea Board, Spices Board, Coffee Board).
The Additional Secretary (Plantations) shall be the Chairman of the NAB. The NAB
shall have the power to co-opt members other than those mentioned in this clause 2.3

(c) as notified by the Government of India from time to time.

The NAB shall meet as and when required for review of the Certification Bodies.

The responsibilities of the NAB shall include:

(1) Drawing up procedures for the evaluation and accreditation of the certification

programmes of the Certification Bodies
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(i1) Formulating procedures for evaluation of the Certification Bodies

(ii1) Accreditation of the Certification Bodies

(iv) Constituting an Evaluation Committee

(v) Any other responsibilities assigned by NSC from time to time

The quorum for NAB meeting shall be 30% of the total strength.

(d) Agricultural and Processed Food Products Export Development
Authority (APEDA)

APEDA shall function as the Secretariat for the implementation of the NPOP. The

responsibilities of APEDA, as a Secretariat, shall include, inter alia, the following:

(1)
(i1)
(iii)
(iv)
(v)
(vi)
(vii)

(viii)

(ix)

Take steps for the implementation of the decisions of the NSC, NAB and
the Committees constituted under the NPOP.

Organize and convene all the meetings under NPOP

Convene the various committees constituted under the NPOP.

Evaluation of the Certification Bodies

Investigation of complaints received from the importing countries

Initiate any other multilateral issues pertaining to equivalence etc. that
would promote the export of organic products.

Receive and screen applications from the applicant bodies and coordinate
and arrange their evaluations

Shall issue necessary implementation guidelines to the accredited
Certification Bodies for inspection and certification from time to time

Any other functions assigned by the NSC/NAB from time to time

APEDA shall meet the requirements of ISO 17011 for accreditation of
Certification Bodies under the NPOP.
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(e) Technical Committee

The NSC shall constitute various Technical Committee(s) comprising of experts
drawn from relevant field/organizations to formulate various technical standards,
suggests amendments/changes in the existing standards, review the standards from

time to time and to advise the NSC on relevant issues pertaining to organic sector.

(H Evaluation Committee (EC)

The NAB shall constitute an Evaluation Committee to evaluate the implementation of
certification programme of the Certification Bodies. The NAB shall draw a panel of
experts qualified in the field of agricultural sciences or any related field of food
industry. These experts shall be drawn from organizations that are not involved in the
certification activities and shall sign a contract of confidentiality with APEDA. The
experts shall have required training in audit procedures. The Certification Body shall

not be evaluated by the same committee for more than two consecutive years.

An Evaluation Committee shall be drawn from this panel of experts and shall
comprise of minimum of three experts. Two experts shall constitute the quorum. Such
Evaluation Committee will evaluate the Certification Body at least once in a year and

shall submit the following documents to APEDA after completion of the evaluation:

(1) Conformity /non-compliance report
(11)  Observations
(1)) Recommendations

(iv)  Supporting documents
APEDA shall review the report(s) of the Evaluation Committee and submit its

assessment report and present it, along with its recommendations, to the NAB for

accreditation decision.
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Any deviation from the report of the Evaluation Committee shall be recorded in

writing by APEDA.

(g) Certification Bodies
Agencies accredited by the National Accreditation Body under NPOP for certifying
organic products. The accredited Certification Bodies shall certify organic products as

per the scope of accreditation approved by the NAB.

seskoskoskok
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CHAPTER 3

NATIONAL STANDARDS FOR ORGANIC PRODUCTION
(NSOP)

This chapter of NPOP refers to the production, processing, handling and labeling standards of the
following product categories :

(1) Crop production

(i1))  Livestock, Poultry and Products
(iii))  Beekeeping /Apiculture

(iv)  Aquaculture Production

(v) Food Processing & Handling

(vi)  Any other category of products that the National Accreditation Body (NAB)
may include from time to time

The details of standards for each category of products are referred in Appendix 1, 2, 3, 4 and 5
of this chapter.
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Appendix 1
ORGANIC CROP PRODUCTION

Organic crop production management should cover a diverse planting scheme. For

perennial crops, this should include plant-based ground cover crops. For annual crops,

this should include diverse crop rotation practices, cover crops (green manures),

intercropping or other diverse plant production methods.

1. Crop Production Plan

The producer seeking certification under the NSOP (hereinafter, referred to as

‘standards’) shall be required to develop an organic crop production plan. This plan shall

include:

Description of the crops in the production cycle (main crop and intercrop) as per the agro

climatic seasons.

11.

1il.

1v.

Vi.

Description of practices and procedures to be performed and maintained.

List of inputs used in production along with their composition, frequency of usage,
application rate and source of commercial availability.

Source of organic planting material (seeds and seedlings).

Descriptions of monitoring practices and procedures to be performed and
maintained to verify that the plan is being implemented effectively.

Description of the management practices and physical barriers established to
prevent commingling and contamination of organic production unit from
conventional farms, split operations and parallel operations.

Description of the record keeping system implemented to comply with the

requirements.
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2. Conversion Requirements

ii.

iii.

1v.

The establishment of an organic management system and building of soil fertility
requires an interim period, known as the conversion period. While the conversion
period may not always be of sufficient duration to improve soil fertility and for re-
establishing the balance of the ecosystem, it is the period in which all the actions

required to reach these goals are started.

A farm may be converted through a clear plan of how to proceed with the
conversion. This plan shall be updated by the producer, if necessary and shall

cover all requirements to be met under these standards.

The requirements prescribed under these standards shall be met during the
conversion period. All these requirements shall be applicable from the

commencement of the conversion period till its conclusion.

The start of the conversion period may be calculated from the date first inspection

of the operator by the Certification Body.

A full conversion period shall not be required where de facto requirements
prescribed under these standards have been met for several years and where the
same can be verified on the basis of available documentation. In such cases

inspection shall be carried out in reasonable time intervals, before the first harvest.

3. Duration of conversion period

ii.

In case of annual and biennial crops, plant products produced can be certified
organic when the requirements prescribed under these Standards have been met
during the conversion period of at least two (2) years (organic Management)

before sowing (the start of the production cycle).

In case of perennial plants other than grassland (excluding pastures and

meadows), the first harvest may be certified as organic after at least thirty six (36)
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1v.

V.

months of organic management according to the requirements prescribed under

these Standards.

The accredited Certification Bodies shall decide in certain cases, for extension or
reduction of conversion period depending on the past status/use of the land and

environmental condition.

Twelve months reduction in conversion period could be considered for annuals as
well as perennials provided, documentary proof has been available with the
accredited Certification Body that the requirements prescribed under these
Standards have been met for a period of minimum three (3) years or more. This
could include the land that been certified for minimum three (3) years under the
‘Participatory Guarantee System’ implemented by the Ministry of Agriculture and
wherein, the products approved for use in organic farming as listed in Annex 1
and 2 of this Appendix have been applied. The accredited Certification Bodies
shall also consider such a reduction in conversion period, if it has satisfactory
proof to demonstrate that for three (3) years or more, the land has been idle and/or
it has been treated with the products approved for use in organic farming as listed

Annex 1 and 2 of this Appendix.

Organic products in conversion shall be sold as "produce of organic agriculture in
conversion" or of a similar description, when the requirements prescribed under

these Standards have been met for at least twelve months.

4. Landscape

11.

Organic farming shall contribute beneficially to the ecosystem. The certification
programme shall set standards/procedures for a minimum percentage of the farm area

to facilitate biodiversity and nature conservation.

Areas which are managed organically shall facilitate biodiversity, inter alia, in the

following manner:

e Extensive grassland such as moorlands, reed land or dry land

e In general all areas which are not under rotation and are not heavily manured.
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e [Extensive pastures, meadows, extensive grassland, extensive orchards, hedges,
hedgerows, groups of trees and/or bushes and forest lines.

e Ecologically rich fallow land or arable land.

e Ecologically diversified (extensive) field margins.

e Waterways, pools, springs, ditches, wetlands and swamps and other water rich

areas which are not used for intensive agriculture or aqua production.

5. Choice of Crops and Varieties

il.

1v.

All seeds and plant material shall be certified organic. Species and varieties cultivated
shall be adapted to the soil and climatic conditions and be resistant to pests and

diseases. In the choice of varieties, genetic diversity shall be taken into consideration.

When organic seed and plant materials are available, they shall be used.

When certified organic seed and plant materials are not available, chemically
untreated conventional seed and plant material shall be used.
The use of genetically engineered seeds, transgenic plants or plant material is

prohibited.

6. Diversity in Crop Production & Management Plan

11.

The basis for crop production in organic farming shall take into consideration the
structure and fertility of the soil and the surrounding ecosystem, with a view to

minimizing nutrient losses.

Where appropriate, the organic farms shall be required to maintain sufficient diversity
in a manner that takes into account pressure from insects, weeds, diseases and other
pests, while maintaining or increasing soil, organic matter, fertility, microbial activity
and general soil health. For non perennial crops, this is normal, but not exclusive,

achieved by means of crop rotation preferably by leguminous crops.
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1il. Soil fertility shall be maintained through, among other things, the cultivation of
legumes or deep rooted plants and the use of green manures, along with the
establishment of a programme of crop rotation several times a year and fertilization

with organic inputs.

7. Nutrient Management

1. Sufficient quantities of biodegradable material of microbial, plant or animal origin
produced on organic farms shall form the basis of the nutrient management
programme to increase or at least maintain its fertility and the biological activity
within it.

ii.  Fertilization management should minimize nutrient losses. Accumulation of heavy

metals and other pollutants shall be prevented.

iii.  Non synthetic mineral fertilisers and brought-in bio fertilisers (biological origin) shall

be regarded as supplementary and not as a replacement for nutrient recycling.
iv.  Desired pH levels shall be maintained in the soil by the producer.

v.  The certification programme shall set limitations to the total amount of biodegradable
material of microbial, plant or animal origin brought onto the farm unit, taking into

account local conditions and the specific nature of the crops.

vi.  The certification programme shall set procedures which prevent animal runs from

becoming over manuring where there is a risk of pollution.

vii.  Mineral fertilizers shall only be used in a supplementary role to carbon based
materials. Only those organic or mineral fertilizers that are brought in to the farm
(including potting compost) shall be used when, the circumstances demand in

accordance with Annex 1.

Viii. Permission for use shall only be given when other fertility management practices have

been optimized
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1X.

x1.

Manures containing human excreta (faeces and urine) shall not permitted to prevent

transmission of pests, parasites and infectious agents.

Mineral fertilisers shall be applied in their natural composition and shall not be
rendered more soluble by chemical treatment. The certification programme may grant

exceptions. These exceptions shall not include mineral fertilisers containing nitrogen.

The certification programme shall lay down restrictions for the use of inputs such as
mineral potassium, magnesium fertilisers, trace elements, manures and fertilisers with
a relatively high heavy metal content and/or other unwanted substances, e.g. basic
slag, rock phosphate and sewage sludge. All synthetic nitrogenous fertilisers are

prohibited.

8. Pest, Disease and Weed Management

11.

1il.

Organic farming systems shall be carried out in a way which ensures that losses from
pests, diseases and weeds are minimized. Emphasis is placed on the use of a balanced
fertilizing programme, use of crops and varieties well-adapted to the environment,
fertile soils of high biological activity, adapted rotations, intercropping, green

manures, etc. Growth and development shall take place in a natural manner.

Weeds, pests and diseases shall be controlled through a number of preventive cultural
techniques which limit their development in a balanced nutrient management
programme, e.g. suitable rotations, green manures, early and pre drilling seedbed
preparations, mulching, mechanical control and the disturbance of pest development
cycles. Accredited certification programmes shall ensure that measures are in place to

prevent transmission of pests, parasites and infectious agents.
Pest management shall be regulated by understanding and disrupting the ecological

needs of the pests. The natural enemies of pests and diseases shall be protected and

encouraged through proper habitat management of hedges, nesting sites etc. An
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1v.

vi.

Vii.

Vviil.

iX.

ecological equilibrium shall be created to bring about a balance in the pest predator

cycle.

Products used for pest, disease and weed management, prepared at the farm from
local plants, animals and microorganisms, shall be allowed. If the ecosystem or the
quality of organic products might be jeopardized, the certification programme shall
judge if the product is acceptable as per the procedure given to evaluate additional

inputs to organic agriculture.

Thermic weed control and physical methods for pest, disease and weed management

shall be permitted.

Thermic sterilization of soils to combat pests and diseases shall be restricted to
circumstances where a proper rotation or renewal of soil cannot take place. The

certification programme on a case-by-case basis may only give permission.

All equipment from conventional farming systems shall be properly cleaned and free

from residues before being used on organically managed areas.

The use of synthetic herbicides, fungicides, growth regulators, synthetic dyes
insecticides and other pesticides are prohibited. Permitted products for plant pest and
disease control are listed in Annex 2. The producer shall keep documentary evidences

of the need to use the product.

Commercial products used as inputs shall always be evaluated as per the criteria given

in Annex 3 before approval is given for use.

The use of genetically engineered organisms or products is prohibited.

9. Contamination Control

1.

All relevant measures shall be taken to minimize contamination from outside and

within the farm.
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11.

1il.

1v.

Buffer zones shall be maintained to prevent contamination from conventional farms.
The buffer Zone should be sufficient in size to prevent the possibility of unintended

contact of prohibited substances applied to adjacent conventional land areas/farms

In case of reasonable suspicion of contamination, the certification programme shall
make sure that an analysis of the relevant products and possible sources of pollution

(soil and water) shall take place to determine the level of contamination.

Polyethylene and polypropylene or other polycarbonates coverings such as plastic
mulches, fleeces, insect net and silage wrapping, only are allowed. These shall be
removed from the soil after use and shall not be burnt on the farmland. The use of

polychloride based products is prohibited.

10. Soil and Water Conservation

11.

1il.

Soil and water resources shall be handled in a sustainable manner. Relevant measures
shall be taken to prevent erosion, salination of soil, excessive and improper use of

water and the pollution of ground and surface water.

Clearing of land through the means of burning organic matter, e.g. slash-and-burn,
straw burning shall be restricted to the minimum. The clearing of primary forest is

prohibited.

The certification programme shall require to check appropriate stocking rates which

does not lead to land degradation and pollution of ground and surface water.

11. Collection of non cultivated material of plant origin / forest

1.

produces

The collection of wild plants and parts thereof, grown naturally, and in forest shall be
certified as organic provided the collection areas have not received any treatment with

products other than those authorised for use in organic production.
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il.

iil.

1v.

V.

Vil.

Viii.

In case of cultivation is carried out in forest area, the operators shall follow similar

procedures of organic farm cultivation.

Organic collection management should ensure that in case of minor forest produce
collection, the State Government Act shall be applicable and should not exceed

sustainable yield of the collected species or otherwise threaten the local ecosystem.

The act of collection should positively contribute to the maintenance of natural areas.
When harvesting or gathering the products, attention shall be paid to maintenance and
sustainability of the ecosystem. Organic operators should collect products only from

within the boundaries of the clearly defined wild collection area.

Wild harvested products shall only be certified organic if derived from a stable and
sustainable growing environment. Harvesting or gathering the product shall not exceed
the sustainable yield of the ecosystem, or threaten the existence of plant or animal

species.
Products can only be certified organic if derived from a designated area for collection,
clearly depicted in the map of the authorized area of collection by the forest

department or state department, which is subject to inspection.

The collection area shall be at an appropriate distance from conventional farming,

pollution and contamination.

The producer managing the harvesting or gathering of the products shall be clearly

identified and be familiar with the collecting area in question.
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Annex 1

Products for Use in Fertilising and Soil Conditioning

In organic agriculture the maintenance of soil fertility may be achieved through the recycling of
organic material whose nutrients are made available to crops through the action of soil micro

organisms.

Many of these inputs are restricted for use in organic production. In this annex "restricted" means that
the conditions and the procedure for use shall be subjected to condition. Factors such as
contamination, risk of nutritional imbalances and depletion of natural resources shall be taken into

consideration.

Inputs Condition for use

Matter Produced on an Organic Farm Unit

Farmyard & poultry manure, slurry, cow urine Permitted
Crop residues and green manure Permitted
Straw and other mulches Permitted

Matter Produced Outside the Organic Farm Unit

Blood meal, meat meal, bone meal and feather meal without | Restricted

preservatives

Compost made from any carbon based residues Restricted

(animal excrement including poultry)

Farmyard manure, slurry, cow urine (preferably after control | Restricted
fermentation and/or appropriate dilution) “factory” farming

sources not permitted

Fish and fish products without preservatives Restricted
Guano Restricted
Human excrement Prohibited

By-products from the food and textile industries of biodegradable | Restricted
material of microbial, plant or animal origin without any synthetic

additives
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Inputs Condition for use

Peat without synthetic additives Prohibited  for  soil
conditioning

Sawdust, wood shavings, wood provided it comes from untreated | Permitted
wood
Seaweed and seaweed products obtained by physical processes | Restricted
extraction with water or aqueous acid and/or alkaline solution
Sewage sludge and urban composts from separated sources which | Restricted
are monitored for contamination
Straw Restricted
Vermicasts Restricted
Animal charcoal Restricted
Compost and spent mushroom and vermiculate substances Restricted
Compost from organic household reference Restricted
Compost from plant residues Permitted
By products from oil palm, coconut and cocoa (including empty | Restricted
fruit bunch, palm oil mill effluent (pome), cocoa peat and empty
cocoa pods)
By products of industries processing ingredients from organic | Restricted
agriculture
Minerals
Basic slag Restricted
Calcareous and magnesium rock Restricted
Calcified seaweed Permitted
Calcium chloride Permitted
Calcium carbonate of natural origin (chalk, limestone, gypsum | Permitted
and phosphate chalk)
Mineral potassium with low chlorine content (e.g. sulphate of | Restricted
potash, kainite, sylvinite, patenkali)
Natural phosphates (e.g. Rock phosphates) Restricted
Pulverised rock Restricted
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Inputs Condition for use
Sodium chloride Permitted
Trace elements (Boron, Ferrous, Manganese, Molybdenum, Zinc) | Restricted
Wood ash from untreated wood Restricted
Potassium sulphate Restricted
Magnesium sulphate (Epson salt) Permitted
Gypsum (Calcium sulphate) Permitted
Silage and silage extract Permitted excluding

Ammonium silage

Aluminum calcium phosphate Restricted
Sulphur Restricted
Stone meal Restricted
Clay ((bentonite, perlite, zeolite) Permitted
Microbiological Preparations

Bacterial preparations (biofertilizers) Permitted
Biodynamic preparations Permitted
Plant preparations and botanical extracts Permitted
Vermiculate Permitted
Peat Permitted

“Factory” farming refers to industrial management systems that are heavily reliant on

veterinary and feed inputs not permitted in organic agriculture.
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Annex 2

Products for Plant Pest and Disease Control

Certain products are allowed for use in organic agriculture for the control of pests and

diseases in plant production. Such products should only be used when absolutely necessary

and should be chosen taking the environmental impact into consideration.

Many of these products are restricted for use in organic production. In this annex "restricted"

means that the conditions and the procedure for use shall be subjected to conditions.

Inputs

Condition for use

Substances from plant and animal origin

Azadiracta indica (neem preparations) Permitted
Neem oil Restricted
Preparation of rotenone from Derris elliptica Lonchocarpus, | Restricted
Thephrosia spp

Gelatine Permitted
Propolis Restricted
Plant based extracts — garlic, pongamia etc. Permitted
Preparation on basis of pyrethrins extracted from Chrysanthemum | Restricted
cinerariaefolium, containing possibly a synergist Pyrethrum
cinerafolium

Preparation from Quassia amara Restricted
Release of parasite predators of insect pests Restricted
Preparation from Ryania species Restricted
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Inputs Condition for use
Tobacco tea Prohibited
Lecithin Restricted
Casein Permitted
Sea weeds, sea weed meal, sea weed extracts, sea salt and salty water | Restricted
Extract from mushroom (Shitake fungus) Permitted
Extract from Chlorella Permitted
Fermented product from Aspergillus Restricted
Natural acids (vinegar) Restricted
Minerals
Chloride of lime/soda Restricted
Clay (e.g. bentonite, perlite, vermiculite, zeolite) Permitted
Copper salts / inorganic salts (Bordeaux mix, copper hydroxide, | Restricted
copper oxychloride) used as a fungicide depending upon the crop and
under the supervision of accredited Certification Body
Mineral powders eg : stone meal Prohibited
Diatomaceous earth Restricted
Light mineral oils Restricted
Permanganate of potash Restricted
Lime sulphur (calcium polysulphide) Restricted
Silicates, clay (Bentonite) Restricted
Sodium bicarbonate -Restricted
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Inputs

Condition for use

Sulphur (as a fungicide, acaricide, repellant) Restricted
Microorganism used for biological pest control

Viral preparation (eg. Granulosis virus, Nuclear Polyhedrosis Virus | Permitted
etc.

Fungal preparations (Trichoderma spp.) Permitted
Bacterial preparations (Bacillus spp) Permitted
Parasites, Predators and sterilized insects Permitted
Others

Carbon dioxide and nitrogen gas Restricted
Soft soap (potassium soap) Permitted
Ethyl alcohol Prohibited
Homeopathic and Ayurvedic preparations Permitted
Herbal and biodynamic preparations Permitted
Traps

Physical methods (Chromatic traps, Mechanical traps, sticky traps | Permitted

and Pheromones

34






Annex 3

Procedure to Evaluate Additional Inputs to Organic

Agriculture

Annex 1 & 2 refer to products for fertilising of the soil and control of plant pest and diseases
in organic agriculture. But there may well be other products which may be useful and
appropriate for use in organic agriculture which may not fall under these headings. Annex 3

outlines the procedure to evaluate other inputs into organic production.

The following checklist should be used for amending the permitted substance list for
fertilising the soil conditioning purposes:

1.  The material is essential for achieving or maintaining soil fertility or to fulfil
specific nutrient requirements, for specific soil-conditioning and rotation purposes
which cannot be satisfied by the practises outlined in Chapter 3 or of other
products included in Annex 1 and the ingredients are of plant, animal, microbial
or mineral origin which may undergo the following processes:

e physical (mechanical, thermal)
e enzymatic
e microbial (composting, digestion) and
ii. Their use does not result in, or contribute to, unacceptable effects on, or
contamination of, the environment, including soil organisms

iii.  Their use has no unacceptable effect on the quality and safety of the final product

The following checklist should be used for amending the permitted substance list for the
purpose of plant disease or pest and weed control:

1. The material is essential for the control of a harmful organism or a particular
disease for which other biological, physical or plant breeding alternatives and/or
effective management techniques are not available

ii. The substances (active compound) should be plant, animal, microbial or mineral
origin which may undergo the following processes:

e physical
e enzymatic

e microbial
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iii.  Their use does not result in, or contribute to, unacceptable effects on, or
contamination of, the environment.

iv. Nature identical products such as pheremones, which are chemically synthesised
may be considered if the products are not available in sufficient quantities in their
natural farm, provided that the conditions for their use do not directly or indirectly

contribute to contamination of the environment or the product.

Evaluation

When an input is to be evaluated it must first be investigated by certification programmes to
see whether it fulfils the following six criteria. An input must fulfil all 6 requirements before

it can be accepted as suitable for use in organic agriculture.

Inputs should be evaluated regularly and weighed against alternatives. This process of regular
evaluation should result in organic production becoming ever morefriendly to humans,

animals, environment and the ecosystem.

1. Necessity
The necessity of each input must be established. This will be investigated in the context in

which the product will be used.

Arguments to prove the necessity of an input may be drawn from such criteria as yield,
product quality, environmental safety, ecological protection, landscape, human and animal

welfare.
The use of an input may be restricted to:

1. Specific crops (especially perennial crops)
ii.  Specific regions

iii.  Specific conditions under which the input may be used

2. Nature and Way of Production

a. Nature
The origin of the input should usually be (in order of preference):

i.  Organic - vegetative, animal, microbial
ii.  Mineral
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Non-natural products which are chemically synthesised and identical to natural products may

be used.

When there is any choice, renewable inputs are preferred. The next best choice is inputs of
mineral origin and the third choice is inputs which are chemically identical to natural
products. There may be ecological, technical or economic arguments to take into

consideration in the allowance of chemically identical inputs.
b. Way of Production

The ingredients of the inputs may undergo the following processes:

e Mechanical

e Physical

e Enzymatic

e Action of micro-organisms

e (Chemical (as an exception and restricted)

c. Collection

The collection of the raw materials comprising the input must not affect the stability of the

natural habitat nor affect the maintenance of any species within the collection area.

3. Environment

e Environmental Safety
The input must not be harmful or have a lasting negative impact on the environment. Nor
should the input give rise to unacceptable pollution of surface or ground water, air or soil. All

stages during processing, use and breakdown must be evaluated.
The following characteristics of the input must be taken into account:

e Degradability

All inputs must be degradable to their mineral form.
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Inputs with a high acute toxicity to non-target organisms should have a maximum half-life of
five days. Natural substances used as inputs which are not considered toxic do not need to be

degradable within a limited time.

e Acute toxicity to non-target organisms
When inputs have a relatively high acute toxicity for non-target organisms, restrictions for
their use is needed. Measures have to be taken to guarantee the survival of these non-target
organisms. Maximum amounts allowed for application may be set. When it is not possible to
take adequate measures, the use of the input must not be allowed.

e Long-term chronic toxicity
Inputs which accumulate in organisms or systems of organisms and inputs which have, or are
suspected of having, mutagenic or carcinogenic properties must not be used. If there are any
risks, sufficient measures have to be taken to reduce any risk to an acceptable level and to

prevent long lasting negative environmental effects.

e Chemically synthesized products and heavy metals
Inputs should not contain harmful amounts of man made chemicals (xenobiotic products).

Chemically synthesized products may be accepted only if identical to the natural product.

Mineral inputs should contain as few heavy metals as possible. Due to the lack of any
alternative, and long-standing, traditional use in organic agriculture, copper and copper salts
are an exception for the time being. The use of copper in any form in organic agriculture must
be seen, however, as temporary and use must be restricted with regard to environmental

impact.

4. Human Health and Quality

e Human Health
Inputs must not be harmful to human health. All stages during processing, use and
degradation must be taken into account. Measures must be taken to reduce any risks and

standards set for inputs used in organic production.

e Product Quality
Inputs must not have negative effects on the quality of the product - e.g. taste, keeping

quality, visual quality.
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S. Ethical Aspects - Animal Welfare

Inputs must not have a negative influence on the natural behaviour or physical functioning of

animals kept at the farm.

6. Socio Economic Aspects

Consumers' perception: Inputs should not meet resistance or opposition of consumers of
organic products. An input might be considered by consumers to be unsafe to the
environment or human health, although this has not been scientifically proven. Inputs should
not interfere with a general feeling or opinion about what is natural or organic - e.g. genetic

engineering.
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Appendix 2
ORGANIC LIVESTOCK, POULTRY & PRODUCTS

1. Organic Management Plan

During the registration of the farm by the accredited Certification Body, the producer has to present
an organic management plan which requires to be verified during the inspection. This plan shall be

updated annually.

2. Choice of breeds / strains

The choice of livestock and poultry, breeds, strains and breeding methods shall be consistent with

the principles of organic farming, taking into account, in particular, the following:

e their adaptation to the local climatic and socio-economic conditions;

e their vitality and resistance to diseases

3. Sources / origin

1. Animals must have been born or hatched from production units complying with these
guidelines, or must be the offspring of parents raised under the conditions set down in these

guidelines.

ii.  Transfer of livestock and poultry between organic and non-organic units shall not be
permitted. The accredited Certification Body shall ensure that brought-in livestock and

poultry from other units comply with these Guidelines.

iii.  Livestock and poultry raised on non-organic production units shall be converted into organic

unit as per these Guidelines.

iv.  When a producer demonstrates to the satisfaction of the accredited Certification Body that the
organic source, breed and required management are not available, the accredited Certification

Body may allow such livestock and poultry under the following circumstances:
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4.

e When the producer is establishing an organic livestock and poultry operation for the first

time;

when a farmer wants to change the livestock and poultry breed/ strain or when new livestock

and poultry specialization is developed;

For the renewal of a herd, e.g., high mortality of animals caused by catastrophic circumstances;

When the farmer wishes to introduce breeding males into the farm. In such cases the young
animals that are introduced to the organic farm shall be as young as possible, preferably as soon

as they are weaned.

Record keeping and animal identification

The animals shall bear unique identification numbers in accordance with these standards. The

producer or the veterinarian in-charge shall maintain detailed and up-to-date records as set out in

Annex 1.

5. Housing & Management

1l

1il.

1v.

Livestock and poultry shall be maintained under natural conditions as far as possible. This
shall include utilizing natural breeding methods, housing and management conditions to
minimize stress, health management system to prevent diseases, with the ultimate aim to
progressively limit use of chemical allopathic veterinary drugs (including antibiotics and
hormones), reduce feeding of animals with products of animal origin (e.g. meat meal, blood

meal), and ensure animal comfort and welfare.

The housing and day-to-day management of the animal, maintenance of sanitation, hygiene
and environment shall be planned to suit the specific behavioral needs of the livestock and

poultry and shall provide for:

Sufficient space to ensure free movement and opportunity to express normal patterns of

behavior;

The animals should not be tied unless required for specific reasons, such as, at the time of

milking or for some medical procedures;

41





Vi.

Vii.

Viil.

iX.

xi.

Xii.

xiil.

X1v.

XV.

XVi.

XVii.

XViil.

Where the livestock and poultry normal behavior demands group living, animals shall not be

kept in isolation, but shall have company of like kind,

As far as possible two different kinds of animals shall not be kept together, unless for
specific purposes, such as, free range poultry birds in cow/buffalo shed for scavenging on

ticks and other insects;

The housing system shall ensure prevention of abnormal behaviour, injury and disease;

Appropriate facilities to cover emergencies such as the fire, the breakdown of essential

mechanical services and the disruption of supplies shall be available.

Housing for Livestock and Poultry shall not be mandatory in areas where appropriate
climatic conditions exist to enable animals to live outdoors without compromising their
comfort, health and welfare. Conditions shall be inspected and permitted by the accredited

Certification Body on producer and location- to- location basis.

Housing conditions shall meet the biological and behavioural needs of the livestock and

poultry by providing easy access to feeding and watering;

Insulation, heating, cooling and ventilation of the building to ensure that air circulation, dust
level, temperature, relative air humidity and gas concentrations are kept within limits which

are not harmful to the livestock and poultry;

Plentiful natural ventilation and light to enter;

Appropriate fencing not harmful to the animals

Confinement shall be permitted under the following conditions:

Inclement weather to protect animals from injury;

Ensure health safety or welfare;

Protect plant, soil and water quality;

The stocking density shall provide comfort and well-being of the livestock and poultry with
regard to the species, the breed and the age; behavioural needs with respect to the size of the

group and the sex of the livestock and poultry; sufficient space to stand naturally, lie down
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XiX.

XX.

XX1.

easily, turn round, groom themselves, and assume all natural postures and movements such

as stretching, lying and rumination and wing flapping in case of birds (Annex-2 & 3).

The sanitation and hygiene in the livestock and poultry farm shall be as per the
national/provincial standards and must follow the standard operating protocols to keep the

house, pens, equipment and utensils clean and free from microbial contamination.

Free-range, open-air exercise areas, or open-air runs should, if necessary, provide sufficient
protection against rain, wind, sun and extreme temperatures, depending on the local weather

conditions and the breed concerned.

The outdoor stocking density of livestock and poultry kept on pasture, grassland, or other
natural or semi-natural habitats shall be low enough to prevent degradation of the soil and

over-grazing of vegetation.

6. Mammals

11.

1il.

1v.

All mammals shall have access to open-air exercise or resting area, paddock or run which
may be partially covered or shall have space for protection from rains are excess if in the
open area. The animals must be able to use those areas whenever the physiological condition

of the animal or the weather conditions and the state of the ground permit.

The accredited Certification Body shall grant exceptions for the access of males or bulls to
open areas to avoid mixing with female animals for controlled breeding. The other animals
may also not have access open-air exercise area or run during the winter period or the final

fattening phase.

Livestock shed shall have properly laid and smooth floor, although not slippery. The floor

shall not be entirely of slatted or grid construction.

The housing standards shall be in accordance with the standards laid down in the national or
provincial guidelines and shall aim at providing comfortable, clean and dry laying/rest area
of sufficient size, consisting of a solid construction. Wherever possible, straw bedding shall

be provided.

The calves of different age groups must be housed separately and never in the adult animal

shed. Tethering of livestock and poultry is prohibited.
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vi.  Pigs must be kept in groups, except in the last stages of pregnancy and during the suckling
period. Piglets may not be kept on flat decks or in piglet cages. Exercise areas must permit

dunging and rooting by the animals.

vii. The keeping of rabbits in cages shall not be permitted.

Code of Practice for Sheep and Goat Housing shall be as per IS 2733:1985

7. Poultry

i.  Poultry for organic products shall be reared in open-range conditions and shall have free
access to open-air run whenever the weather conditions permit.

il. Housing of poultry in cages shall not be permitted.

iii.  Water fowl/duck shall have access to a stream, pond or lake whenever the weather conditions

permit.

iv.  Poultry house floor shall be of solid construction covered with litter material such as straw,
wood shavings, sand or turf. In case of layers, the floor area must be large enough to permit
dropping collection. Perches/ higher sleeping areas of a size and number commensurate with
the species and size of the group and of the birds and exit/entry holes of an adequate size

must be provided.

v. In the case of laying hens, manipulation of day length may be permitted through the use of
artificial lights. The maximum day length shall be 16 hrs with minimum of 8 hrs of natural

light (Annex-4).

vi.  The producer shall follow the all-in all-out system of rearing and shall avoid mixing of
different age group of birds, species and breeds. Mixed farming of poultry and pigs shall not
be permitted. Between each batch, the house shall be emptied, and runs shall be left to allow
the vegetation to grow. Code of Practice for Poultry Housing shall be as per IS

2732:1985

vii. Each Poultry house shall not contain more than:
e 4800 chickens

e 3000 laying hens

e 5200 guinea fowl

e 4000 female ducks and 3200 male ducks
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2500 turkeys

viii. Poultry shall have access to an open area for at-least one third of their life.

iX.

xi.

Livestock and poultry not reared in accordance with these provisions may also be maintained
on the production unit provided that they are segregated and reared separately from the

organically maintained animals under the rules

All animals shall have access to proper ventilation and open-air runs. The accredited
Certification Body may permit exceptions in case of the physiological, inclement weather
conditions or under certain 'traditional' farming systems that restrict access of animals to
paddock. But in these cases, it should be ensured that the welfare of the animals is not

compromised.

Stocking rates for livestock and poultry should be appropriate for the region in question
taking into consideration, general climatic conditions, fodder production capacity, stock

health, nutrient balance, and environmental impact (Annex-3).

8. Conversion Period For Animal Production

11.

1il.

1v.

The establishment of organic animal husbandry requires an interim period, the conversion
period. The conversion period shall be for three (3) years. The conversion period can be

reduced upto one (1) year in the following cases.

Open-air runs and exercise areas used by non-herbivore species;

for dairy herds converted for the first time and for bovine, ovine, pig and caprine coming from

extensive husbandry system during an implementation period;

Simultaneous conversion of livestock and poultry and land used for raising feed/fodder within
the same unit should be a preferred approach. In such cases wherein the existing livestock and
poultry and their offspring are fed mainly with products from the unit, the conversion period for
the livestock and poultry, pasture and /or land used for animal feed, may be reduced to two (2)

years.

The conversion period shall be determined by the accredited Certification Body and the

conversion period shall be accounted from the day of registration.
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vi. In cases, where the land and livestock and poultry conversion to organic status is not
simultaneous and the land alone has reached organic status and the livestock and poultry from a
non-organic source is introduced, these must be reared according to these guidelines for at least

the following compliance periods before their products are to be sold as organic:

8.1 Bovine including buffalo

i.  Meat products: Twelve (12) months and at least 3/4th of their life span is spent in the organic
management system
ii.  Calves for meat production: Six (6) months when brought in as soon as they are weaned and
less than six (6) months old
iii.  Milk products: Ninety (90) days during the implementation period established by the

competent authority, after that six months.

8.2 Ovine and caprine (Sheep & Goat)
1. Meat products: Six (6) months;
ii.  Milk products: Ninety (90) days during the implementation period established by the

competent authority, after that, six (6) months

8.3 Pig
Meat products: Six (6) months.

8.4 Poultry

1. Meat products : from the second day to the entire life span as determined by the accredited
Certification Body ;
ii.  Eggs: Six (6) weeks

9. Feed

i.  Livestock and poultry farms shall provide maximum diet from feedstuffs (including 'in
conversion' feedstuff) produced as organic as per the requirements of these guidelines.
Agricultural processed residues of organic origin, such as from grain fermentation, fruit

processing, vegetable processing, etc., shall be permitted for purpose of feeding, provided that
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1l.

1il.

1v.

Vi.

Vil.

Viil.

the overall feeding practices satisfy the daily energy and nutrient requirements of the concerned

animals.

The agriculture land committed to cultivation of feed / fodder crops intended to be used as feed

for livestock and poultry shall be organically grown.

During the operations, the products shall maintain their organic status provided that livestock
and poultry are fed with at least 85% for ruminants and 80% for non-ruminants calculated on a
dry matter basis, feed obtained from organic sources that have been produced in compliance

with these guidelines.

Notwithstanding the above guidelines, where a producer can demonstrate to the satisfaction of
the accredited Certification Body that feedstuffs satisfying the requirement outlined above are
not available, due to, for example, unforeseen severe natural or man-made events or extreme
climatic weather conditions, drought, crop failure, etc., permission shall be granted to allow a
restricted percentage (5%) of feedstuffs not produced according to these guidelines to be fed for
a limited time, provided that it does not contain genetically engineered/modified organisms or
products thereof. The accredited Certification Body shall set both the maximum percentage of

non-organic feed allowed and any conditions relating to this derogation.

Specific livestock and poultry rations shall take into account:

the need of young animals for natural feed, such as, feeding of maternal milk, milk from other
mammal or milk replacer of organic origin that has maximum similarity with maternal milk,

provided that it does not contain any genetically modified ingredient, antibiotics, hormone, etc..

that in herbivores, substantial proportion of the dry matter and energy in the daily rations
should consist of roughage, fresh or dried fodder, or silage; need for inclusion of cereals in the
fattening phase of poultry; livestock and poultry must have ample, free access to water

appropriate to maintain full health and productivity.

Due to reasons of animal welfare, health and productivity, if supplements are to be added, it
shall be permitted on advice of a qualified veterinarian. The permitted list of such supplements,
feed materials (probiotics, and biologicals, immunolgicals and procuring aids etc.) and

processing aids that comply the following criteria are at (Annex 5).
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10. General Criteria for feedstuff and nutritional criteria

Substances shall be permitted as per Annex 5. Such substances should significantly satisfy
feeding requirements of the livestock and poultry fulfilling the physiological, behavioral and
welfare needs of the concerned species; and such substances should not contain genetically
engineered/modified organisms and products thereof; and are non-synthetic and are primarily

of plant, mineral or animal origin.

10.1 Specific Criteria for Feedstuffs and Nutritional Elements

1l

1il.

10

11.

1il.

1v.

The feedstuffs should not be prepared by using chemical solvents and chemical treatment.
All the ingredients of the feed including supplements, fed to organic animals should be from
organic sources. In case of shortage of these substances, or in exceptional circumstances,

well-defined analogic substances may also be used (Annex 6).

Feedstuffs of animal origin, with the exception of milk and milk products, fish, other marine
animals and products derived thereof shall not be used. The feeding of mammalian material

to ruminants is not permitted with the exception of milk and milk products;

Synthetic nitrogen or non-protein nitrogen compounds shall not be used.

.2 Specific Criteria for Additives and Processing Aids:

The supplements should be from natural sources and in compliance with the list published by

the competent authority (Bureau of Indian Standards-BIS).

Feed processing aiding supplements like binders, anti-caking agents, emulsifiers, stabilizers,

thickeners, surfactants, coagulants if used should be from natural sources

Antioxidants: only from natural sources shall be permitted

Preservatives: only natural acids are allowed;

Colouring agents (including pigments), flavors, odor masking agents and appetite stimulants:

only natural sources are allowed
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vi.  Probiotics, enzymes and microorganisms are allowed; but should not be from genetically

modified sources.

vii.  Any synthetic chemicals, such as, antibiotics, coccidiostat, medicine, growth promoters or
any other substance supplemented for purpose to stimulate growth or production shall not be

fed to the organic livestock & poultry.

viii.  Silage additives, additives for enriching crop residues and processing aids may not be derived
from genetically engineered/modified organisms or products thereof, and may be comprised
of only:

e Seasalt;

e (Coarse rock salt;

e Yeasts;
e Enzymes;
e  Whey;

e Sugar; or sugar products such as molasses, jaggery, grain bran;

e Honey;

e Lactic, acetic, formic and propionic bacteria, or their natural acid product when the
weather conditions or the fodder harvesting conditions could be perceived as a
constraint to adequate fermentation provided that it is approved by the competent

authority.

11. Health care

The organic livestock & poultry, in general, should follow the basic principles of

preventive health and productivity management wherein the focus would be on preventing

diseases, detecting underlying fertility and production problems and its correction primarily

on correcting management, nutrition and sanitation.

1. The producer in consultation with veterinarian should draw a program of health
management of animals and carry out testing of the herd as per the common diseases of
herd/ flock (Annex-7). The health care shall be based on the following broad

principles:

e the choice of appropriate breeds or strains of animals that can acclimatize,

adapt to environment as per clause 2;
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e the setting up of the animal husbandry practices should be appropriate to the
requirements of each species and should focus on encouraging strong
resistance to disease and prevention of infections;

e the use of good quality organic feed, together with regular exercise and
access to fodder/roughages, and/or open-air runs, so as to have positive
effects on natural immunological defense of the animal;

e appropriate stocking density of livestock & poultry so as to avoid

overcrowding and spread of infections or competition to feeding.

ii.  The farm should have an established system of detection of sub-clinical, sick or
injured animals and if, so detected, must be treated immediately. In cases where
isolation is necessary it will be so carried out in suitable housing areas. The
paramount interest in case of sickness would be animal welfare and mitigating pain
and suffering, and hence the producer shall not withhold medication even if the use

of such medication will cause the animal to lose its organic status.

iii. The use of veterinary medicinal products in organic farming shall comply with the

following principles:

e All vaccinations required by law of the land shall be permitted. Where
specific disease or health problems occur, or is predicted to occur, and there
are no alternative permitted treatment or management practice exist, use of
parasiticides, or therapeutic use of veterinary drugs are permitted under
prescription and supervision of a registered veterinarian, provided that the
mandatory withdrawal periods as provided under these guidelines (Annex 8)
are observed. In drugs where withdrawal period is not prescribed in these

guidelines, a minimum of 48 hours of withdrawal period shall be observed;

e For purpose of treatment and prevention of diseases and under-performances,
herbal/phyto-therapeutic (excluding antibiotics), homeopathic or ayurvedic
products shall be preferred to allopathic veterinary drugs or antibiotics,
provided that their therapeutic effect is effective for the species of animal and

the condition for which the treatment is intended;

e In case alternative therapeutic or preventive measures are unlikely to be

effective in combating illness or injury, allopathic veterinary drugs or
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antibiotics may be used under the responsibility and supervision of a

veterinarian.

iv.  The use of allopathic veterinary drugs or antibiotics or drugs derived from genetically
modified source for preventative treatments and for enhancing productivity or

fertility is prohibited.

v.  Hormonal treatment may only be used for therapeutic reasons and under veterinary

supervision.

vi. Growth stimulants agents or substances used for the purpose of stimulating growth or

production shall not be permitted.

12. Breeding and Management

i.  The major focus of livestock and poultry management shall be to provide care, comfort, and

respect to the animals and ensure their welfare in the farming system.

ii.  Livestock and poultry breeding methods shall be in accordance with and in compliance with

the principles of organic farming and shall take into account:

e The breeds and strains most suited to local conditions;

e The preference for reproduction through natural methods, although artificial
insemination may be used ;

e Embryo transfer techniques and the use of hormonal reproductive treatment shall not
be used unless prescribed therapeutic directed towards correcting the physiological
problem,;

e That breeding techniques employing genetic engineering shall not be used.

iii.  Mutilation, such as, tail docking, cutting of teeth, trimming of beaks and dehorning are not
permitted. In exceptional cases, some of these may be authorized by the accredited
Certification Body for reasons of safety (e.g. dehorning in young animals) or if they are
intended to improve the health and welfare of the livestock and poultry. Such surgical
procedures shall be carried out by a registered veterinarian at the most appropriate age; and

any suffering to and pain shall be reduced to a minimum. Wherever possible, anesthetic and
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analgesics shall be used. Physical castration is allowed only in order to maintain the quality

of products and traditional production practices (meat-type pigs, bullocks, capons, etc).

13. Manure and Urine Excreta Management

i.  Manure and urine excreta collection and management practices in the organic livestock &
poultry farm are a critical component. The collection, handling and disposal of the dung and

urine from shed, paddock, open run or grazing areas shall be implemented in a manner that:

e minimizes soil and water degradation;

e does not significantly contribute to contamination of water by nitrates, phosphates,
and pathogenic bacteria;

e optimizes recycling of nutrients; and

e does not include burning or any practice inconsistent with organic practices.

ii.  All manure storage and handling facilities, including composting facilities shall be designed,
constructed and operated to prevent contamination of ground and/or surface water and shall

be in accordance with the national standards established for the purpose.

iii.  Manure application rates shall be at levels that do not contribute to ground and/or surface
water contamination. The accredited Certification Body shall establish maximum application
rates for manure or stocking densities as per local conditions. The timing of application and

application methods shall not increase the potential for run-off into ponds, rivers and streams.

14. Transport

1. During transport, the producer shall prevent stress, injury, hunger, thirst, malnutrition, fear,
distress, physical & thermal discomfort, pain, disease during the transport and shall observe
the following conditions set in law of the land (For Livestock transport: IS 14904:2007 & for
Poultry transport: IS 5238:2001) as given below:

e All necessary arrangement be made in advance to minimize length of the journey
and meet the animal’s need during the journey;

e Animals must be fit for the intended journey;
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1l

1il.

Means of transport as well as the loading and unloading facilities must be
designed, constructed, maintained and operated so as to avoid injury and suffering
and ensure the safety of the animals;

Personnel that handle animals must be trained and competent as appropriate for
this purpose and must carry out their tasks without using violence or any other
method likely to cause unnecessary fear, injury or suffering;

Transport must carry out without delay to the place of destination and the welfare
conditions of the animals must be regularly checked and appropriately
maintained;

Sufficient floor area, height and other spacing requirements must be provided for
the animals, appropriate to their size and intended journey; and

Water, feed and rest must be offered to the animals at suitable intervals and

should be appropriate in quality and quantity to their species, size and age.

Efforts should be made to avoid or reduce following stress factors:-

Stress due to gathering and handling

Stress due to deprivation of, or changes in quantity or quality of food and water;
Stress due to extremes of temperature or change in climatic conditions;

Stress due to the groupings of animals strange to each other both within and
between species

Stress due to separation from others of the animals’ own kind

Stress due to unfamiliar surroundings, noises and sensations

Stress due to overcrowding and isolations

Stress due to fatigue

Stress due to exposure to disease

The use of electric stimulation or allopathic tranquilizers shall not be permitted during

loading and unloading of animals.

15. Slaughter of Animals:

1.

The slaughter of livestock and poultry shall be undertaken in a manner, which minimizes

stress and suffering, and shall be in accordance with the following national rules framed for

the purpose.

53





ii.

iil.

1v.

Vi.

vil.

Viil.

1X.

xi.

Livestock (IS 1982:1971): The by-products shall be from animals subjected to proper ante-
mortem and post-mortem inspection. The handling, storage and transport of slaughter-house

by-products shall follow IS 8895:1978

Poultry (IS 7049:1973): For handling, processing, quality evaluation and storage of poultry,
following shall be maintained. Approved products for cleaning and disinfection of the

buildings and installations are at Annex 9.

The slaughter, evisceration and packing of poultry should be conducted in such a manner as
will result in hygienic processing, proper inspection and preservation for the production of

clean and wholesome poultry and poultry products.

Separate rooms should be provided for:
e Live poultry receiving and holding
e Washing and disinfection of coops.
e Slaughter and bleeding
e Feather removal
e Evisceration, chilling and packing

¢ Inedible products room

Water Supply: The quality of water should satisfy the requirements of potable water.

Ventilation: Particular attention should be given to ventilation. Illumination should be
sufficiently strong, properly situated and should not cause glare.

Personnel hygiene: Personnel should wear special working clothes of washable material.
Proper training shall be given regarding hygiene, frequent hand washing, disinfection etc.
Ante-mortem and Post-mortem inspection of poultry shall be done in accordance with IS
6559:1972

Activities such as stunning, bleeding, scalding, plucking, feet removal, evisceration and

chilling, draining, grading etc. shall be done in accordance with IS 7049: 1973.

The minimum age for slaughter shall be:-
e 81 days for chickens
e 150 days for capons
e 140 days for male turkeys
e 100 days for female turkeys
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94 days for guinea fowls
70 days for female ducks
84 days for male ducks
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Annex 1

Animal Data Recording

The producer shall maintain the health, breeding and production records of animals maintained in
the farm. Each animal will be identified with a unique identification number with ear tags as

specified by International Committee on Animal Records (ICAR), as adopted by India.

Animal Identification: In case of cattle / buffalo, sheep and goat each animal will be applied
identification device as prescribed by ICAR and could be two-way plastic ear tag (laser-printed
numeric and in bar code) or three-way (additional RFID micro-chip) identification number of the
animal. In case of birds, flock may be identified. The identification devices of the out-going

animals shall not be recycled and used on other animals.

Animal Data Recording: The data of the animal should be recorded preferably in digital format so
that data retrieval is convenient. The animal data should be accessible to the veterinarian and the

inspection Authority. Following data for each animal should be recorded in case of ruminants:

e Parent details: Identification numbers and details of dam and sire
The Competent Authority may relax during the initial period, so specified, the condition
of details of sire in case of ruminants and pigs.

e Source: Whether in farm or purchased

e Purchase details: Date of purchase, date of introduction in the farm, details of the earlier
owner

e Animal Details: Date of birth, parity number

e Breeding Details: Details of dates of services, sire used, drying off, calving

e Production Details: Weight gain, milk produced (Minimum one record per month of
lactation) in case of cow and buffalo

e Sale Details: In case of sheep and goat weight at the time of sale, reasons for sale, the
purchaser details

e Health Details: All sickness treatment, diagnostic tests results, vaccination, deworming,

surgeries, etc.
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Minimum Surface Area Indoors & OQutdoors and Other Characteristics

Annex 2

of Housing in Different Species and Types of Production

1. Bovines, Equidae, Ovine, Caprine and Pig

Livestock Indoor Area Outdoor Area
(net area available to animals) (exercise area,
excluding pasturage)
Live Weight M*/Head M*/Head
Minimum (Kg)
Breeding & fattening Upto 100 1.5 1.1
bovine and equidae Upto 200 75 19
Upto 350 4.0 3
Over 350 5 with a 3.7 with a minimum of
minimum of 0.75m*/100kg
1m?*/100 kg
Dairy Cows 6 4.5
Bulls for breeding 10 30
Sheep & Goats 1.5 sheep/goat | 2.5
0.35 lamb/kid 0.5
Farrowing Pigs with 7.5 sow 2.5
piglets upto 40 days
Fattening pigs Upto 50 0.8 0.6
Upto 85 1.1 0.8
Upto 110 1.3 1
Piglets Over 40 days and 0.6 0.4
upto 30 Kg
Brood Pigs 2.5 female 1.9
6 male 8.0
(If pens are
used for natural
service:
10m?/boar)
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2. Poultry

Poultry Indoor Area Outdoor Area
(net area available to animals) (exercise area,
No. animals/m” | Cm nest excluding pasturage)
perch/animal
Laying Hens | 6 18 7 laying hens 4, provided that the limit
per nest or in of 170 kg of N/hac/year
case of common | is not exceeded
nest
120cm*/bird
Fattening 10 with a 20 (for guinea | - 4 broilers & guinea fowl
Poultry (in maximum of 21 | fowl only) 4.5 ducks
fixed Kgliveweight/m 10 turkey
housing) 2 In all the species

mentioned above the
limit of 170 Kg of
N/hac/year is not
exceeded
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Maximum Number of Animals per Hectare

Annex 3

Species/Class Maximum no. per Ha

Equines over six months old 2
Calves 5
Other bovine animals less than one year old 5
Male bovine animals from one to less than two 4
years old

Female bovine animals from one to less than two 4
years old

Male bovine animals two years old or over 2
Dairy Cows 2
Female breeding rabbits 100
Sheep 14
Goats 14
Piglets 74
Breeding Pigs 7
Pigs for fattening 14
Chicken 580
Laying Hens 230

59






Annex 4

Day Length Requirements for Poultry

Broilers: 23 hours light and 1 hour darkness throughout the rearing period

Layers:

Age Day length

0 — 8 weeks 23 hours light and one hour darkness

0 — 19 weeks Gradually decrease the light hours from 23 to 12 hours or
natural day length

20- 60 weeks Gradually increase the light hours from 12 to 16 hours

60 — 72 weeks Increase light to 18 hours

Other birds: Increase the light hours when the birds start laying eggs
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Annex 5

Permitted List of Feed Materials, Feed Additives &

Processing Aids for Animal Nutrition

1. Feed materials from plant origin

1.1. Cereals, grains, their products and by-products. The following

1.2.

substances are permitted:

@ Oats as Grains, Flakes, Middlings, Hulls and Bran;

€@ Wheat as Grains, Wheat as Germ, Middling, Bran [IS 2239:1971],
Gluten Feed, Gluten and Germ; [IS 2239:1971

@ Barley as Grains, Protein and Middlings;

€ Maize as Grains; Bran [IS 2153:1985] Middling; Germ Expeller and
Gluten [IS 2152:1972];

@ Sorghum as Grains;

€ Rice Germ Expeller and bran;

& Millet as Grains;

€ Rye as Grains and Middlings;

@ Triticale as Grains, Bran, Middlings, Brewers' Grains.

@ Other cereals & grains

Oil seeds, oil fruits, their products and by-products. The following
substances are permitted:

€ Rape seed and mustard [IS 1932:1986] as expeller and hulls;
€ Soya bean as bean, toasted, expeller and hulls;

€ Sunflower seed [IS 14702:1999] as seed and expeller;

@ Cotton as seed and seed expeller;

@ Linseed [IS 1935:1982] as seed and expeller;

@ Sesame seed [IS 1934:1982] as expeller;

€ Groundnut seed [IS 3441:1982] as expeller;

@ Palm kernels as expeller;

@ Safflower decorticated cake [IS 6242:1985]

@ Toria Cake
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€ Taramira Cake
€ Pumpkin seed as expeller;
@ Other oilseeds

€ Vegetable oils (from physical extraction).

1.3. Legume seeds, their product and by-products. The following substances

1.4.

are permitted:

€ Bengal gram as seeds, middlings and hulls
@ Black gram as seeds, middlings and hulls
@ Pigeon pea as middlings and hulls

€ Green gram as middlings and hulls

€ Horse beans as seeds middlings and bran
@ Lentil as middlings and hulls

@ Chickpeas as seeds, middlings and bran;

@ Ervil as seeds, middlings and bran as seeds submitted to heat treatment,
middlings and bran,

@ Peas as seeds, middlings, and bran;

@ Broad beans as seeds middlings and bran; and
€ Lupin as seeds, middlings and bran.

€ Other legumes

Tuber, roots, their products and by-products. The following substances
are included in this category:

@ Sugar beet pulp, potato
€ Sweet potato as tuber,

€ Potato pulp (by-product of the extraction of potato starch), potato starch,
potato protein and manioc

& Carrot
@ Turip
€ Other tubers
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1.5. Other seeds and fruits, their products and by-products. The following
substances are permitted:

@ Fruits & Fruit Pulps of apple, citrus fruits, pears, peaches, grapes, figs,
Pineapple, quinces, pumpkins;

€ Chestnuts, walnut expeller, hazelnut expeller; cocoa husks and expeller;
acorns.

€ Mango seeds [IS 12829:1989], tamarind seeds meal.

1.6. Forages and roughages. The following substances are permitted:

@ Cultivated fodder crops. Only the following fodder crops are included in
this category:
e Sorghum (Sorghum vulgare)
e Maize (Zea Mays)
e Bajara (Pennisetum typhoides)
e Teosinte (Euchlaena Maxicana)
e Cow Pea (Vigna ungui culata)
e Guar (Cyamopsis tetragonoloba)
e QOats (Avena sativa)
e Berseem (Trifolium Alexadrinum)
e Lucerne (Medicago Sativa)
¢ Senji (Melilotus Parviflora)
e Hybrid Napier
e Para Grass (Brachiaria mutica)
e Rhodes Grass (Chloris Gayana)
¢ Guinea Grass (Panicom Maximum)
¢ Sudan Grass (Soreghum Sudanenes)
e Mustard (Brassica spp)

@ Clover, Clover meal, Grass (obtained from forage plants), Grass meal,
€ Hay, Silage & Straw of ceral crops and Root vegetables for foraging.

@ Pasture Grass & Legumes: Following are included in this category:

¢ Anjan (Cenchrus ciliaris)

e Marvel (Dichanthium Annulatum)

¢ Dinanath (Penniactum pedicellatum)
e Kazungla (Setaria Sphacelata)

¢ Sain (Sehima nervosum)

e Siratro (Macroptilum atropurpureum)
e Stylo (Stylosanthes Humilis)

e Bankulthi (Atylosia Scarabaeoides)

e Field bean (Dolichos lablab)

o Butterfly Pea (Clitoria termatea)
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@ Lecaves of common Indian trees. Following tress are included in this
category whose leaves can be fed to animals
e Acacia Arabica (Babul)
e Acacia Senegal (Kumat)
e Adina cordifolia (Haldu)
¢ Ailanthus excelsa (Ardu)
e Amaranthus spinosus (Goja),
e Albizia lebbeck (Siras)
e Azadirachta indica (Neem)
e Banhinia variegate (Kachnar)
e (assia auriculata (Tarwad)
e Dalbergia Sissoo (Siss00)
¢ Ficus benghalensis (Bargad)
e Ficus relegiosa (papal)
¢ Ficus Glomerata (gular)
e Hardwickia binata (Anjan)
e Leucaena leucocephala (Subabul)
e Morus alba (Tut)
e Marus indica (Mulberry)
e Prosopis cineraria (Khejri)

1.7. Other plants, their products and by-products. The following substances
are included in this category:

€ Molasses

€ Scaweed meal (obtained by drying and crushing seaweed and washed to
reduce iodine content),

€ Powders and extracts of plants,
@ Plant protein extracts (solely provided to young animals),

@ Spices and herbs.

2. Feed materials from animal origin

2.1. Milk and milk products. The following substances are included in the
category:

€ raw milk
€ milk powder, skimmed milk, skimmed-milk powder,

@ buttermilk, buttermilk powder,
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€ whey, whey powder, whey powder low in sugar, whey protein powder
(extracted by physical treatment),

@ casein powder, lactose powder, curd and sour milk.

2.2. Fish, other marine animals, their products and by-products. Only the
following substances are included in the category:

@ fish, fish oil and cod-liver oil not refined;

@ fish molluscan or crustacean autolysates, hydrolysate and proteolysates
obtained by an enzyme action, whether or not in soluble form, solely
provided to young animals.

€ Fish meal [IS 4307:1983]

2.3. Eggs and egg products for use as poultry feed, preferably from the same
holding.

3. Feed materials from mineral origin [IS 1664:2002]

The following substances are included in this category:

€ Sodium:

e unrefined sea salt

e coarse rock salt

e sodium sulphate

e sodium carbonate

e sodium bicarbonate

e sodium chloride [IS 920:1972]

€ Potassium:

e potassium chloride;

¢ Calcium:

e lithotamnion and maerl

e shells of aquatic animals (including cuttlefish bones)
e calcium carbonate

e calcium lactate

e calcium gluconate;

@ Phosphorus:

e defluorinated dicalcium phosphate [IS 5470:2002]
¢ defluorinated monocalcium phosphate

e monosodium phosphate

e calcium-magnesium phosphate
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e calcium-sodium phosphate;

€ Magnesium:

e magnesium oxide (anhydrous magnesia)
e magnesium sulphate

e magnesium chloride

e magnesium carbonate

e magnesium phosphate;

4 Sulphur:

e sodium sulphate

4. Feed additives, certain substances used in animal nutrition and
processing aids used in feeding stuffs

4.1. Feed additives

4.1.1.Trace elements the following substances are included in this category:

@ Iron
e ferrous (II) carbonate
e ferrous (II) sulphate monohydrate and / or heptahydrate
e ferric (III) oxide;
@ lodine:
e calcium iodate, anhydrous
e calcium iodate, hexahydrate
e sodium iodide;
€ Cobalt:
e cobaltous (II) sulphate monohydrate and/or heptahydrate
e Dbasic cobaltous (II) carbonate, monohydrate;
€ Copper:

e copper (II) oxide
e basic copper (II) carbonate, monohydrate
e copper (1) sulphate, pentahydrate;

€ Manganese:

e manganous (II) carbonate
¢ manganous oxide and manganic oxide
e manganous (II) sulfate, mono- and/or tetrahydrate;
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€ Zinc:

e zinc carbonate

e zinc oxide

e zinc sulphate mono- and/or heptahydrate;
€ Molybdenum:

e ammonium molybdate,

¢ sodium molybdate;
€ Selenium:

e sodium selenate
e sodium selenite

4.1.2. Vitamins, pro-vitamins and chemically well defined substances having
a similar effect. The following substances are included in this category:

@ preferably derived from raw materials occurring naturally in feeding
stuffs, or

@ synthetic vitamins identical to natural vitamins only for monogastric
animals

By derogation from the first subparagraph, and during a transitional period
as determined by the competent authority, the use of synthetic vitamins of
types A, D and E for ruminants may be authorized in so far as the following
conditions are met:

@ the synthetic vitamins are identical to the natural vitamins, and

@ the authorization issued by the Competent Authority is founded on
precise criteria.

Producers may benefit from this authorization only if they have demonstrated
to the satisfaction of the inspection body or authority that the health and
welfare of their animals cannot be guaranteed without the use of these
synthetic vitamins.

4.1.3.Microorganisms: following microorganisms are included in this
category:

€ microorganisms such as lactobacillus, yeast, etc., that are not genetically
modified.

4.1.4.Preservatives: the following substances are included in this category:
@ Sorbic acid
€ Formic acid
€ Acetic acid

& Lactic acid
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@ Propionic acid

& Citric acid

The use of lactic, formic, propionic and acetic acid in the production of silage
shall be only permitted when weather conditions do not allow for adequate
fermentation.

4.1.5. Binders, anti-caking agents and coagulants. The following substances
are included in this category:

@ Calcium stearate of natural origin

@ Colloidal silica

@ Kieselgur

@ Bentonite

€ Kaolinitic clays

€ Natural mixtures of stearites and chlorite
€ Venniculite

@ Sepiolite

@ Perlite

4.1.6.Antioxidant substances. The following substances are included in this
category:

€ Tocopherol — rich extracts of natural origin

4.1.7.Silage additives. The following substances are included in this category:

€ cnzymes, yeasts and microorganisms that are not genetically modified.

4.2. Certain products used in animal nutrition

The following products are included in this category:

@ brewer's yeasts

4.3. Processing aids used in feeding stuffs

4.3.1. Processing aids for silage. The following substances are included in this
category:

@ sea salt, coarse rock salt, whey, sugar, sugar beet pulp, cereal flour and
molasses,
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4.4. Biologicals and Immunologicals in feed:

@ Colostrum powder / whole colostrum provided that it is preferably
derived from animals that are reared under organic farming.

Ayurvedic and plant-derived products that are claimed to have immunopotentiating
properties

69





Annex 6

Enzymes and their Sources Permitted for Use in Animal / Poultry

Name of the Enzyme

Source

alpha-Amylase

Aspergillus niger, var.
Aspergillus oryzae, var.
Bacillus amyloliquefaciens
Bacillus lentus

Bacillus licheniformis
Bacillus stearothermophilus
Bacillus subtilis, var.
Barley malt

Rhizopus niveus

Rhizopus oryzae, var.

Maltogenic alpha-Amylase

Bacillus subtilis

beta-Amylase

Barley malt

Cellulase

Aspergillus niger, var.

Humicola insolens

Trichoderma longibrachiatum (formerly
reesei)

alpha-Galactosidase

Aspergillus niger, var.
Mortierella vinaceae var. raffinoseutilizer
Saccharomyces sp.

beta-Glucanase

Aspergillus niger, var.

Bacillus lentus

Bacillus subtilis, var.

Humicola insolens

Trichoderma longibrachiatum (formerly
reesei)

B-Glucosidase

Aspergillus niger

Glucoamylase
also known as amlyo - glucosidase

Aspergillus niger, var.
Aspergillus oryzae, var.
Rhizopus niveus
Rhizopus oryzae, var.

Hemicellulase

Aspergillus aculeatus

Aspergillus niger, var.

Bacillus lentus

Bacillus subtilis, var.

Humicola insolens

Trichoderma longibrachiatum (formerly
reesei)

Invertase

Aspergillus niger, var.
Saccharomyces sp.

Lactase

Aspergillus niger, var.
Aspergillus oryzae, var.
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Name of the Enzyme

Source

Candida pseudotropicalis
Kluyveromyces marxianis var.lactis
(formerly Saccharomyces sp.)

beta-Mannanase

Aspergillus niger, var.
Bacillus lentus
Trichoderma longibrachiatum

Pectinase

Aspergillus aculeatus
Aspergillus niger, var.
Rhizopus oryzae

Pullulanase

Bacillus acidopullulyticus
Bacillus licheniformis containing Bacillus
deramificans gene for pullulanse

Xylanase

Aspergillus niger, var.

Bacillus lentus

Bacillus subtilis, var.

Humicola insolens

Trichoderma longibrachiatum (formerly
reesei)

Lipase

Aspergillus niger, var.

Aspergillus oryzae, var.

Candida rugosa (formerly cylindracea)
Rhizomucor (mucor) miehei

Rhizopus oryzae

Rhizomucor (Mucor-) miehei

Rhizopus oryzae

Bromelain

Pineapples — stem
fruit

Ficin

Figs

Papain

Papaya

Protease (general)

Aspergillus niger, var.
Aspergillus oryzae, var.
Bacillus amyloliquefaciens
Bacillus licheniformis
Bacillus subtilis, var

Catalase Aspergillus niger, var.
Micrococcus lysodeikticus
Phytase Aspergillus niger, var.

Aspergillus oryzae, var.
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Annex 7

List of Diseases for Herd / Flock Diagnosis

In consultation with the veterinarian should draw a program of health management of
the animals and carry out testing of the herd for following diseases:

Cattle including buffaloes:

Brucellosis:
Leptospirosis
Mastitis
Tuberculosis
Para-tuberculosis

Sheep and Goat:

Brucellosis:
Leptospirosis
Tuberculosis
Para-tuberculosis

Pigs:

e Swine fever
e Brucellosis

e Mycoplasma gallinarum
e Fowl Typhoid
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Annex 8

Antibiotic / Antibacterial Withdrawal Period

Intramammary Preparations

Discard time for milk

1 Benzathine cloxacillin 72 Hrs (of milk discard)
2 Cloxacillin sodium 48 Hrs (of milk discard)
3 Hetacillin potassium 72 Hrs (of milk discard)
4 Prcaine penicillin G (Peanut oil) 84 Hrs (of milk discard)
Withdrawal periods (Sheep and Goats)
Sr. | Drug Pre-slaughter withdrawal
No. time (days)
1 Chlortetracycline (Oral) 2
2 Procaine penicillin-G 9
3 Procaine penicillin-G, dihydrostreptomycin 30
sulphate
4 dihydrostreptomycin sulphate 30
5 Erythromycin 3
6 Sulphamethazine 10
7 Sulphamethazine (Oral) 10
8 Sulphaquinoxaline(Oral) 10
9 Sulpfisoxazole(Oral) 10
11 Tetracycline(Oral) --
12 | Thiabendazole (Oral) 30
Withdrawal periods (Swine)
Sr. | Drug Pre-slaughter
No. withdrawal time
(days)
1 Chlortetracycline (Oral) 2
2 Procaine penicillin-G 30
3 Procaine penicillin-G, dihydrostreptomycin sulphate 30
4 Dihydrostreptomycin sulphate 30
5 Erythromycin 7
6 Ampicillin trihydrate 15
7 lincomycin hydrpchloride 2
8 Oxytetracycline HCI1 26
9 Tylosin 4
10 | Amoxyecillin trihydrate (oral) 15
11 | Ampicillin trihydrate (oral) 15
12 | Chlortetracycline, Sulphathiazole, Procaine penicillin 7
(oral)
13 Chlortetracycline, sulphamethazine, penicillin (oral) 15






Sr. | Drug Pre-slaughter
No. withdrawal time
(days)
14 | Chlortetracycline HCI (oral) 5
15 | Dihydrostreptomycin (oral) 30
16 | Erythromycin (oral) 7
17 | Furazolidine (oral) 5
18 | Hygromycin B (oral) 2
19 | Lincomycin (oral) 6
20 | Nystatin (oral) --
21 Oxytetracycline (oral) 26
22 | Penicillin 50gm/900kg ffed (oral) 0
23 | Spectinomycin dihydrochloride pentahydrate (oral) 21
24 | Streptomycin, sulphathizole, phthalylsulphathiazole 10
(oral)
25 Sulphachloropyridazine sodium (oral) 4
26 | Sulphaethoxypyridazine (oral) 10
27 | Sulphamethazine (oral) 15
28 Sulphaquinoxaline (oral) 10

Withdrawal periods (Poultry)

Sr. | Drug Pre-slaughter

No. withdrawal time
(days)

1 Bacitracin 0

2 Carbomycin 1

3 Chlortetracycline 1

4 Erythromycin 2

5 Gentamycin sulphate (inj) 35

6 Lincomycin 5

7 Monensin sodium 5

8 Nitrofurazone 5

9 Novobiocin 4

10 | Oleandamycin --

11 Oxytetracycline (50-200gm/900kg feed) 0

12 | Penicillin (2.4-125 gm/900kg) 0

13 | Spectinomycin 5

14 | Sulphadimethoxine 5

15 | Sulphaquinoxaline 10

16 | Tylosin Phosphate 5

Reference : Jones Veterinary pharmacology and Theraputics Vth edition. Toxicity of
drug and chemical residues
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Annex 9

Products Authorized for Cleaning and Disinfection of
Livestock Buildings and Installations

Potassium and sodium soap

Water and steam

Milk of lime

Lime

Quicklime

Sodium hypochlorite (e.g. as liquid bleach)
Caustic potash

Hydrogen peroxide

Natural essences of plants

Citric, peracetic acid, formic, lactic, oxalic and acetic acid
Alcohol

Nitric acid (dairy equipment)

Phosphoric acid (dairy equipment)
Formaldehyde

Sodium carbonate
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Appendix 3

ORGANIC BEE KEEPING/APICULTURE

1. Choice of breed/strains

For the choice of bees for rearing, preference shall be given to indigenous species of

bee, such as Apis cerena indica, Apis mellifera, A.lorae, A.dorsata, Mellipona spp. &

Trigona spp.-Dammar (Indian stingless honey bees) and their local ecosystem.

1.1 Sources/origin

1.

il.

iil.

1v.

A planned programme of establishing bee nurseries shall be encouraged.

The hives shall be made of the natural material to avoid contamination to the
environment and the apiculture products.

The bee wax for the new foundations shall be sourced from organic production
units.

Only natural products such as propolis, wax and plant oils shall be used in the
hives.

A colony infested with any one of the notifiable diseases (Annex 1) shall not
be certified and allowed to be sold, purchased or transferred from the hives,

walls, pots, logs etc.

2. Conversion Period

L.

11.

1il.

The conversion period shall not apply when bees are grown in wild and in
natural conditions.

One-year conversion period shall apply to those bee colonies/apiaries which
are reared.

During conversion the bee colonies shall be placed in isolation and the

foundation comb shall be made from organic wax.

3. Hiving the Honey Bees

L.

Where wall hives are in use, these shall accommodate movable standard

frames depending upon the requirement of honey bee species.
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11.

1il.

1v.

Vi.

vil.

The foundation comb shall be made from organic wax.

For renovation of apiaries, 10% per year of the queen bees & the swarms may
be replaced by the non-organic queen bees & swarms in the organic
production unit, provided that the queen bees & swarms are placed in hives

with combs or comb foundations coming from organic production unit.

Each bee hive shall primarily consist of natural materials. Use of construction

materials with potentially toxic effects is prohibited.

Persistent materials may not be used in bee hives where there is a possibility
of permeation of the honey and where residues may be distributed in the area

through dead bees.

The apiaries shall be placed within a radius of 3 kms from the organic farms.
These conditions shall not apply when the farms are not in flowering stage or

when the hives are in the dormant condition.

Natural products such as propolis, wax & plant oils can be used in the hives.
The use of the chemical repellants is prohibited during the honey extraction

operations.

4. Apiary Management

L.

11.

iil.

A location where one or more honey bee colonies are assembled together and
collectively managed may be considered as an apiary.

An apiary site shall be as close to a natural source of clean hygienic water and
bee flora as possible, protected from wind, direct sunlight, severe heat, severe
cold, rain, wild animals, ants, termites and exposure to insecticides or toxic
fumes or poisonous chemicals. An apiary shall not be located in unclean areas
or at a site where the presence of bees is likely to cause public nuisance. It
shall be 5 m away from public path or highway.

In case of wild collection, the collection area shall be organic or wild, and
shall be varied as possible to fulfill the nutritional needs of the colony and

contribute to good health.
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1v.

The number of honey bee colonies kept in such an apiary shall be limited to
optimum in relation to forage resources within the same flight, range, so as to
avoid over stocking.

All brood or full-depth frames shall be wired to withstand breakage of combs

during inspection, migration and extraction, etc.

5. Feed

1.

1l

1il.

During the short intervals of local dearth periods, if there are no adequate
honey and or pollen stores within the colony, the producer shall provide
organic sugar feeding or organic pollen supplements or both so as to maintain
colony strength or both so as to maintain colony strength without letting the
honey bee starve. Feeding shall only take place after the last harvest before the
season when no foraging feed is available.

At the end of the production season, hives shall be left with sufficient reserves
of honey & pollen to survive the winter. The feeding of colonies shall be seen
as an exception to overcome temporary feed shortages due to climatic
conditions.

The feeding of the colonies shall only be permitted where the survival of the
hives is endangered due to climatic conditions & only between the last honey
harvest & 15 days before the start of the next nectar or honey dew flow period.
The feed supplied shall be fully organic. Feeding shall be with organic honey,

organic sugar syrup or organic sugar.

6. Health care

1.

ii.

1il.

1v.

Veterinary medicine shall not be used in bee keeping.

For pest and disease control and for hive disinfection the products mentioned
in Annex 2 are allowed.

For the purpose of protecting frames, hives & combs, in particular from pests,
products listed in Annex 2 are permitted.

Physical treatments for disinfections of apiaries such as steam or direct flame

are permitted.
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v.  The practice of destroying the male brood is permitted only if the colony is

infested by Varroa destructor.

vi.  If despite all the preventive measures, the colonies become sick or infested,
they shall be treated immediately and, if necessary, the colonies can be placed

in isolation apiaries.

7. Breeding and Management

i.  Clipping of wings of queen bees are prohibited.

il. For the renovation of apiaries, 10% per year of the queen bees and swarms
may be replaced by non-organic queen bees and swarms in the organic
production unit provided that the queen bees and swarms are placed in hived

with combs or comb foundations coming from organic sources.

8. Periodic cleaning

Beehives shall be cleaned periodically. Each colony shall be periodically inspected
once or twice in a month and in a manner causing least disturbance and provocation to
honey bees. Debris accumulated on the bottom board shall be collected in a container
and incinerated. Pieces of wax combs shall be pooled together and be melted for wax
recovery. Old combs shall be melted and comb renewal induced.

Where colonies are over- wintered and packed, periodic cleaning shall be dispensed

with, during the packed period.

9. Record keeping

Records shall be maintained for each of the colonies during periodic inspections. If
case of suspicion of incidence of any disease immediate remedial measures shall be

taken.

10. Transport/Migration

1. If the local dearth period or periods are prolonged beyond 6 to 8 weeks
continuously, the producer shall, if possible, migrate the colonies to the

nearest sources of organic forage from farm(s) or forest(s) through individual
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or collective migration. The producers may also migrate in other organic

localities having different flora and different flowering periods.

ii.

Prior to migration all the colonies shall be thoroughly examined for any

deficiencies like absence of queen bee, food shortage, etc, and such deficiency

shall be rectified.

1il. Colonies shall be packed so as to :

secure in position various hive components, frames in particular;

avoid shaking during transit;

provide adequate ventilation to the bees;

prevent congestion inside;

provide feeding or water in transit, if necessary; and

prevent honey bees escaping through gaps in entrance gates, and other

components.

iv.  The migration shall be done preferably at night or in cool weather avoiding

adverse temperature. The colonies shall be loaded with their frames parallel to

the direction of movement in case of trucks and at right angles in case of train

transport. Migration by air, rail or truck shall be planned well in advance so as

to avoid damage due to avoidable delay in transit.

v.  Proper arrangement like cleaning the apiary site, arranging hive stands,

providing clean water shall be done prior to the arrival of the colonies at the

migratory site(s).

vi.  On arrival at the migratory site, the colonies shall be promptly arranged on the

hive stands and the entrance gates opened at the earliest appropriate hour.

vii. The first post—migration inspection shall be done within 7 days after the colonies

settle down to work. During this inspection, it may be observed whether there are

any combs broken, queens lost, bees dead, etc. The old combs which need

immediate replacement shall be taken to one side of the hive where the queen

does not generally lay eggs. These old combs shall be subsequently removed and

wax recovered and the empty frames shall be sterilized by dipping in hot water

and shall be dried in direct sun before giving foundation strips for comb renewal.
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viii.  In addition to honey flow and pollination, this migration period can also be
looked upon as an occasion for increase in the number of colonies by simple
divisions or planned queen rearing programme. The superannuated queens

shall be replaced by young mated queens.

ix. A colony infested with any of the notified as epidemic region, inter-state or

inter-regional migration from such area to other regions shall be prohibited.

11. Product extraction

i.  Colonies shall be developed to their full strength by the beginning of the flow

season by uniting weak colonies.

ii.  Augmenting medium colonies with sealed brood combs and honey bees or
both;

iii.  Giving simulative organic feeding; and

iv.  Giving comb foundation strips for drawing combs and expanding brood nest.

v.  Dummy or division boards shall be used for colonies which still fall short of
full strength by a couple of combs so as to induce them to the supers. The
colonies which are still weak shall be transferred to nuclei, to obtain some
surplus honey yield.

vi.  The moment nectar starts coming in, supers shall be added to the colonies.
When the first supers are more or less filled with honey but not sealed, a fresh
super shall be given in order to provide additional storing space. It may be
desirable to have three supers for each colony in the apiary as the normal life
of super combs is three years.

vii.  Honey shall be extracted only when the combs are sealed by the honey bees.
Extract or unripe honey will lead to fermentation and spoilage.

viii.  Towards the end of the flow the brood rearing is reduced, and honey is often
instinctively stored in the brood combs to provide for the ensuring local dearth.
Therefore, honey shall never be extracted from brood combs.

ix. At the end of the flow, and after the honey has been extracted, the empty combs
shall be got cleared of honey bees and preserved carefully in supers in a cool,
dry, rat-proof enclosures with suitable preservatives against wax moth and other

inspect pests. Such drawn out combs shall be reused during the next honey
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flow. A producer shall equip himself with at least two supers of such drawn out
combs for each colony in his apiary to derive maximum harvest from each

honey flow.

12. Extraction of honey

ii.

iil.

1v.

Vi.

Vil.

Viii.

1X.

x1.

Xii.

Honey shall be extracted only from sealed combs.
The used of brood combs is prohibited for honey extraction.
At time of harvest, repellent consisting of prohibited substances (chemical

synthetic repellents) shall not be used, except smoke.

Excessive smoke shall not be used as it may taint the flavour of honey or
otherwise spoil it.
Extraction shall be done only in a clean, fly-proof enclosure.
All the equipments used for extraction shall be thoroughly cleaned in boiling
water, before use. The use of brood combs is prohibited for honey extraction.
During extraction, the honey shall run through a strainer of 1.40mm.
The containers used for collecting the extracted honey shall be of stainless steel,
aluminum or if of other metal, shall be thickly tinned or galvanized.
The container shall have covers and each shall carry a label specifying the name
of the producer, date and place of extraction.
Persons engaged in extraction of honey shall be free from any contagious
disease, shall wear clean clothes and shall clean their hands with a disinfectant
soap.
Honey extracted from the colonies with infectious bee diseases shall be kept
separate and not mixed with general lot. This honey shall be pasteurized before
marketing. It shall never be fed either in processed or unprocessed form to the
bees.
The extracted honey in air-tight containers shall be taken to the pooling and
processing centres as early as possible. Even during the short interval the honey
remains with the roducer, it shall be stored in cool, dry and hygienic place and

shall be protected from smoke, heat and insects.
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13 .Extraction of beeswax

i.  Every producer shall scrupulously collect every bit of beeswax. This is usually
obtained from the old combs during renewal, bits of bur and brace-honey cells.
Wax from different honey bee species shall be kept separately.
ii.  Beeswax from cappings is the purest form of wax and, shall be stored
separately without mixing it with general recovery of beeswax in apiary.
iii.  The old and discarded combs shall be stored in containers with tight-lids and
shall be melted at the earliest to avoid further deterioration and infestation
with wax moth. These melting can be cast in slabs of desired size, shape &

mass.

14. Crop pollination

A producer shall realize that besides harvesting honey and wax, he shall also mobilize
his honeybees for pollination of agricultural/horticultural crops to increase the

agricultural productivity.

15. Conservation of bee flora

Viability of the beekeeping industry depends on the density and composition of local
flora. Forest vegetation shall not, therefore, be destroyed. Trees, shrubs and herbs

providing bee forage shall be particularly conserved.
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b A

List of Notifiable Honey Bee Diseases
(IS 6695:1998)

American Foul Brood (AFB)
European Foul Brood (EFB)
Acarine Disease

Nosema Disease
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Annex 2
Approved Products in Beekeeping for Disinfestations/Cleaning/

Disease-Pest Control
Caustic soda
Lactic acid, Oxalic acid, Acetic acid
Formic acid
Sulphur
Etheric oils
Bacillus thuringiensis
Menthol
Thymol
Eucalyptol
Camphor
Azadirachtin
Gelatine
Hydrolysed Proteins
Lecithin
Plant Oils
Pyrethrins

Quassia

YV V.V V V V V V VYV V V V V V V V V VY

Rotenone extracted from Derris spp., Lonchocarpus spp. &
Terphrosia spp.

Micro-organisms

Diammonium phosphate in traps

Pheromones (in traps & dispensers)

Soft Soap

Lime Sulphur

Paraffin Oils

Mineral Oils

Quartz sand

Sulphur

YV V.V V V V V V V VY

Potassium bi-carbonate
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Appendix 4

ORGANIC AQUACULTURE PRODUCTION

1. Organic Management Plan

During the registration of the farm by the accredited Certification Body, the producer

has to present an organic management plan to the accredited Certification Body which

requires to be verified during the inspection. This plan should be updated annually

and shall apply to all aquatic organisms cultured in fresh and brackish water ponds

and open water bodies in estuaries and sea. (Black tiger shrimps, Indian major carps,

freshwater prawns and bivalves) for production, processing and certification under

these standards.

2. Conversion period

1.

11.

1il.

Adoption of organic aquaculture requires an interim period, ‘the conversion
period’. Commencement of the conversion period shall be taken as the date of

first inspection by the accredited Certification Body.

The conversion shall take into account the species-specific needs like the
husbandry practices and management system, past use of the site with respect
to waste and sediment, and water quality for welfare of the animal. Adequate
separation between the organic and non-organic production unit should be

maintained.

The length of the conversion period would vary depending on the species,
method of production, location and local conditions. Generally, for drainable
systems where cleaning and disinfection is carried out, the conversion period
shall be 6 months/ one crop whichever is longer and in case of drainable and
fallowed, the conversion period shall be 12 months. In case of non-drainable
systems which can not be disinfected, the conversion period shall be 24
months (freshwater prawn, carps). In case of open water farming, the

conversion period shall be considered as 3 months (bivalves).
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1v.

il.

iii.

1v.

V1.

Vil.

Viii.

In a hatchery/farm practicing parallel production, the producer shall keep the
organically produced and in-conversion animals separate and maintain

adequate records to show the separation.

Ecosystem management

Conversion of mangrove ecosystem to aqua pond is prohibited. Mangrove
destruction is also prohibited while constructing water intake channels,

approach road etc for farming.

In existing coastal farms, where ever possible, due consideration may be given

for planting mangroves as a means for ecosystem restoration and conservation.

Care shall be taken during construction of the ponds so as not to create water
logging condition in the adjacent area that would affect surrounding

ecosystems or result in conditions not conducive for

A buffer zone of at least 10 m should be left between farms following organic
farming principles and conventional farming. The size of the buffer zone could
be increased based on the natural situation, water distribution system, tidal
flow, the upstream and downstream locations of organic production unit. The
buffer zone could be a barren piece of land or a pond/cultivated land. The
production of this buffer zone shall follow organic principles but the produce

will be treated as conventional.

Salination of adjacent agriculture land and drinking water sources by way of
organic shrimp farming is strictly prohibited. Wherever saline water culture is
adopted, a buffer zone of around 200 m should be left between the pond and

adjacent agriculture land/drinking water source.

Exposed area of the farm should be planted with native vegetation to prevent
soil erosion and to enhance natural ecosystem dynamics. Farms located in
areas free from vegetation (dunes, desert) may be excluded from this

requirement.

Adequate steps are required to minimize nutrient discharge and/or suspended

solids to water bodies especially during harvesting.

Release of toxic or otherwise harmful substances in the pond, channels or the

banks should be prevented. Care should be taken while handling equipments
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1X.

Xi.

il.

1il.

1v.

V1.

Vil.

Viii.

and machineries such as pumps, generators and aerators to avoid any leakage

of fuels and lubricant.

Care should be taken so that the materials and substances used in the

construction should not affect the biodiversity and environment.

Specific measures should be adopted to minimize negative environmental

impact including escape of farmed stock.

Killing predatory birds and animals are prohibited. Scaring devices/protective

fencing etc, are allowed to save crops.

Selection of site

In selecting the site, ensure that the surrounding aquatic and terrestrial
ecosystems are not adversely affected through modifications brought about by

construction of the farm.

Areas with known record of contamination with heavy metals or industrial
pollution may be avoided. Testing is required to be carried out for record of
the contaminants in an ISO17025 approved and APEDA /recognized

laboratory.

Soil quality should be conducive for culture and extreme conditions like high

saline or acid soil may be avoided.

Forest area or land with thick vegetation should not be used for construction of

new farms.

In developing new farms or expanding existing farms, the producer should
ensure that the natural vegetation is protected. Care should be taken to have

significant coverage of bund area with vegetation.

Use of ground water for the culture purpose of tiger shrimps is prohibited. For

other species the groundwater should be avoided.

In case of the bivalve farm, the location of the farm should be as close as

possible to the sea to ensure maximum circulation of sea water.

The bivalve farm site should meet the criteria as per Annex 1 in terms of
general water quality, trace metal contents, biotoxin levels and microbial loads

(within the optimum range of pH, salinity, temperature etc.)
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2.

11.

1l

1il.

1v.

Vi.

Choice of breeds and strains

Endemic species is preferred over exotic species. If exotic species are to be
selected, their impact on endemic species and environment should be

ascertained.

Any kind of genetically engineered stock is prohibited. Stocks obtained
through selective breeding are permitted, but seed production in this case

should be based on organic principles.

Source of seed and breeding

Breeds and the breeding techniques appropriate for the species, environment,
production systems and local conditions should be followed for minimizing

stress to the brood stock.

Collection of wild seed for selective stocking is prohibited (except for
bivalves). In traditional farming systems passive entry of wild seeds is allowed

as it ensures species diversity in farming operation.

Organically certified seed should be used. When organic seed is not available,
the certifying body would prescribe a time limit for use of non-organic seed

depending upon the species.

For carps and fresh water prawns, the maximum percentage of non-organically
produced juveniles allowed to be introduced to the farm shall be 80 %, 50 %
and 0 % by second, third and fifth year from the year of notification.

Collection of natural brood stock for tiger shrimp is permitted until

domesticated brood stock is commercially available in the country.

As a rule physical manipulation of animals for obtaining egg/larvae as in the
case of eye stalk ablation in tiger shrimp are not encouraged. This practice will
be allowed up to five years from the date of notification, by when it is expected
that the on-going R & D programs in the country would lead to the development
of technology for natural spawning of captive brood stocks on commercial

scale.
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Vil.

Viil.

1X.

xi.

Xii.

xiii.

X1v.

XV.

XVi.

XVii.

XViil.

XiX.

XX.

The certified organic hatchery should source the initial stock from natural water
bodies to raise them as brood stock with organic protocol at least for three

months before their breeding.
Maintain documents to ensure traceability of brooders and all other inputs for
hatchery operation.
Synthetic hormone application for artificial propagation is not allowed.

Since exogenous hormone supply is an essential requisite for induced spawning

of carps, use of pituitary gland may be accepted.

To avoid stress to the animal, thermal manipulation for accelerated larval
development/growth or maturation, beyond natural range is prohibited in

hatcheries.

In carps, pre- and postponement of brood stock maturation through thermal/
hormonal manipulation and their subsequent breeding is not permitted for seed

production in certified organic hatchery.
The disinfection and cleaning in the hatchery should not have any impact on
the surrounding environment. Only approved disinfectant and cleaning agents
should be used ensuring that there will not be residues. (Annex 2)
Use of antibiotics is prohibited (Annex 3), but use of probiotics is allowed.
The soil and water quality parameters of the environment of the vicinity of the
hatchery/farm should be monitored and recorded to ensure no adverse impact.
Proper sanitation and hygiene of the hatchery/farm and its surroundings should
be maintained. Entry of stray animals such as dogs, cats, cattle etc., should be
avoided by proper fencing.
Transport practices shall ensure the welfare of the animals
A hatchery may convert in full or partial for the production of organic seed.
The hatchery shall maintain organically and conventionally produced seed in

separate units and maintain adequate records to show the separation.

Hatchery/farm producers shall possess the necessary basic knowledge and

skills as regards to the health and the welfare needs of the cultured species.

In case of bivalves, collection of natural brood stock is permitted, but use of

chemicals as a means of triggering spawning is not allowed.
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XX1.

XXii.

The bivalve seeds can be sourced from natural bed using spat collectors or
from organic hatchery. Remote setting is allowed, but use of chemicals for

spat settlements is prohibited. The producer shall maintain records

for source of the wild seeds to trace back the collection area.

4. Culture practices

Husbandry practices, including feeding, design of installations, stocking densities
and water quality shall ensure that the developmental, physiological and

behavioral needs of animals are fully met.

5. Pond preparation

1.

11.

1il.

1v.

For elimination of unwanted fishes, sun drying, netting or application of plant
derivatives like tea seed cake (Camellia sinensis), mahua oil cake (Bassia
latifolia), derris root powder (Linchocarpus sp.) and Neervalam (Crotelaria
tigilum) are permitted. Use of any synthetic herbicides and pesticides are

prohibited.

Use of agricultural lime, dolomite or quick lime is permitted for disinfection

and acidity corrections.

Fertilization with locally produced manures/ nutrients (organic types — farm
yard manure, vermicompost) for maintaining good phyto and zooplankton and
a stable pond environment should be followed. Biodegradable processing by-
products of plant or animal origin may be used depending upon the feeding
behavior of the cultured organisms. The list of inputs for nutrient management
should be followed as per annex 2. Integrated farming system can be adopted

for recycling of the nutrients.

Cowdung/poultry manure/farm yard manure/vermi-compost may be used as
nutrient source for carp farming. Intermittent application of cowdung/poultry
manure during culture operation should be in the fermented form. The manure

to be used should be from organic sources.

6. Stocking

1.

The production systems have to follow single-stocking unless it is defined as a
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ii.

1il.

iv.

Vi.

Vii.

ii.

1il.

polyculture system.

Stocking density to be limited so as not to compromise with the animal well
being, ecological capacity of the site and species-specific physiological need

and animal behavior.

For shrimp farming, the maximum stocking density is 6 no.s/m* and biomass
in the pond shall not exceed 1400 kg/ha/crop and for freshwater prawns the
stocking density up to 2.5 no.s/m> and biomass in the pond shall not exceed

800 kg/ha/crop.

For nursery rearing of freshwater prawns, the maximum stocking density of

20 no.s/ sq.m is permitted.

For carp fry and fingerlings production in nursery, the maximum stocking
density is 2 million spawn/ha (200 no.s/m”) and 0.1 million fry/ha (10 nos/
m?), respectively.

For grow-out production of carps, maximum stocking density of 4,000
fingerlings/ha (0.4 nos/ m?) may be followed and the maximum biomass

should not exceed 3 tonnes/ha at any point of time.

In case of carp farming, polyculture of compatible carp species is preferred

over monoculture in order to utilize the ecological niche effectively.

Pond management

Ponds are required to be designed to maintain suitable environment most
befitting with the natural behavior of the stock. The water quality must be
conducive for the species to live in (within the optimum range of pH, salinity,
oxygen, temperature, nitrogen fractions, BOD etc) during the production

cycle.

For cleaning and disinfections, only substances from approved list shall be
used.

Periodic monitoring of water quality parameters (dissolved oxygen, pH,
salinity, temperature, ammonia etc) is to be undertaken to maintain optimum

water quality and plankton
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1v.

vi.

vil.

Viii.

iX.

x1.

Effluent water quality (nutrient load, suspended solids, ammonia etc) has to be

closely monitored at least twice in a crop (mid way and during harvest).

In case of carp farming, floating vegetation cover with 10-15% of the water

surface should be provided in the production pond.

Energy requirements for aeration, heating, pumping etc, should be kept to the
minimum. Data regarding energy consumption may be documented and

subjected for inspection.

The energy requirement for pumping and aeration may be met from renewable

sources like wind, solar power etc., if possible.

Measures of aeration must not be used in the pond to raise the stocking density
above the permitted level. Aeration is permitted only under exigencies of

culture conditions to save the stock.

Use of substrate for periphytic growth is permitted for enhancing the natural
food availability in the pond. Use of plastics or any other synthetic materials

may not be permitted for this purpose.

As far as possible avoid use of plastics except for most essential items such as

nets, crates, floats etc.

Placing hideouts such as tiles, bamboo twigs, earthen pipes etc., are allowed

for freshwater prawns for protection during moulting.

8. Bivalve farming

1.

ii.

1il.

1v.

In the case of bivalves like mussels and oysters, the grow-out methods
permitted are off- bottom racks, rafts, long-lines and stakes using ropes and

nets.

Production shall take place within areas delimited by posts, floats or other
clear demarcations and shall as appropriate be restrained by net bags, cages or

other man-made means.

In case of mussels, the stocking density should not exceed 2 kg/m rope and the

production should not exceed 15 kg/m rope.

Biofouling organisms shall be removed by physical means and appropriately
returned to the sea away from the farming site. Biological control measures

are allowed.
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12. Supplementary Feeding

1.

ii.

iii.

iv.

vi.

vil.

Vviil.

iX.

X1.

Maximum advantage of the natural productivity of the pond should be

exploited in order to reduce the dependence on supplementary feed.

The natural feeding behaviour of the animal should be explored to meet the
nutritional and dietary need of the species for all its life stages. To meet
requirements beyond the portion met by the natural productivity, certified
organic feed should be provided. The non-organic feed is permitted only if
organic feed is not available till initial one year of farming. Record should be

maintained regarding the source of the feed/ingredients.

Farm made feeds can be used provided that the ingredients are from organic
sources. The accredited Certification Body shall verify the record of the

authenticity of the ingredients.
Ingredients from Genetically Modified Organism (GMO) shall not be used .

To ensure environmental sustainability use of aquatic animal protein and oil in

feeds should be minimum and from verifiable source.

In case of tiger shrimp and freshwater prawn, the fish meal content in the feed
should not exceed 20 % and the total protein content of animal origin should

not exceed 25%.

In case of carp farming use of animal protein including fish meal in

supplementary feed should be avoided.

Feed prepared from certified organic ingredients avoiding possible entry of
antibiotics/ pesticides/ heavy metals/ antioxidants/ preservatives/growth
hormones during the process is to be used for supplementary feeding. Excess

feeding should be avoided. Check trays may be used for assessing feed intake.
Minerals, trace elements, vitamins or pro-vitamins to be used in the feed shall
be of natural origin as far as possible. Growth promoters and synthetic amino
acids are not permitted

An organic feed mill may convert in full or partial for the production of
organic feed. The feed mill shall maintain organically and conventionally
produced feed separate and maintain adequate records to show the separation.

The daily ration should be distributed in accordance with the feeding habit of

the cultured organisms and should be closely monitored and recorded.
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Xil.

Culture of live fish food organisms, like algae, rotifers, artemia etc., for
shrimp hatchery may be carried out in accordance with principles of organic

agriculture wherever possible, otherwise permission should be obtained.

13.Health Management

1.

il.

iii.

iv.

Use of human excrement and sewage should be prohibited. There should be

routine health monitoring of stocked animals and this should be documented.

‘Prevention is better than cure’ should be the guiding principle for seed

production as well as grow-out farming.

Chemotherapeutics with allopathic veterinary drugs, and other harmful
chemicals are prohibited (Annex 4). Herbal formulation and homeopathic

medicines are allowed.
Yeast based organic preparations and probiotics of certified origin are

permitted to improve water/animal-rearing condition and to control pathogens.

GMO based preparations are not permitted.

14.Harvest and Transportation

1.

1l

1il.

1v.

Harvesting method shall be humane and aquatic animals shall be subject to

minimum stress during harvest

Harvesting should be carried out by repeated netting or by draining the pond
water slowly. Sufficient care is taken that non-target organisms like aquatic

birds, reptiles and mammals are not accidentally killed.

Care should be taken that the harvesting practice should not harm the natural

system and surroundings.

Animals sold live should be transported with minimum stress. Others should

be chill killed at farm site itself.

Use of chemicals like sodium metabisulphate is prohibited, however ascorbic
acid is allowed to stop discoloration. (Annex 2 & 3 for approved & restricted

inputs and methods)
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15. Processing
i.  Pre-processing and processing of the animals is not to be carried out at the
farm site.

ii.  The post-harvest handling including storage and transport should be carried

out hygienically.

iii.  Processing and packaging of the organic produce shall be carried out in the
Organic certified processing units. Defined measures shall be taken to
maintain the organic integrity of the processed product. The limit of permitted

and prohibited substances for use in aquaculture processing is at Annex 5.

16. Mandatory visit for the Accredited Certification Bodies

1. Accredited Certification Bodies shall inspect the units during the production

cycle.

1i. Bivalve production units shall be inspected before and during maximum

biomass production by the accredited Certification Bodies.
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Annex 1

Classification of Water bodies for Bivalve Farming

The site should meet the criteria of the ‘approved’ in terms of general water quality

and microbial load as per the specification given below:

Class | Microbial standard Post-harvest treatment

A Live bivalve molluscs from these areas must not None
exceed 230 MPN E. coli per 100 g of flesh and
intra-valvular liquid

B Live bivalve molluscs from these areas must not Purification, relaying in class A
exceed the limits of a five tube, three dilution area or cooking by an approved
Most Probable Number (MPN) test of 4,600 E. method
coli per 100 g of flesh and intra-valvular liquid

C Live bivalve molluscs from these areas must not Relaying for a long period or
exceed the limits of a five tube, three dilution cooking by an approved
Most Probable Number (MPN) test of 46,000 E. method
coli per 100 g of flesh and intra-valvular liquid

Prohi | 46,000 E. coli per 100 g of flesh and intra-valvular | Harvesting not permitted

bited | liquid
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Annex 2

Approved List of Aquaculture Inputs

Piscicides of Herbal Origin
e Mahua Oil Cake (Bassia latifolia)
e Tea Seed Cake (Camellia sinensis)
e Neervalam (Crotelaria tigilum)
e Derris root powder (Linchocarpus sp.)
Water/Soil reformers/conditioners
e Agrilime (CaCOs3)
e Quick Lime
Biofertilisers/manures/nutrients (from organic sources)
e Compost from FYM
e Vermi-Compost
e Cowdung
e Biodegradable processing by-products of animal/plant origin
e Micronutrients and essential chemical fertilizer for micro algal culture
e Mushroom spent wash
Chelating Agents
e EDTA
Disinfectants
e Jodine (IP Grade)
Live feed from hatchery
e Micro Algae

e Artemia
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e Moina
e Branchionus

e Copepodes

e Seed material from Certified Organic Hatchery (as 1% choice)
e Seed from conventional hatcheries (in the absence of certified organic
hatchery)
Feed
e Compounded feed from Certified organic feed-mill with certified ingredient
from organic agriculture
e Live feed reared under the principles of organic agriculture/aquaculture
Processing
e Cleaning Compounds
o Tea pol (Labolene)
e Sanitizers
o Chlorine
e Processing Additives
o Food Grade Oxygen (O;)
o Carbon Dioxide (CO;)
o Nitrogen (N;)
e Taste/Flavouring agents

o Table Salt
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Annex 3

Prohibited List of Aquaculture Inputs

All synthetic weedicides, piscicides, pesticides and insecticides

Chemical fertilizers

Wild seeds and seeds from GMO’s and their derivatives

Synthetic hormones

Processing chemicals such as Ethylene oxide, Methyl bromide, Aluminium
phosphide, Hexachlorocyclohexane (HCH) Lindane, Pyrethrum extract and

Sulphite
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Annex 4

List of Prohibited Antibiotics and Pharmalogically Active

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

Substances for Aquaculture

Chloramphenicol

Nitrofurans  including  Furazolidone, Nitrofurazone, Furaltadone,
Nitrofurantoin, Furylfuramide, Nifuratel, Nifursoxime, Nifurprazine and all
their derivatives

Nemoycin

Nalidixic Acid
Sulphamethoxazole
Aristolochia spp and preparations thereof
Chloroform
Cholrpromazine
Colchicine

Dapsone

Dimetridazole
Metronidazole
Ronidazole
Ipronidazole

Other nitroimidazoles
Clenbuterol
Diethylstilbestrol (DES)

Sulfonamide except approved sulfadimethoxine, sulfabromomethazine and
sulfacthoxyrpyidazine

Floroquinolones

Glycopeptides
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Annex 5

List of Permitted & Prohibited Substances for Use in
Aquaculture Processing

A. Processing Additives

Permissible additives

e Nitrogen (N2) (E941)

e Carbon dioxide (CO;, (E290)

e Natural vegetable substances for neutralization of unwanted components of
taste upon explicit approved under this standards

Prohibited additives

e Sulphite (Sodium metabisulphite (E223) for stabilisation of colour

e Phosphate (for using in order to make fish fillets look better)

e (Carbon monoxide (CO) for stabilization of colour

B. Processing Methods

Allowed methods

All common methods used for the treatment of aqua produce and for the

production and preservation of the final products

Prohibited methods

The use of smoking process using smoke from the household fireplace with the

product to be smoked hanging from the roof

e Black smoking

e Liquid smoke treatment

e Salting by injection
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Appendix 5

ORGANIC FOOD PROCESSING AND

HANDLING

1. Specific Requirements

Any handling and processing of organic products should be optimized to maintain the

quality and integrity of the product.

The operator must develop an organic production and handling plan. An organic

production and handling plan must include :

(i)
(i)

(111)

(iv)

(v)

Description of practices and procedures to be performed

List of each substances/inputs used during production, storage and
handling indicating its composition, source, locations where it will be
used and documentation of commercial availability as applicable. The
approved ingredients and additives used in food processing of organic
products is at Annex — 1 (A) & (B).

Description of the monitoring practices and procedures followed and
maintained to verify the plan is effectively implemented

Description of the record keeping system implemented to comply with
the requirements of NPOP

Description of the management practices and separation measures
established to prevent commingling of organic and non organic

products during parallel processing and handling

(vi) Pollution sources shall be identified and contamination avoided.

(vi)

Processing and handling of organic products should be done separately

in time or place from handling and processing of non-organic products.

(vii) All products shall be adequately identified through the whole process.

(viii) Certification programme shall regulate the means and measures to be

(ix)

allowed.
Recommended for decontamination, cleaning or disinfections of all

facilities where organic products are kept, handled, processed or stored
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2. Pest control

(1) Pests should be avoided by good manufacturing practices. This includes
general cleanliness and hygiene.
(i1) Treatments with pest regulating agents must thus be regarded as the last resort.
(ii1)) Recommended treatments are physical barriers, sound, ultra-sound, light and
UV-light, traps (incl. pheromone traps and static bait traps), temperature
control, controlled atmosphere and diatomaceous earth.
(iv) A plan for pest prevention and pest control should be developed.
(v) For pest management and control the following measures shall be used in
order of priority:
e Preventive methods such as disruption, elimination of habitat and
access to facilities
e Mechanical, physical and biological methods
e Pesticidal substances contained in the Appendices of the national
standards
¢ Other substances used in traps
(vi) Irradiation is prohibited.
(vii) There shall never be direct or indirect contact between organic products and
prohibited substances. (e.g. pesticides). In case of doubt, it shall be ensured
that no residues are present in the organic product.

(viii) Persistent or carcinogenic pesticides and disinfectants are not permitted.

3. Ingredients

(1) 100% of the ingredients used in processing shall be organic except where an
organic ingredient is not available in sufficient quality or quantity, non organic
ingredients may be used to a minimum extent only in case of essential
technological need or for particular nutritional purpose. Such non organic raw
material shall not be genetically engineered. The accredited Certification Body
may authorize the use of non-organic raw materials subject to periodic re-

evaluation.
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(i1) The same ingredient within one product shall not be derived both from an

organic and non-organic origin.

(iii))  Preparations of micro-organisms and enzymes commonly used in food
processing may be used, with the exception of genetically engineered micro-
organisms and their products. For the production of enzymes and other micro-

biological products, the medium shall be composed of organic ingredients.
(iv) Water and salt may be used in organic products

(v) Minerals (including trace elements), vitamins and similar isolated ingredients
shall not be used. The certification programme may, grant exceptions where
use is legally required or where severe dietary, or nutritional deficiency can be

demonstrated.

(vi) Ethylene gas is permitted for ripening

4. Processing Methods

(1) Processing methods should be based on mechanical, physical and biological
processes.

(11) The vital quality of an organic ingredient shall be maintained throughout each
step of its processing methods and shall be chosen to limit the number and
quantity of additives and processing aids. The following kinds of processes are
approved :

o Mechanical and physical

o Biological

. Smoking

o Extraction

o Precipitation
o Filtration

(111) Extraction shall be either with water, ethanol, plant and animal oils, vinegar,
carbon dioxide, nitrogen or carboxylic acids. These shall be of food grade

quality, appropriate for the purpose
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(iv)Filtration substances shall not be made of asbestos nor may they be permeated
with substances which may negatively affect the product.

(v) Irradiation is not allowed.

5. Packaging

(1) Biodegradable, recyclable, reusable systems and eco-friendly packaging
materials shall be used wherever possible

(i1) Material used for packaging shall not contaminate food. Certain additives for
use in manufacturing of packaging films for packaging of organic food stuffs
are allowed for restricted use (Annex 2)

(ii1) The packages shall be closed in such a manner that substitution of the content
cannot be achieved without manipulation or damage of the seal.

(iv) The accredited Certification Body shall approve the packaging material for

use.

6.Labelling

6.1 Labeling Requirements:

(1) Labelling shall convey clear and accurate information on the organic
status of the product.

(1)) When the full standards requirements are fulfilled, products shall be sold
as "produce of organic agriculture" or a similar description.

(ii1) The label for conversion products shall be clearly distinguishable from
the label for organic products by mentioning the year of conversion.

(iv) The name and address of the person or company legally responsible for
the production or processing of the product shall be mentioned on the
label.

(v) Product labels should list processing procedures, which influence the
product properties in a way not immediately obvious. All components of
additives and processing aids shall be declared.

(vi) Additional product information shall be made available on request.

(vii)Ingredients or products derived from wild production shall be declared

as such.
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6.2 Processed products

(1) Single ingredient products may be labelled as "Organic" when all standard
requirements have been met.

(i1) Multi ingredient products where not all ingredients, including additives, are of
organic origin may be labelled in the following way (raw material weight):

e  Where a minimum of 95% of the ingredients are of certified organic
origin, products may be labelled "certified organic" or similar and
should carry the logo of the certification programme.

e  Where less than 95% but not less than 70% of the ingredients are of
certified organic origin, products may not be called "organic". The
word "organic" may be used on the principal display in statements like
"made with organic ingredients" provided there is a clear statement of
the proportion of the organic ingredients. An indication that the product
is covered by the certification programme should be used, close to the
indication of proportion of organic ingredients.

e  Where less than 70% of the ingredients are of certified organic origin,
the indication that an ingredient is organic may appear in the
ingredients list. Such product may not be called "organic".

(111) Added water and salt shall not be included in the percentage calculations of
organic ingredients. For aquaculture products the use of iodized salt shall be
referred on the labels.

(iv) All raw materials of a multi-ingredient product shall be listed on the product
label in order of their weight percentage. It shall be apparent which raw
materials are of organic certified origin and which are not. All additives shall
be listed with their full name.

(v) If herbs and/or spices constitute less than 2% of the total weight of the
product, they may be listed as "spices" or "herbs" without stating the
percentage.

(vi) Organic products shall not be labelled as GE (genetic engineering) or GM
(genetic modification) free in order to avoid potentially misleading claims
about the end product. Any reference to genetic engineering on product labels

shall be limited to the production method.
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(vii) The label of a certified organic product must depict the name and logo
of the accredited Certification Body, accreditation number and India Organic
Logo

(viii) The accredited Certification Body shall verify the labelling
requirement and approve the labels of their certified operators before the

labels are used

7. Storage & Transport

(1) Organic products shall be stored at ambient temperature. The following

special conditions of storage are permitted

. Controlled atmosphere
. Cooling

J Freezing

o Drying

. Humidity regulation

(i1) Product integrity should be maintained during storage and transportation
of organic products. Organic Products must be protected at all times from
co-mingling with non-organic products and from contact with materials
and substances not permitted for use in organic farming and handling.

(i11)Where only part of the unit is certified and other products are non-organic,
the organic products should be stored and handled separately to maintain
their identity.

(iv)Bulk stores for organic product should be separate from conventional
product stores and clearly labeled to that effect.

(v) Storage areas and transport containers for organic product should be
cleaned using methods and materials permitted in organic production.
Measures should be taken to prevent possible contamination from any

pesticide or other treatment not listed in Annex — 2 of Appendix 1.
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Annex 1 (A)

Food Additives Including Carriers for Use in Production of

Processed Organic Food

International Product Preparation of Conditions for use
Numbering food products
System Plant | Animal
origin | origin

INS 170 Calcium carbonate N, v Not for use for
colouring/calcium
enrichment of products

INS 220 Sulphur dioxide \ N For fruit wines without
added sugar

INS 270 Lactic acid v For concentrated fruit /
veg. juice & fermented
veg. products

INS 296 Malic acid v

INS 290 Carbon dioxide N N

INS 300 Ascorbic acid v v For meat products

INS 306 Tocopheroles, mixed, <\ N Antioxidant for fats and

natural concentrates oils

INS 322 Lecithin v N For milk products (to be
obtained without use of
bleaches and organic
solvents)

325 Sodium lactate N For milk based and
meat products

INS 330 Citric acid v v For concentrated
fruit/veg. Jam,
fermented veg. product

INS 331 Sodium citrate v

INS 333 Calcium citrate v

INS 334 Tartaric acid N,

INS 335 Sodium tartarate N

INS 336 Potassium tartarate N

INS 341 Mono calcium \ For raising flour only

phosphate

INS 400 Alginic acid \ \ For milk based products

INS 401 Sodium alginate v \ For milk based products

INS 402 Potassium alginate \ \ For milk based products

INS 406 Agar N, v For milk based and
meat products

INS 407 Carrageenan \ \ For milk products

INS 410 Locust bean gum N N

INS 412 Guar gum N N

INS 414 Arabic gum N N

—_
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INS 415 Xanthum gum \ N

INS 422 Glycerol N, For use in plant extracts

INS 440 Pectin \ \ For milk based products

INS 464 Hydroxy propyl methyl | +/ For encapsulation

Cellulase material for capsules

INS 500 Sodium carbonate \ \ For milk product
substances

INS 501 Potassium carbonate N, For drying of grape
resins

INS 503 Ammonium carbonate | +/

INS 504 Magnesium carbonate N

INS 509 Calcium chloride v \ For milk coagulation

INS 516 Calcium sulphate \ Restricted; For use only
as carrier

INS 524 Sodium hydroxide N

INS 551 Silicon dioxide \ Anticaking agent for
herbs & spices

INS 553 Talc v Coating agent for meat
products

INS 938 Argon v v

INS 939 Helium <\ \

INS 941 Nitrogen N N

INS 948 Oxygen v v
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Annex 1 (B)

Processing Aids and Other Products for Use for Processing of
Ingredients of Agricultural Origin from Organic Production

Product

Preparation of food
products of

Conditions for use

Plant origin | Animal
origin
Water v v Potable water standards
Calcium chloride \ Coagulation agent
Calcium carbonate v Coagulation agent
Calcium hydroxide N
Calcium sulphate \ Coagulation agent
Magnesium chloride v Coagulation agent
Potassium carbonate v Drying of grapes
Sodium carbonate \ Sugar production
Lactic acid v For regulation of pH of
brine bath in cheese
production
Citric acid N, v For regulation of pH of
brine bath in cheese
production; oil production
and hydrolysis of starch
Sodium hydroxide v Sugar production, oil
production from rape seed
Sulphuric acid \ \ Gelatin production
Sugar production
Hydrochloric acid v Gelatin production
Ammonium hydroxide v Gelatin production
Hydrogen peroxide v Gelatin production
Carbon dioxide N N
Nitrogen N N
Ethanol N N Solvent
Tannic acid N Filtration aid
Egg white albumin N
Casein N
Gelatin ~
Isinglass \
Vegetable oils \ \ Greasing, releasing or
antifoaming agent
Silicon dioxide gel \
Activated carbon v
Talc N In compliance with the

specific purity criteria for
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food additive

Kaoline N N
Cellulose \ \ Gelatin production
Diatomaceous earth N N Gelatin production
Perlite N N Gelatin production
Hazel nut shells \
Rice meal N,
Bee wax \/ Releasing agent
Flavouring Agents

(1) Volatile (essential) oils produced by means of solvents such as oil, water,

ethanol, carbon dioxide and mechanical and physical processes
(i1) Natural smoke flavour
(ii1))  Use of natural flavouring preparations should also be approved by the

Certification Body

Preparations of Micro-organisms

(1) Preparations of micro-organisms accepted for use in food processing

(11) Genetically modified microorganisms are excluded

(i11)  Bakers yeast produced without bleaches and organic solvents

Ingredients
(1) Drinking water
(i1) Salt

(ii1))  Minerals (including trace elements) and vitamins where their use is legally
required or where severe dietary or nutritional deficiency can be

demonstrated.
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Annex 2

Approved Products for Packaging of Organic Foodstuffs

Certain products are allowed for use in organic agricultural for packaging of

foodstuffs, however, many of these are restricted for use in organic production. In

this annex “restricted” means that the conditions and procedures for use shall be set

by the accredited certification programme.

Use of plastics for packaging of organic foodstuffs

S. No. Products Limitation
1. 4,4°-Bis(2-benzoxazolyl)stilbene Restricted
2. 9,9-Bis(methoxymethyl)fluorine Restricted
3. Carbonic acid, copper salt
4. Diethyleneglycol Restricted
5. 2-(4,6-Diphenyl-1,3,5-triazin-2-yl)-5-

(hexyloxy)phenol
6. Ethylenediaminetetraacetic acid, copper salt Restricted
7. 2-(2-Hydroxy-3,5-di-tert-butyl-phenyl-5-
chlorobenzotriazole
8. 2-Methyl-4-isothiazolin-3-one Restricted
9. Phosphoric acid, trichlorocthylester
10. | Polyesters of 1,2 propanediol and/or 1,3-and 1, 4 Restricted
butanediol and/or polypropyleneglycol with adipic
acid, also end-capped with acetic acid or fatty acids
C10-C18 or n-octanol and/or n-decanol
11. 1,1,1-Trimethylolpropane
12. | 3-hydroxybutanoic acid 3-hydro xypentanoic acid, Restricted
copolymer

Permissible Packaging Material for aquaculture

e Paper, wax paper, paper coated with PE

e Polyethylene (PE), polypropylene (PP), polyacrylic, polyamide (PA) (single

compound or as coating)

e Polystyrene cold boxes with PE coating film or inside bag

e Textile packaging (tested for harmful substances)

e Glass other methods (clip seals)
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CHAPTER 4

ACCREDITATION OF CERTIFICATION BODIES

APEDA shall function as the Secretariat to service the NAB for the implementation of
accreditation of the Certification Bodies under NPOP. APEDA shall meet the requirements of
ISO/IEC17011 and shall have documented policies and procedures for implementation of

accreditation and surveillance of the Certification Bodies.

4. ACCREDITATION CRITERIA

4.1 Categories for Accreditation

4.1.1 Accreditation under the National Programme for Organic Production (hereinafter the
NPOP) may be sought in respect of the Standards approved under the NPOP from time to
time including the following:

(1) Crop production

(11)  Livestock, Poultry and Products
(iii))  Beekeeping /Apiculture

(iv)  Aquaculture Production

(v) Food Processing & Handling

(vi)  Any other categories of product Standards of which have been approved
under the NPOP by the National Accreditation Body (NAB) from time to
time

4.1.2 The NAB shall decide on the categories for accreditation based on the assessment of the
Certification Body’s compliance with the requirements for undertaking inspection and

certification for the respective categories.
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4.2 General criteria and principles
The general criteria and principles of accreditation shall be based on ISO Guide 65 /
ISO/IEC17065. However, the Certification Bodies would necessarily have to meet the

criterion set out in the present document.

The Certification Body shall have clearly laid out Policies and Procedures in their Quality
and Operating Manual(s). The policy and procedures shall be based on the following criteria
and principles. For each relevant criteria and principle, the evaluation of the certification
program shall not only assess the theoretical content, but also the practical application of the

policies and procedures.

4.2.1 Legal Entity/ Organization Structure

(1) The applicant body (National and International) seeking accreditation under
the NPOP shall have an established office in India for carrying out

certification of organic products of Indian origin.

(1)  The applicant body may either be a registered company, registered society,
trust, co-operative or State Government Organization with financial stability

and resources required for operating the certification programme

(ii1)  The applicant body shall have a defined organizational structure with adequate
infrastructure support as prescribed under ISO 17065. The organizational
structure of the Certification Body shall be such so as to foster confidence in
the implementation of its certification programme. In particular, the
Certification Body shall:

a. Be impartial
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Shall have well laid out procedures and be responsible for decisions relating
to the grant, maintenance, extension, suspension and withdrawal of
certification

Have a structured management, as explained in more detail herein below
Have the relevant documents evidencing its legal status

Have structures that enable participation of all groups/ individuals
concerned with the formulation and development of policies pertaining to its
certification programme

Ensure that decisions on certification are taken by persons other than those
who conduct the inspection and evaluation of the operators

Have adequate arrangements to cover liabilities arising from its operations
and activities

Have financial stability and resources required for the formulation and
implementation of its certification programme

Employ a sufficient number of personnel having necessary qualification and
technical capability for the formulation and implementation of its
certification programme

Maintain an Internal Quality System for better implementation of its
certification programme

Have policies and procedures to distinguish between product certification
and other activities in which it is engaged;

Ensure freedom from any commercial, financial and other pressures which
might influence the results of the certification process

. Devise formal rules and regulations for the appointment and functioning of
committees and groups involved in the certification programme

Ensure activities of related bodies do not affect the confidentiality,
objectivity and impartiality of its certification and it shall not supply or
design products of the type it certifies

Have policies and procedures for redressal of grievances arising from its

certification programme.
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4.2.2 Management

The Certification Body shall define the overall responsibility of its management to address, inter

alia the following:

. Inspecting and assessing the compliance of the operator as per the National
Standards for Organic Production

. Formulating policies relating to the functioning of the operator

o Taking decisions on certification of operator

o Supervising the implementation of its internal policies

o Supervision of the finances

o Delegating authority to committees or individuals as required for the

implementation of its certification programme.

4.2.3 Quality System

(1)

(i)

(iii)

(iv)

The Certification Body shall have a documented policy for ensuring quality. It is
the duty of the Certification Body, through its management, to ensure that the said

policy is understood and implemented at all stages of its certification programme.

The Certification Body shall operate an effective quality system in compliance
with the standards and criteria provided in this document

The Certification Body shall designate the quality manager for ensuring that the
quality system is established, implemented and maintained in accordance with the

standards and criteria provided in this document.

The Certification Body shall follow a quality management system based on the
policies and procedures laid down in the form of a Quality Manual and an
Operating Manual. The quality manual shall, inter alia, include the following:

e a statement of intent;
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brief description of the legal status of the Certification Body and its
activities, specifically in the field of certification activities for the last 3
years;

the names, qualifications and experience of the Certification Body’s
management and those personnel involved in the certification programme;

the Certification Body’s organizational set-up showing the allocation of
duties and functions of those involved in the certification programme;

the procedures for conducting internal audits;
the policy and procedures for conducting internal management reviews
including the review of the certification programme;
administrative procedures including document control and record keeping
and maintenance;
the operational and functional duties and responsibilities of those personnel
involved in the quality system;

the policy and procedures for the selection, recruitment, training and
monitoring of personnel involved in the certification programme;

the policy and procedures for handling non-conformities and for assuring
the effectiveness of any corrective and preventive actions taken;

the procedures for evaluating products and implementing the certification
programme. This shall include the conditions for the issue, retention and
withdrawal of the certification granted and

the policy and procedures for dealing with complaints, appeals and

disputes

4.2.4 Competence

(i)

The Certification Body shall ensure that its management and all personnel
concerned with its certification programme demonstrate professional competence
in the formulation and implementation of its certification programme. The

Certification Body shall specify the basic minimum qualification of all the
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persons involved in the organic certification programme in its Quality and

Operating Manual(s).
(i) The Certification Body shall ensure that it has adequate resources, financial and
otherwise, for the competent and optimum formulation and implementation of its

certification programme.

(ii1)) The Certification Body shall conduct an internal review annually for the purpose

of effective implementation of its certification programme.
4.2.5 Independence
The Certification Body shall have clearly laid down policy and procedures in its manual
to enable it to be free to operate without undue influence from vested interest or
otherwise.

4.2.6 Accountability and Responsibility

(1) The management and personnel of the Certification Body shall be accountable for

their actions in the discharge of their functions in the certification programme.

(i) The Certification Body shall be responsible for all the actions taken in furtherance

of its certification programme by its management, personnel and sub-contractors.

4.2.7 Objectivity

(1)  The Certification Body and all those involved in the certification programme shall

be impartial.
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(i1)) The inspection and certification of operators shall be based on an objective

assessment of the relevant factors specified in the present chapter.

4.2.8 Credibility

The Certification Body shall have procedures to ensure that there is no misuse of the
certification granted to the operator and of the implementation of the certification

programme.

4.2.9 Internal Audits and Management Reviews

(i)  The Certification Body shall conduct periodic internal audits, on an annual basis,
in a planned and systematic manner to ensure effective implementation of the

certification program.

(i)) The Certification Body shall ensure that:

e personnel responsible for the competency(s) audited are informed of the

outcome of such audit;
e corrective action is taken in a timely and appropriate manner and

e results of the audit are documented.
(ii1)) The Certification Body’s management shall periodically review its quality system
to ensure effective implementation of the Certification programme. Such reviews
shall be documented.

4.2.10 Public Information

(1) The Certification Bodies shall actively inform the public of the scope of its

certification and the contents of the standards.
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(i)

The Certification Bodies shall have a documented policy for public

information. It shall at least include:

standards and a general description of the Certification Bodies shall be
available to the public and
Certification Bodies shall have an updated list of certified operators,

including names and addresses (location).

4.2.11 Documentation & Document Control

(1)

(i)

The Certification Body shall maintain the following documents:

Information about the authority under which the Certification Body
is conducting its activities

A documented statement of its certification program including the
policies and procedures for the grant, maintenance, extension,
suspension and withdrawal of certification

Information about the inspection and evaluation procedures and
certification process relating to each category of certification

A description of the means by which the Certification Body
obtains financial support and general information on the fees
charged to operators desirous of being certified

Information about the procedures for handling complaints, appeals
and disputes

A directory of the certified products

Any other information deemed relevant.

The Certification Body shall establish and maintain policies and
procedures for the creation and control of all documents and data that
relate to its certification programme. These documents shall be available

to the Evaluation Committee during their visit. The Evaluation Committee
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shall have the right to give its feedback and recommendations to the

Certification Body on the better maintenance of documents, if required.

(ii1))  The Certification Bodies shall maintain a system for the control of all

documentation relating to the certification system and shall ensure that:

4.2.12 Confidentiality

(i)

(i)

The latest issue of the relevant documents are available

All correction in documents are made by the authorized persons

All changes are processed in a manner, which will ensure direct and
speedy action

Obsolete documents are removed from use

All certified operators are notified of the changes

Documents shall be reissued when substantial amendments are made

A register of all appropriate documents with the respective date of

issues shall be maintained.

The Certification Body shall have adequate arrangements consistent with

applicable laws to safeguard confidentiality of the information obtained in the

course of its certification programme at all levels of its organization, including

committees and external bodies or individuals acting on its behalf.

Except as required in this document or by law, the information collected during

the implementation of the certification programme about a particular product or

operator shall not be disclosed to a third party without the written consent of such

operator. Where the law requires information to be disclosed to a third party, the

Certification Body shall inform the operator in question of such requirement.
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4.2.13 Participation

The Certification Body shall establish policies and procedures to ensure participation of all

stakeholders involved in the certification programme.

4.2.14 Non-discrimination

The Certification Body shall ensure that its policies and procedures are formulated and
implemented on a non-discriminatory basis and no distinction shall be made on the basis of race,

nationality, religion, gender etc.

4.2.15 Personnel

(1) The Certification Body’s personnel shall be competent and technically qualified
to perform their roles and functions in the certification programme. Specifically,
the Certification Body shall state in its quality manual the names, positions,
descriptions, qualification including experience, training and education of all the
personnel involved in the certification programme. The Certification Body’s

personnel should have minimum 2 years experience in relevant field.
(i) The Certification Body shall also provide a description of any training that the
Certification Body has provided or intends to provide to its personnel in respect of

its certification programme.

(ii1)) The documentation of such information shall be open to inspection by the

Evaluation Committee.

4.2.16 Subcontracting

(1) If the Certification Body decides to subcontract work related to the inspection of

operators to a third party, it shall establish a documented system for overseeing
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(i)

the role and functions of the subcontracted party which shall address issues of

confidentiality and conflict of interest.

The Certification Body shall:
e Take full responsibility for subcontracted work which shall extend only to
inspection
e Ensure that the subcontracted party complies with the requirements laid
down in this document

e Ensure that the subcontracted party remains impartial in its functioning.

4.2.17 Conflict of Interest

(1)

(i)

The Certification Body’s personnel involved in the formulation and
implementation of its certification programme shall declare in writing to the
Certification Body that they have no relation whatsoever, whether personal or

professional, with the operator.

All personnel with a potential conflict of interest shall be excluded from
participating in the certification program in all manner. In the case of paid
consultancy undertaken by inspectors, such exclusion shall apply only for a period

of 2 years.

4.2.18 Other functions

(1)

The Certification Body shall not provide any product or services, which could
compromise the integrity, confidentiality and/ or implementation of its
certification programme. The Certification Body shall ensure that the functions of
any of its related entities do not affect the implementation of its certification

programme.
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(i1) The Certification Body upon accreditation shall not provide any paid consultancy
services to the operators. The Certification Body may offer advice to the operators

regarding compliance with the standards prescribed in the NPOP.

(i11)) Information available in the public as well as advice through newsletters,
seminars etc, may be offered to the operators by the Certification Body in a non-

discriminatory manner.

4.2.19 Annual Reports

The Certification Body shall be required to prepare and submit an annual report on the
status and outcome of its certification program in the prescribed format to APEDA

every year.

4.3 INSPECTION AND CERTIFICATION

4.3.1 The Inspection and Certification procedures

The procedures mentioned in this chapter along with the National Standards for Organic
Production will cover the requirements to be fulfilled by the accredited Certification Bodies
under NPOP and for the organic programme operated by them under ISO Guide 65/ISO17065.
Details of the procedure of inspection, certification and the redressal of grievances regarding
certification are also covered in this chapter. Certification Bodies shall demonstrate a high degree
of competence, consistency and effectiveness in the practical application of these procedures
which shall form part of the operating manual of the accredited Certification Body.

The defined procedures shall apply to Certification Bodies for inspection and certification of
production at the production farms (individual and grower groups), wild collection, processing
units (including sub contracted units) and at all stages in handling (storage units, packaging,

shipments etc).
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4.3.1.1 Inspection

The accredited Certification Bodies shall follow Standard inspection procedures as per

ISO19011

(@)

(i)

(iii)

(iv)

v)

(vi)

As per the documented procedure of the accredited Certification Body, a
qualified and trained inspector shall be assigned to inspect the operations of the
operator. Prior to assigning the inspector, the Certification Body shall ensure

adequate competence and no conflict of interest of the inspector

The same inspector shall not visit the same operator more than two years in a

Trow.

Operators shall have neither the right to choose nor to recommend inspectors.
In case the operator wants to change the Certification Body, they shall inform
the Certification Body stating the reasons for their decision and seek “No

Objection Certificate”.

The operators shall have the right to be informed about the identity of the
inspector before the inspection visit, and to raise objections related to any

potential conflict of interest.

Sufficient information shall be made available to the inspectors about the
operator to allow proper preparation by the inspector. This includes, among
others, earlier inspection findings, a description of activities/processes,
maps/plans, product specifications, inputs used, earlier irregularities,

infringements, conditions and disciplinary measures.

The checklists used during the inspection, and the reports emanating from the
inspection, shall be comprehensive, covering all relevant aspects of the

production standards and shall adequately validate the information provided.
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(vii)

(viii)

(ix)

(x)

(xi)

The inspector shall have access to all relevant facilities, including
accounts and other documentation of the operator. Certification Bodies
shall have access to any non-organic production unit, or units associated

by ownership or management.

The inspector shall take precautionary measures by assessing the risk of
non-compliance during the inspection. When an irregularity is committed
by the operator relating to organic production as non-compliance to
chapter 3 of NPOP, the entire lot or production affected by irregularity
shall be made to be removed from the production site / chain and
sanctions shall be imposed on the operator. APEDA shall be informed

within 30 days about the action taken on the operator.

Inspection checklist, reports and inspection shall, follow a specified
methods to facilitate a non-discriminatory and objective inspection

procedure.

Reports shall be designed to allow for elaboration and analysis by the
inspector on areas where compliance might be partial; standards might not

be clear etc.

Inspection reports shall give adequate information on what was actually
checked, including, but not restricted to

e Date and time of inspection

e Persons interviewed

e Crops/products requested for certification

e Fields and facilities visited

e Documents reviewed

e Buffer zones

e Risk of drift

e Risk of contamination
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e Inspector’s observations

e Calculation of input/output norms, production estimates etc.

e Assessment of production system of operator

e Assessment of the use of logos/ approvals (India organic logo, product
logo as well as the Certification Body’s logo)

e Product reconciliation and verification of stock

e Interview with responsible persons

Evaluation of compliance to standards and

Certification requirements.

4.3.1.2 Inspection methods and frequency
(1) The Certification Bodies shall have laid down policy and procedure on inspection

methods and frequency which shall be determined by, among others :

¢ Intensity of production
e Type of production
e Size of operation
e Outcome of previous inspections and the operator’s record of
compliance
e Any complaints received by the programme
e Whether the unit or operator is engaged only in certified production
e Contamination and drift risk
e Complexity of production
(i1) The inspector shall sign the inspection findings, which will have to be countersigned by

the operator

(111) A copy of the inspection report relating to the certification of the operator’s production

should be available with the registered operator
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a) Announced annual Inspections
(1) Inspection of certified operators shall take place at least once annually.
(i) Inspection of sub-contracted operators or units shall take place at least
once annually.
(i11)) Timing of inspections shall not be so regular as to become predictable.
(iv) There shall be provisions for more inspections with respect to the factors
stated below.
b) Unannounced Inspections
(1) The selection of operators for unannounced inspection shall be based on
risk analysis carried out by the Certification Body annually.
(i) A minimum of 10% of unannounced inspections to be carried out annually
by the Certification Bodies.
4.3.1.3 Risk Assessment
(1) The accredited Certification Body shall have documented procedure for risk assessment
of its registered operators covering all scope of activities
(i1) The risk assessment procedure shall cover the criteria for determining the risk category as
high, medium or low
(ii1)Based on the procedure of risk assessment, 10% inspections are required to be carried out
by the Certification Body annually in addition to the unannounced inspections
(iv)The selection of the operators shall be based on the risk assessment and the identified
level of risk and shall cover all scope of activities
(v) The risk assessment carried out for its registered operators shall be documented and

available with the Certification Body for verification
4.3.1.4 Analysis and Residue Testing
(1) The accredited Certification Bodies shall have documented policies and procedures on
residue testing, genetic testing and other analysis. These policies, must, interalia, include:

e Identification of cases in which samples shall be taken for analysis based on the

general evaluation of risk of non compliance with the organic process
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e The general evaluation shall take into account all stages of production, processing and

chain of custody

(i1) The accredited Certification Body shall take and analyze samples for detecting possible
contamination by products not authorized for organic production. = The number of
samples to be taken and analysed by the accredited Certification Body every year shall be

at least 5 % of the total number of operators under its control.

(ii1)The accredited Certification Body shall take and analyze samples in each case where the
use of products or techniques not authorised for organic production is suspected. In such

cases, samples in addition to 5% shall be drawn and tested.

(iv) Testing to be carried out in ISO 17025 accredited and preferably APEDA approved

laboratories

(v) Instructions to the inspectors on sampling requirements and methods and

(vi)Post-sampling procedures.

4.3.1.5 Inspection of parallel production of farms

If a farm 1s engaged in parallel production, the certification programme shall ensure, in addition

to the requirements for part conversion, the following: -

e Buffer zones are maintained for demarcation

e Crops are visually distinguishable

e Inspections are carried out at critical times

e Inspection is done in a timely manner

e Accurate production estimates are available

e The crops are harvested in such a way that there are reliable methods to verify the actual
harvest of the respective crops

e Appropriate storage capacity exists to ensure separate handling
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e The documentation regarding the production is well managed and makes a clear

distinction between certified and non certified production

Such a system shall be approved by the Certification Body for each individual operation of the

operator.

4.3.1. 6 Inspection of processing units

During the inspection of the processing units, the following shall be taken care

(1) The inspector shall verify that sufficient quantities of organic ingredients are used

and that organic integrity is maintained through all stages of processing.

(i) The inspector shall review all ingredients and their sources to ensure that the

ingredients meet organic standards.

(iii) The inspector shall also review product formulation to determine if they meet

labelling standards.

(iv) Inspectors shall verify the existing record keeping system and evaluate whether it

1s adequate of tracking organic products.

(v) The inspector shall conduct an audit trail to track the product from receipt of raw
material/ingredients, ingredient storage, through all stages of processing, packaging,

labelling, warehousing, shipping and sales of the finished product.

(vi) The inspector shall conduct a sample audit review, which consists of randomly
choosing a finished product(s) either from a sales invoice, a product purchased or
a product seen in the warehouse. The inspector shall record the Lot Number on the

finished product and follow the product back through the record keeping system
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to the receipt of incoming ingredients. The inspector shall point out the

deficiencies if any in the product tracking system.

(vii)  The inspector shall inspect all the subcontracted units annually.

4.3.1.7 Inspections of grower groups

The accredited Certification Bodies shall have clearly laid down policies and procedures for

carrying out inspection of grower groups as per the Guidelines for Certification of Grower

Groups given in chapter 5.

(@)

(i)

(iii)

(iv)

(vi)

(vii)

(viii)

(ix)

(x)

The external inspection by the Certification Body shall be planned after internal
inspections of all the farmers are carried out by the Internal Control System (ICS)
twice annually

The Certification Body shall have a standardized format for sourcing the
information from the grower groups which shall include list of farmers, location
on an area map, year of joining in the grower group, date of internal inspections,
area of cultivation, crops and yield estimates

The inspector shall verify that new farmers are included in the group only after the
internal inspections are completed

The inspector shall carry out the risk assessment of the ICS

The inspector shall draw a sample of farms for visiting the farmers in the ICS

The inspector shall prepare a list of farms of 4 Hectare and above 4 Hectare and
shall inspect such farms separately. The 4 Hectare and above farms shall not be

included in the sample of farmers drawn for re-inspection

The inspection shall include a witness audit of the internal inspector for assessing
his knowledge and inspection procedures

The inspector shall verify the documentation of the ICS that adequate records of
inspections are maintained

Instances of non-compliance and the active measures taken by the ICS with special
reference to sanctions shall be assessed from the documentation

Internal control records are in compliance with the findings of the Certification

Body’s sample inspection results
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(xi)  The inspector shall interview the farmers, ICS manager to assess the knowledge of
operator on NPOP standards
(xi1) The inspector shall verify the collected information from the ICS with the

submitted information by the grower group during registration/renewal.

4.3.1.8 Inspection of wild product collection
The Certification Body shall at least include the following for inspection of wild product

collection,;

(1) To verify that the area of collection is properly identified on appropriate maps issued
by the concerned Government Authorities. The map shall be large and distinct
enough to reduce the risk of mixing up with non-certified production. However,
wherever community rights are recognised under Forest Rights Act, 2006, Gram
Sabha letter can be considered for verification of collection area by the community.

(i1) Verification of operator records of all collectors and the quantities bought from each
collector.

(ii1)Visit to an appropriate portion of the certified area.

(iv) Visits and interviews of the concerned in the supply chain such as collectors, local

agents, landowners and other parties (environment agencies, NGOs etc.)

In case of cultivation by the operators in the forest area recognized under Forest Rights Act
2006, the verification of compliance shall follow the crop production standards given under

Appendix 1 of chapter 3 of this document.

4.3.1.9 Inspection of all stages in handling

The following applies to inspection of the whole production chain.

(1) Each step in the handling of a product shall be inspected, at least once annually
(storage units, packaging, shipment etc).
(i1)) Any person who sells a product (raises invoice) shall be registered and certified.

This requirement applies until the product is in its final package/has its final label.
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4.3.1.10 Inspection of Packed Products

The accredited Certification Bodies are not obliged to have a system for inspection of products
that are further handled after being packed in the final consumer package, and/or after issuing of
a transaction certificate. The accredited Certification Bodies however, are obliged to take action
where there is reason to believe that the standards have been or may be violated at such later

stages.

4.3.1.11 Inspection of Storage Facilities

Depending on the kind of storage, the product, packing, prevailing storage practices (i.e.
fumigation) and the time of storage, inspections shall be required. Accredited Certification
Bodies shall conduct a risk assessment to determine future need for inspection for all storage

facilities including port facilities.

4.3.1.12 Inspection of Transport Facilities
Transport is not certified as such, but remains under the responsibility of the operator owning the

product during the transport.

4.3.1.13 Inspection of Chain of Custody

Accredited Certification Body shall not issue any license to use its certification mark or issue any
certificate for any products unless it is assured of the chain of custody of the product where steps
in the production chain have been certified by other accredited Certification Bodies under NPOP

as per the National Standards of Production.

4.3.1.14 Inspection for detection of use of Genetically Engineered Products
Accredited Certification Bodies shall implement a system of inspection for potential use of
genetically engineered products. When use of such products is detected at any stage, certification

shall not be granted.
When there is a risk of contamination of genetically engineered products, the following samples

shall be tested in identified APEDA approved laboratories.

e seeds and planting stock
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e production inputs
e livestock feed
e processing aids

e ingredients

4.4 Certification

The certification system shall be based on written agreements, with clear responsibilities of all

parties involved in the chain of operations for production of a certified product.

The certified operators shall sign contract/agreement with the accredited Certification Body

obliging them interalia to:

e follow the production standards and other published requirements for certification
e accept inspections
e provide accurate information

e inform the accredited Certification Body of any changes

4.4.1 Certification Procedure

The certification procedures shall interalia include:

(1) All procedural steps in processing the application, until final certification;

(i1) The certification status of all operators and their production be indicated throughout the
certification process;

(111) The procedures for extension and updating certification, including certification of
individual products

(iv) The operators are required to inform the Certification Bodies of any changes in production
as modification in the products list, the manufacturing process, extension of acreage etc.
The Certification Bodies shall determine whether the announced changes require further
investigations. In that case, the operator shall not be allowed to release certified products
resulting from such changes until the Certification Bodies have notified the operator
accordingly.

(v) The certification decisions be recorded and clearly communicated to the operator;
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(vi) Where certification is denied, the reasons shall be clearly stated;

(vil)  The certification programme shall be able to impose conditions and restrictions.

(viii) There shall be mechanisms for monitoring compliance with such conditions and
restrictions shall be in place and the same are documented.

(ix) The criteria for the acceptance of applicants, formerly certified by other Certification Bodies
shall be documented.

(x) The processing of inspection reports and certification decision shall be done in a timely
manner within three months.

(xi) The processing of any issue related to violations shall be done with highest priority.

4.4.2 Re- certification
e Certification Bodies shall not re-certify same activity for production, processing and trading
units already certified by another Certification Body under NPOP within the validity period
of the certificate.
e The operators shall not have multiple certifications for the same scope of activity under

different certification bodies under NPOP.
4.4.3 Certification Decisions
Certification decisions are not only limited to initial approval of operators, but also approval of

products, changes in production, disciplinary measures etc.

The accredited Certification Body shall ensure that each decision on certification is taken by

person(s) different from those who carried out the inspection.

Where certification decisions are delegated to a small committee or officers, the Certification

Body shall review their functions.

4.4.4 Disciplinary measures and sanctions

The accredited Certification Body shall have a clear policy for sanctions in the event of non-

compliances by the operators.
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The accredited Certification Bodies shall have a documented range of disciplinary measures

(sanctions) including measures to deal with minor and major infringements of the standards.

4.4.5 Withdrawal of certification
Where an infringement that affects the organic integrity is found, the accredited Certification
Body shall ensure that the non compliant lot of production is removed from the entire lot of the

production cycle which is affected by the infringement concerned.

In case of any violation by the operator, the accredited Certification Body shall withdraw
certification from the operator for a specified period and inform about their decision to APEDA

and shall also publish the same on their website.

4.4.6 Certification Records and Reports
4.4.6.1 Contract with operator
The accredited Certification Bodies shall have written agreements/signed contracts with their
registered operators obliging them inter alia to :
e Follow production standard and certification standards
e Accept inspections
e Supply accurate information
e Inform and surrender the Scope Certificate to their accredited Certification Body in case
they decided to withdraw from organic certification

e Notify the accredited Certification Body of any changes in their operations

4.4.6.2 Operator files

The accredited Certification Bodies shall maintain an operator file for each certified operators.

(1) The operator file shall have relevant data available for the certified production

units, including any sub-contractors and members of grower groups.
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(11) Such operator files shall be up to date and contain all relevant information,

including history, product specifications, maps, label approval.

(iii) Inspection reports and written documentation shall provide sufficiently
comprehensive information to enable the accredited Certification Bodies to

make competent and objective decisions.

(iv) This file shall demonstrate the way in which each certification procedure was
applied, including inspection reports and outcome of imposed disciplinary

measurces.

4.4.6.3 Records

The accredited Certification Body shall maintain a record system to comply with existing
regulations. The records shall demonstrate that the certification program has been effectively
implemented. The records shall be identified, managed and disposed of in such a way as to
ensure the integrity of the process and the confidentiality of the information. The record system

shall be maintained throughout the duration of the accreditation.

The accredited Certification Bodies shall keep records of:
e Complaints
e Violations
e Precedents
e Exceptions

e Disciplinary measures

This will normally mean that such information shall be available both in the operator’s file as

well in a separate record, or registered in a database system of the accredited Certification Body

(1) Inspection reports, certification decisions, certificates and other relevant records shall be

signed by the authorized person.
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(i1) The record keeping system shall be transparent and enable easy retrieval of information

(i11)The accredited Certification Body shall make the record system open for inspection by

the Evaluation Committee, as and when required

(iv)All records shall be safely stored and held secure and in confidence, for a minimum

period of five years.

4.4.6.4 Marks and Certificates
The accredited Certification Bodies shall exercise proper control over the use of its licences,
certificates and certification marks. The accredited Certification Bodies shall establish the
following :
(1) Develop guidelines concerning the use of its mark, accreditation number, National
Organic Logo or other reference to the certification.
(i1) Use of India Organic logo shall be permitted subject to the conditions and rules of its
application referred in Chapter 6 of this document.
(i11) Incorrect references to the certification system or misleading use of licences, certificates
or marks shall be dealt with by suitable disciplinary actions by the accredited
Certification Body. This shall also be applicable to use of these marks, licence or

certificates by any non-certified operator(s).

The accredited Certification Bodies shall have documented procedures for withdrawal and

cancellation of contracts, certificates and certification marks.

4.4.6.5 Scope Certificate
Scope Certificate shall be issued annually by an accredited Certification Body as per the
prescribed format available on APEDA website.

4.4.6.6 Transaction certificate

The accredited Certification Bodies shall issue Transaction Certificates for all the export

consignments. Transaction Certificates are issued on Tracenet in the prescribed format after the
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certified operator has provided all the required documents. The accredited Certification Body
shall take reasonable measures to verify that the information provided is correct and all the

documents have been submitted in original before issuance of the Transaction Certificate.

Wherever applicable, the original Transaction certificate(s) of purchased product that has been
sourced and certified by another accredited Certification Body shall be verified before issuance

of the Transaction Certificate.

Copies of transaction certificates and supporting documents issued to operators shall be stored in

a manner that enables easy retrieval of information on each operator.

4.4.7 CERTIFIED OPERATORS
The operators certified by an accredited Certification Body shall be obliged to meet the

following requirements and shall maintain necessary documents
4.4.7.1 Information to the Operators
The accredited Certification Bodies shall ensure that each certified operator shall be provided at

the time of application:

e An up-to-date version of the National Standards for Organic Production.

e An adequate description of the procedure for inspection, certification and appeals.

For the existing operators

e Communication of any changes in the standards and relevant procedures
e Valid contract with the accredited Certification Body

e A valid certificate depicting the certified products

Operators shall have the right to get copies of inspection report and other documentation related

to the certification of their products.
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4.4.7.2 Records and Documentation Maintained by the certified operator

The accredited Certification Body is required to ensure that each certified operator has proper
record keeping system adapted to the type of production that enables the accredited Certification
Body to retrieve necessary information and to seek verification of the production, storage,

processing, purchase and sales. The visiting inspector shall sign the verified documents.

4.4.7.3 Complaints record

The accredited Certification Body shall have policies and procedures for dealing with complaints
against its operation and against certified operators. It shall keep a record of all complaints and
remedial actions relating to certification. When a complaint is resolved a documented resolution

shall be made and forwarded to the complainant and the party concerned.

4.4.7.4 Appeals record
The Accredited Certification Body shall have procedures for the consideration of appeals against

its decisions and shall maintain the record of all appeals.

4.4.8 Input approval of off farm inputs
Accredited Certification Bodies shall approve off farm organic inputs / manufacturing units
without issuing any form of license or rights to the use of India organic logo to the producer/

manufacturer.

4.4.9 Approval of commercial inputs
Accredited Certification Bodies shall have documented procedures for evaluating the product’s
(commercial input) compliance with the NPOP standards as mentioned in Appendix 1 of chapter

3 of this document under Annex 1, 2 and 3.

The approval procedure, shall include the following:
e  Visit the units annually for verification of the necessary documents of the producer
related to composition of the product manufactured;

e Period for which approval is granted,
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e Requirement for the manufacturer to report changes in composition or other relevant
factors; and

e A clear statement of the nature and guarantee of the approval.

4.4.10 Shifting of Operators

When an operator wants to change his Certification Body, he shall apply for the No
Objection Certificate (NOC) on Tracenet to the existing Certification Body. The
Certification Body shall issue the NOC resulting in on line transfer of the operator file along

with the reports to the subsequent Certification Body.

The new Certification Body shall ensure that the non-conformities reported by the earlier

Certification Body are closed before issuance of scope certificate.

4.4.11 Exchange of Information

(1) In case of irregularity or infringements observed by the Certification Body of its

registered operator, it shall without delay inform to APEDA.

(i1) When a Certification Body finds any irregularity or infringements with regard to the
products of the operator which was under the certification of the previous

Certification Body, he shall inform the latter without delay.
(111))When APEDA observes and finds any irregularity or infringement, it will inform all

the Certification Bodies about such infringement. It may also reflect such

infringement in its official website.
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4.5 ACCREDITATION PROCEDURE

4.5.1 Application for accreditation

(1). Any organization (herein after referred to as ‘applicant body’) interested in establishing a
certification program under NPOP shall make an application in prescribed format at

annexure (Form 1) to APEDA.

(i1). The applicant body shall submit the duly completed Form- 1 available at APEDA
website along with the prescribed fee as notified from time to time. The fee shall be paid
by way of a bank draft drawn in favour of APEDA, payable at New Delhi. The NAB
shall have the right to revise the fee from time to time. APEDA shall acknowledge receipt

of the application within seven days of receiving the same.

(ii1). The application in Form-1 shall be accompanied by the following documents:

e the applicant bodies legal status, organizational structure, financial status
(Audited balance sheet, Income Tax Return etc.) for the last 3 years

e the applicant bodies certification program including the manner of its
implementation;

o A copy of the operating and quality manual in accordance with the
accreditation criteria specified in this chapter;

e accreditation certificate, if any, obtained from another country or under any
other certification program,;

e document evidencing the officer to sign as authorized signatory and

e any other relevant information
(iv). On receipt of an application, APEDA shall allot an application number to the applicant

body. The applicant body shall quote the application number in all its correspondence with

APEDA.
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4.5.2 Documentation Review

(1). On acknowledging receipt of the application, APEDA shall scrutinize the same to
determine:
e whether the application has been made in the prescribed format duly
accompanied by supporting documents; and
e whether the policies and procedures of the certification program are in

compliance with the standards laid down in this document.

(i1). If the application is found to be incomplete or deficient, APEDA shall prepare a report
on such deficiencies and forward the same to the applicant body within 30 days from date

of acknowledgment of receipt of the application.

(ii1). The applicant body shall submit the compliance report along with documentary
evidence (where required) within a period of maximum of 3 months from the date of

issue of the report on deficiencies.

(iv). APEDA shall review the compliance report/additional information/ documents provided
and evaluate the compliance report within 30 days time of receipt and inform the

applicant body whether its application has been finally accepted.

(v). In case of some more deficiencies left out, the applicant body shall be informed in
writing and given another 30 days for rectification of the deficiency(s) and resubmission
of the second compliance report. In case the applicant body fails to submit second

compliance report in 30 days time, his application shall be rejected.

4.5.3 Evaluation
(1) If the application is found complete, APEDA shall draw up a Committee comprising of
three members from the panel of the Evaluation Committee (EC) approved by the NAB.

The three member committee shall carry out the evaluation of the applicant body.
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(i1) The applicant body shall be given an advance notice of 15 days for the physical
evaluation by the EC. Prior to the commencement of the evaluation, APEDA shall

provide a documentary review report to the EC.

(ii1) During the physical evaluation, the EC shall conduct an Office Audit as well as Witness
Audit.

A. The office audit shall involve visit to the applicant body’s office to verify files pertaining
to its certification activities.

The evaluation shall, inter alia, include the following:

= evaluation of the certification program of the applicant body to determine
if the same is implemented in accordance with the National Standards for
Organic Production (NSOP) and the Accreditation Criteria laid down in
this document;

= evaluation of the quality management system of the applicant body;

= interview with the applicant body’s personnel to assess their competence
and

= any other relevant documents as required by the EC

B. Thereafter, the EC shall conduct a witness audit on a farm organized by the applicant

body for assessing the audit skills of the applicant body’s inspector(s).

4.5.4 Conformity Report

(1). At the conclusion of the physical evaluation, the EC shall prepare a conformity report

containing their observations.
(i1). Two copies of the conformity report shall be duly signed by the authorized officer of

applicant body and the EC members. One copy of the conformity report shall be given to
the applicant body and another copy shall be forwarded to APEDA
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(ii1). The team leader of the EC shall prepare a detailed evaluation report. The evaluation
report shall comprise, inter alia, the findings of the conformity report along with
supporting documents as well as the recommendations, if any, of the Committee. A copy
of the evaluation report shall be submitted to APEDA within 21 days of the evaluation of
the applicant body.

(iv). The applicant body, within a time period of not more than 30 days, shall take
corrective actions against the non-conformities listed in the conformity report and submit

the compliance report to APEDA.

4.5.5 Review of Evaluation Report

(i) APEDA shall review the evaluation report forwarded by the team leader of the EC
and on analysis, if any additional deficiency/ non-conformity are noted, APEDA shall
inform the EC of the same.

(i1) On receipt of the applicant body’s corrective action report and upon its review, if
APEDA finds the said report to be in order, it shall prepare an overall assessment
report of the applicant body and shall forward it with clear
recommendations/observations to the NAB for its decision.

(1i1). If the applicant body fails to take corrective measures within the stipulated time
frame of 30 days, its application shall be rejected and application fee shall be

forfeited for reasons to be recorded in writing.
4.5.6 Review of Assessment Report and Decision by the NAB
(1). NAB shall review the assessment report prepared by APEDA for a decision on
whether accreditation to the applicant body be granted or not.

(i1). The decision of the NAB shall be communicated by APEDA to the applicant body,

in writing, within 15 days from the date of such decision.
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(ii1). In case, if NAB directs for another evaluation for verification of additional
compliance and/or compliance to the applicable requirements, the applicant body
shall have to bear such charges as may be decided by the NAB from time to time.

(iv). However, if the applicant is not fully equipped with the organic inspection and
certification procedures even after second NAB review, their application will stand
rejected and the applicant shall be allowed to reapply only after completion of three

years from the date of such rejection.

4.5.7 Grant of Accreditation
The NAB’s decision for accreditation of the applicant body as accredited Certification Body
shall be granted for a period of three years and only in respect of identified categories of

accreditation for which it is competent and qualified under the NPOP.

4.5.8 Accreditation contract
Such accredited Certification Body shall then sign an accreditation contract and code of conduct.
The accredited Certification Body shall also submit the fee structure leviable on operators for

various activities and shall also display it prominently on their website and office site.

4.5.9 Certificate of Accreditation

On receipt of the duly executed Accreditation Contract, code of conduct and tariff structure from
the accredited Certification Body, APEDA, on behalf of the NAB shall issue the Certificate of
Accreditation to the accredited Certification Body valid for a period of 3 years from the date of

issuance of the certificate clearly mentioning the categories of accreditation.

The accredited Certification Body shall ensure to depict the accreditation number on all its

certificates and approved labels.

The accreditation granted may be renewed in accordance with the procedure laid down later in

this chapter
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4.5.10 Tracenet
It will be incumbent up on all accredited Certification Bodies to operate through the

APEDA’s software called “TRACENET’ access to which shall be provided by APEDA.

4.5.11 Annual Surveillance and Review Evaluations of Accredited Certification Bodies

(1). All the Accredited Certification Bodies under the NPOP shall undergo an evaluation /
assessment process by the Evaluation Committee during annual surveillance and at the time

of renewal of accreditation.

(i) The EC shall verify the implementation of the certification program as per the

requirements of chapter 4 clause 4.3 and 4.4 under NPOP.

(ii1). The annual surveillance report shall be submitted by the EC to APEDA for review and
will be placed before the NAB for its information and further directions, if any

(iv). In addition to the annual surveillance visit, within three years of the accreditation period,
two unannounced evaluation visits shall be carried out by a two member team to the

accredited Certification Body’s office or to any of their operator’s premises/farms.

4.5.12 Renewal of Accreditation

(i). The accredited Certification Body shall submit an application for renewal of its NPOP
accreditation along with the prescribed fee, to be received in APEDA 3 months prior to the

date of expiry of the accreditation.

(i1). The extension of accreditation for a further period of 3 years shall be subject to
evaluation by NAB for compliance with NPOP.
(ii1). In the event of major/ repeated non-conformities in the certification programme

reported by the EC, NAB shall have the power to reduce the scope of certification or reduce
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validity period of accreditation or reject the renewal of accreditation for reasons to be

recorded in writing.

4.5.13 Complaints
1) APEDA on receipt of complaints against the operator / Certification Body in respect of
violation of NPOP shall investigate the complaint by obtaining relevant documents from

the concerned stakeholder.

i1).In course of the investigation, if major irregularities/non conformities are observed,
APEDA shall issue a show cause notice to the operator / Certification Body as to why

sanction should not be imposed.

ii1). The operator / Certification Body shall have to respond within 15 days from the date of

receipt of such Show Cause Notice.

iv). Thereafter, a final investigation report shall be prepared by APEDA and placed before
the NAB for its decision.

v). If the non conformities are confirmed against the operator / Certification Body, NAB

shall impose appropriate sanction.

4.5.14 Sanctions
(i). If an operator/ Certification Body commits offences, the NAB may impose such
sanctions as may be deemed fit, after taking into consideration the severity of offence(s)

committed. The conditions for imposing sanctions is prescribed in Annex-I.

(i1). Where an offence committed by an operator/ Certification Body is of such a nature as
to affect the integrity of NPOP, the NAB may provide for sanctions higher than those

prescribed from time to time.
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4.5.15 Categories of Offences
Under the NPOP, offences are categorized in terms of their degree of severity in to major
and minor. Accordingly, the sanctions to be imposed shall depend on the nature, degree and

extent of such offences.

4.5.15.1 Minor Offences - Offences that do not affect the integrity of the accreditation
process and are rectifiable. Examples of such minor offences include, but are not limited to,
failure to submit information on time, improper document control, internal audit and
management review not been carried out as per requirement, documents on conflict of
interest and/or confidentiality not available, no timeframe on complaint and appeal handling

etc.

4.5.15.2 Major Offences - Offences that affect the integrity of the NPOP in general and
certification process in particular. Examples of such major offences include, but are not
limited to, non compliance with NPOP standard, knowingly providing false
information/documents; misrepresentation as to accreditation status, repetition of same non

conformities, failure to rectify such offences etc.

4.5.16 Categories of Sanctions
The NAB may apply one or more of the following sanctions
(1) Impose pecuniary penalty
(1)  Suspend accreditation
(i11)  Terminate accreditation
(iv)  Reduce the scope of certification

(v) Impose any other additional conditions

4.5.17 Procedures to be followed for imposing sanctions
For imposing Pecuniary Penalty
The following factors shall be taken into consideration:
=  The amount of undue gains or unfair advantage, wherever quantifiable, derived by

the party as a result of the contravention;
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=  The amount of loss caused or likely to be caused wherever quantifiable to any
person as a result of the contravention by the party,

=  The repetitive nature of contraventions by the party,

=  Whether the contravention is without the knowledge of the party,

=  Any other relevant factor

4.5.18 Penalties not to interfere with other punishments
No penalty imposed under these provisions shall prevent imposition of any other punishment to

which the offending party is liable under any other law for the time being in force.

The Accredited Certification Body shall be given an opportunity to rectify the non-compliance
during the suspension period. In the event the Accredited Certification Body fails to remedy the
non-conformities during the term of suspension and or fails to pay the fine, the accreditation
shall be terminated. In such a case, the Accredited Certification Body shall be barred from re-

applying for accreditation for a period of one year.

4.5.19 Appeal

The accredited Certification Body who has been found guilty of violation of provision of NPOP
and has appropriately sanctioned by the NAB may have the option to file an appeal against the
decision (whole or part) by the NAB within a period of 30 days from the date of issuance of
communication conveying such NAB decision. Such an appeal shall be filed with the Commerce

Secretary in his capacity as ‘Appellate Authority’.

The appellate authority may, after giving to the appellant a reasonable opportunity of being
heard, if he so desires, and after making such further inquiries, if any, as it may consider
necessary, make such orders as it thinks fit, confirming, modifying or reversing the decision or
order appealed against, or may send back the case with such directions as it may think fit, for a

fresh decision, as the case may be, after taking additional evidence, if necessary.
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PROVIDED that an order enhancing or imposing a penalty of a greater value shall not be made
under this chapter unless the appellant has been given an opportunity of making a representation,

and , if he so desires, of being heard in his defense.

The order made in appeal by the appellate authority shall be final.

4.5.20 Reciprocity
4.5.20.1 National
Products certified as organic by any accredited Certification Body under the NPOP shall be

accepted as being organic by other accredited Certification Bodies also.

4.5.20.2 International

Imported organic products for re-export

Organic products certified under the exporting countries organic standards are required to be re-
certified as per NPOP for the purpose of re-export. The accredited Certification Bodies are
required to apply to APEDA for re-certification of imported organic products

For countries with whom there is an equivalence agreement, the re-export of value added organic

products with imported ingredients will be as per the scope of such equivalence agreement.
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Annex-1

Conditions for Imposing Sanctions

A. Accredited Certification Bodies

S. No. | Nature of non compliance Prescribed sanction
1 Where subsequent to receiving accreditation, an Accredited | Punishable with a fine extending upto Rupees Five Lakhs (500,000).
Certification Body is found to have knowingly provided any | In addition, the accreditation granted to the Accredited Certification
false or misleading information or document Body may be terminated and it may be debarred from re-applying for
accreditation for a period of one year
2 False information and/ or documents have been provided by | The application for accreditation shall be rejected
an applicant body seeking accreditation
3 If an Accredited Certification Body fails to comply with the | Accreditation shall be suspended for a period extending up to one
standards prescribed under the NPOP year and it shall be liable to a penalty, which may extend to Rupees
Five Lakhs (500,000).
4 If it is found that the certification of the operator was | Certification shall be withdrawn and such delinquent Accredited
wrongly granted by a delinquent Accredited Certification | Certification Body shall be liable to compensate the operator for the
Body losses suffered to the extent quantifiable.
The NAB shall decide such compensation based on the facts and
circumstances of each case.
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Where an Accredited Certification Body fails to update and | Penalty, may extend to Rupees Three Lakhs (300,000).
verify the entered data on Tracenet relating to the organic
production including but not limited to the nature and
quantity of the product, area of the farm and movement of

the products in the chain of custody

Where an Accredited Certification Body knowingly updates | Penalty may extend to Rupees Five Lakhs (500,000).
or enters wrong data on Tracenet relating to the organic
production including but not limited to the nature and
quantity of the product, area of the farm and movement of

the products in the chain of custody

When an Accredited Certification Body makes a | Penalty may extend to Rupees Three Lakhs (300,000).

misrepresentation to the scope of the certification .

Where a Certification Body seeking accreditation, fails to | Application for accreditation may be rejected
submit information and/ or documents within the prescribed

time period

If an Accredited Certification Body commits a subsequent | Penalty may extend to Rupees Five Lakhs (500,000). In addition, the
offence, whether of the same or similar nature as the | accreditation granted to the Accredited Certification Body shall be
previous offence or of a different kind terminated and the Accredited Certification Body shall be barred

from re-applying for accreditation for a period of two years.
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10

If an Accredited Certification Body commits an offence for

which no penalty is provided herein

Penalty may extend to Rupees Two Lakhs (200,000).

11

Where the NAB has imposed fines on the delinquent
Certification Body, in accordance with the above
provisions, and the said delinquent Certification Body has

failed to pay such fines

NAB shall have the right to initiate appropriate legal action for

recovery of such fines.

12

Where the delinquent Certification Body has committed an
offence of a civil nature, such as breach of contract, breach

of trust etc.

NAB shall have the right to initiate appropriate legal action.

B. Operator

If a certified operator fails to comply with the standards

prescribed under the NPOP

Penalty may extend to Rupees Five Lakhs (500,000). In addition, the

certification may be withdrawn for one year

If non conformities are established for the presence of
residues of prohibited substances in the exported

consignments

Penalty may extend to Rupees Two Lakhs (200,000).

If the presence of residues of prohibited substances is

repeated in the exported consignments

Penalty may extend to Rupees Five Lakhs (500,000). In addition, the

exporter shall be banned for one year
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CHAPTER §

GUIDELINES FOR CERTIFICATION
OF GROWER GROUPS

5.1 SCOPE

Grower Groups are organized group of farmers /producers who intend to produce organic
products/engage in organic processes in accordance with the National Standards of

Organic Production.

The grower group shall be based on the Internal Control System (ICS) and shall apply to
grower groups, farmers’ cooperatives, contract production and small scale processing
units. The producers in the group must apply similar production systems and the farms
should be in geographical proximity. Individual farms with land holding of 4 ha (10
acres) and above can also be a part of the group but will have to be inspected separately
every year by the accredited Certification Body. The total area of such farms shall be less
than 50% of the total area of the group. The grower group shall consist of minimum 25
and maximum 500 farmers. Processors and exporters/traders can own/ manage the
Internal Control System (ICS) but will have to be inspected annually by the external
Certification Body. Separate certificates (Scope and Transaction Certificates) are required
to be issued for the ICS, processors and traders to maintain the traceability of the product

flow.

The Certification Body shall not certify if there is no ICS as per NPOP and 100% internal
inspections are not conducted. In case the farmer group does not maintain an Internal
Quality System as described in this chapter, the Certification Body shall inspect all the

individual farms.
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5.2 CONSTITUTION OF THE ICS

The ICS will have a registered legal identity and have a constitution of the organization
and shall be presented by an organizational chart. For implementation of the procedures
to maintain the internal control system, responsibilities shall be delegated to individual

members / committees for carrying out specific activities.

The ICS application form is at Annex-1. In case the farmers cannot run the ICS, they
may enter into a contract with an external service provider/mandator/trader to facilitate
the maintenance of internal control system, training, co-ordination and marketing of
certified produce and to facilitate the certification from an accredited Certification Body.

The ICS contract form is at Annex 2.

5.3 INTERNAL CONTROL SYSTEM (ICS)

Group certification is based on the concept of an internal Quality Management System

comprising of the following: -

e Implementation of the internal control system
¢ Internal standards

e Risk assessment.

An accredited Certification Body should be identified for conducting annual inspection of
the individual group / unit. The accredited Certification Body shall evaluate the ICS by
verifying the location of the ICS, quality manual, documentation, and its implementation,
related to internal inspections, training, warehousing and purchase and sale. Thereafter
the accredited Certification Body will approve the ICS and then conduct the external

inspections.
All the farmers shall maintain the farm diary for noting their activities on their farms.

The format of the farm diary is at Annex 3. If a farmer in a grower group defaults in

following the NPOP norms, the ICS shall remove such farmer from the group and ensure
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that the produce of such default units does not get mixed with the produce originating
from the group. Moreover, the ICS manager must ensure that all the neighbouring
farmers in the group take requisite contamination control measure. The Certification

Body has the responsibility to carry out appropriate risk assessment before certifying the

group.

5.4 HOW TO DEVELOP AN ICS

The following are minimum requirements for setting up an ICS for grower groups: -

e Development of Internal Control System (ICS) manual containing policies and
procedures

e Identification of farmers in the group

e Creation of awareness about Grower Group Certification

e Identification of qualified / experienced personnel for maintaining the Internal
Control System

e Give necessary training in production and ICS development

e Implementation of the policies and procedures

e Review and improvement of the ICS document for maintaining a harmonized

quality management system.

5.4.1 Internal Control System Manager (ICS Manager)

ICS manager shall develop and implement the ICS and would be responsible to organize
internal inspections, coordinate between field staffs, approval staff, and the accredited

Certification Body. The ICS manager shall define procedures for the following:

e for approval for inclusion of new members in the existing group

e rating of non conformities as major if found using prohibited substances and as
minor in case of inadequate documentation

e for verification of implementation of corrective actions taken by the defaulting

farmers
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e for imposing sanctions on default members of the group (removal from the group,

downgrading the organic status)

The format for imposing sanction on the farmer is at Annex 4. The responsibility of ICS
manager shall be to ensure that all the requirements under NPOP are fully implemented

by the group.

5.4.2 Internal inspectors

The ICS shall nominate adequate number of internal inspectors from their group and
there shall be at least one internal inspector per 50-60 farmers for ensuring 100%
inspection of all farmers in the group is carried out twice a year.

The inspectors shall be well versed with the standards to perform internal inspections.

The format of the internal inspection is at Annex 5.

5.4.3 Approval manager / committee

Qualified person or approval committee shall be designated from within the group to take
the approval decision. The approval manager/committee shall be well versed with organic
procedures of ICS, internal standards and NPOP standards.

5.4.4 Field officers

Field officers shall be identified from among the group, one at each production area. The
field officer shall train the farmers by organizing field extension services.
5.4.5 Purchase officers

Purchase officers shall be identified who would be responsible for correct purchase of

produce from the farmers. The purchase officer is required to be well versed with ICS.

5.4.6 Warehouse manager

If there are separate warehouses, it may be necessary to have a warehouse manager who
would be responsible for handling the produce. He / she shall be well versed with the

procedures of ICS for proper implementation.
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5.4.7 Processing manager

If the ICS operator operates a processing unit, it may be necessary to assign a processing
manager. The processing manager is required to be trained in the handling procedures.
When the processing of the produce is being organized in a company, the latter needs to
be inspected by the certifier and would be responsible for processing according to the
internal handling rules. In such case, the processing unit shall have a formal contract with

the grower group.

5.5 INTERNAL STANDARDS

The internal standards shall be prepared in local language by the ICS manager for the
region of operations under the framework of NPOP standards. The format for developing
the internal standards is at Annex 6. If the farmers are illiterate, the internal standards
shall contain illustrations in the text for better understanding. The internal standards

would contain: -

¢ Definition of production unit

e How to deal with part conversion

e Conversion period

e Maintenance of buffer zone

e Farm production norms for the entire production unit (e.g. seeds, nutrient
management, pest management, soil management, approved inputs, prevention of
drifts, livestock husbandry management)

e Harvest and post harvest procedures

5.6 CONFLICT OF INTEREST

The ICS personnel shall not have any conflict of interest that might hinder the work. All
possible conflicts shall be declared in a written statement. In such cases, the ICS shall

ensure that alternative solutions are found.
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5.7 SCOPE OF CERTIFICATION

The certification shall be granted by the accredited Certification Body to the group as per
NPOP.

5.8 TRADE

The group will market the products under a single entity. For trading the products from

the group of producers, the ICS shall draw up relevant procedures.

5.9 PROCEDURES FOR IMPLEMENTATION OF INTERNAL
CONTROL SYSTEM

For maintaining the internal control system, the following procedures shall be adopted by

the grower group.

5.9.1 Registration of members

All members of the group will be legally registered under a single entity (name) with
address of its operations (location, taluka, village)

5.9.2 Provision of documents to the members of the grower group

Each member of the grower group will be supplied with docket in local languages, which
will contain the following:
e Internal standards document in local language. Details and description of the
various steps required for the process flow right from cultivation to harvest and
sales of the products (Each member / staff shall be communicated when there is a
revision in the standards.)
e Farm data sheet, to indicate last use of prohibited inputs
e Farm Diary which should indicate the main crops cultivated use of inputs,
harvested quantities.
e Prevailing farming system and package of practices available for the area

e Schedule on training programmes.
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5.9.3 Provision of exit of members from grower groups

The members in a grower group shall have the right to exit the ICS subject to payment of
dues of ICS if any. The application format for exit of member farmer from Grower Group

with Internal Control System is at Annex 7.

Thereafter, the ICS shall provide formal exit approval from the contract, to the exiting
operator at the end of the notice period. The exit approval format for a member farmer

from a grower group is at Annex 8.

The grower group accepting a new member from another ICS, shall inform the accredited

Certification Body immediately.

The accredited Certification Body shall take measures to verify the credentials and

documentation of the new member during the sample inspection.

The accredited Certification Bodies shall exchange the relevant information among

themselves when the member exits from one group and joins another group.

To maintain the traceability, the accredited Certification Body should check the product
flow, i.e. quantity produced by the individual farmer within the group, self consumption

and quantity sold.

Individual farmers in the grower group shall not market their product individually as

certified organic.

5.10 OPERATING DOCUMENT

The ICS manager shall prepare the operating document, which shall be followed by all

the members of the group. The operating document will contain the following: -

5.10.1 An overview map (village or community map) showing location of each member’s

production unit. The map should indicate the crops cultivated in rotation and also

162





mark any farm in an area, which could be identified as high risk due to drift from

non-conventional farms.

5.10.2 Farmer’s list with code and name of the farmer, total area, area under crop (or
number of plants), date of registration with the group, date of last use of forbidden
products, date of internal inspection, name of internal inspector, result of internal

inspection (separate lists for in-conversion farmers).

5.10.3 List of farmers who have been issued sanctions with the reason and the duration of

the sanction (if relevant).

5.10.4 The risk shall be assessed by ICS manager for the grower group every year. The
risk assessment should be made at the farm level, processing, transporting and
during trade. The ICS will take all measures to minimize the identified relevant

risks.

5.10.4.1 Critical control points for risk assessment

e Measures taken by the farmers to deal with part conversion (if farmers still grow
some non-organic crops).

e (Conversion period

e Production rules for the whole production unit, e.g., seeds, fertilization and soil
management, pest management, approved inputs, prevention of drifts, animal
husbandry.

e Harvest and post harvest procedures.

e Processing and handling procedures

5.11 INTERNAL INSPECTIONS

e At least two inspections of the group (one in growing season of each crop) shall
be carried out by the internal inspector and will be documented.

e The inspection will be carried out in presence of the member or his representative
and must include a visit of the whole farm, storage of inputs, harvested products,

post harvest handling and animal husbandry.
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e The internal inspector will also verify if the internal standards have been followed
and whether the conditions of the previous internal inspection have been fulfilled.

e The visit of the internal inspector will be documented in the farm inspection
checklist duly signed by the inspector and counter-signed by the member or his
representative.

e In case of severe non-compliance, the results will be reported immediately to the
ICS manager and all measures will be taken according to the internal sanction

procedures.

5.12 INTERNAL APPROVALS

The ICS manager will have a defined procedure to approve or impose sanction on the
farmers in the group. All internal farm checklists are screened by internal approval staff
with special focus on the critical control points of risk / difficult cases.

e The approval committee for providing internal certification status will check the
assessment of the internal inspector. If necessary, conditions will be set out for
achieving compliance with the NPOP.

e The next competent person or committee must confirm results of the internal

inspection in an approval procedure.

5.13 EXTERNAL INSPECTIONS BY ACCREDITED
CERTIFICATION BODIES

5.13.1 Sampling plan
The accredited Certification Bodies shall undertake inspections of the ICS after ensuring

that 100% internal inspections by the ICS have been undertaken at least twice for all the

registered members of the grower group.
The accredited Certification Body will inspect some of the farms for the evaluation of the

grower group for efficient internal control system for compliance with the NPOP

Standards.
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The accredited Certification Body shall inspect farms of 4 Hectare and above separately

in addition to the sample of farms having the area of less than 4 Hectare.

The sampling plan for inspection shall be based on the inspector’s perception of risk

based on the following factors:

1. Size of holding

2. Number of the members in the group

3. Degree of similarity between the production system and crop system
4. Inter-mingling / contamination

5 Parallel production

7. Split production

8. Local hazards

9. Change in the production plan

10. Joining of new members in the group

5.13.2 Risk Assessment

A minimum sample size of the members in the grower group shall be inspected by the
accredited Certification Body. The sample size shall be determined as square root of the
number of members registered in the grower group. Based on the risk assessment made
by the accredited Certification Body prior to the inspection visit, the number of sample
inspections shall be planned. The risk assessed by the accredited Certification Body shall

be documented.

The accredited Certification Body shall establish criteria for assessment risk under high,

medium and low categories.

5.13.3_ Sampling Pattern for verifying the ICS by the accredited Certification Body

The accredited Certification Body shall follow the given pattern below for minimum

number of farmers for inspections:

e High risk : 2 X square root of number of farmers
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e Medium risk : 1.5 X square root of number of farmers

e Low risk : square root of number of farmers

5.14 YIELD ESTIMATES

Yields will be estimated for each crop for individual farmer in the group by the ICS. This
activity should be carried out especially during harvesting and should be counter-checked

with the estimates during external inspection by the accredited Certification Body.

5.15 NON-COMPLIANCES AND SANCTIONS
In case of non-compliances, the ICS shall take corrective or mitigating measures.

e Procedures for implementation of sanctions will be defined in case of
noncompliance.

e Sanctions have to be documented (list of farmers issued sanctions, documentation
of identified non-conformities in the files).

e Farmers who have used prohibited inputs on their farms must undergo again the
full conversion period (if they remain in the group). In such cases, it has to be
checked whether the farmers have already delivered produce and whether this
(now no longer certified) produce has been mingling with other produce. If this
has been the case, the accredited Certification Body needs to be notified

immediately and the mingled produce kept separate until further instructions.

5.16 TRAINING OF ICS PERSONNEL

1. A competent person will train each internal inspector annually.
2. The date of the training, list of participants will be documented.
3. The date of participation and content of the training of all ICS staff needs to be

documented in the staff files.

5.17 TRAINING OF FARMERS

The ICS manager will organize regular training to the farmers in the group: -
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1. Each farmer needs to receive at least one initial advisory visit by the extension
service or in an organized training.

2. The list of participants and content of the training needs to be documented.

5.18 BUYING PROCEDURES

To ensure genuineness of the products from the group, the following minimum

requirements should be followed during buying: -

1. The status of the farmer in the group should be checked.

2. The supplied amount should be compared with the harvested amount and
estimated yield. In case of doubt, the produce is kept apart until clarified by the
ICS manager.

3. The delivered quantity of the product will be registered in the purchase record.

4. Farmer will be issued a receipt duly signed by the purchase officer stating the
quantities of the product delivered with date.

5. All documents have to indicate the status of the certified product (organic or in
conversion).

6. Bags should be labeled as ‘organic’ or as ‘in-conversion’.

5.19 STORAGE AND HANDLING PROCEDURES

The purchase or the warehouse manager during the handling of produce shall check the
document to ensure the compliance with the NPOP standards. The following are the

minimum requirement that will be followed during storage and handling: -

e Identification of the product at all stages of product flow during transition.

e Segregation of organic products from in-conversion products.

e Fumigation of containers, irradiation / ionization, etc. are prohibited.

e The location in the warehouse during storage must be labeled as ‘organic’ or ‘in

conversion’.
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5.20 PROCESSING

During the handling of the produce, the documentation must be checked for compliance

with the NPOP standards.

e The accredited Certification Body will inspect Central Processing Units.

e Ingredients and processing aids must be used as defined in Annex-1 and 2 of
Appendix 5 of Chapter 3 of NPOP standards.

e During the product flow (transition), the products should be separated from non
organic products.

e The processing steps will be documented.

fk%
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Annex 1
ICS APPLICATION FORM (for use by the farmer)

To,
The ICS Manager
(Quality Manager/Service Provider/Mandator)

Farmer name:

Village name:

Farmer address & Contact details
(To be filled by ICS Office)

Farm (No. of fields including conventional plots)

Khasra No. /GPS |[Areain  |Main|Inter [Main Crop |Inter Crop |List all the inputs used for
No. Hectares |crop [Crop |(Kharif) (Kharif) organic farming
(similar on field (Rabi|Rabi)
map) )
Total

Notes on field situation in organic crop

Organic holding in field with multiple owners, no clear borders

All owners are organic

Field is clearly separated from other fields by

Other: (describe)

Declaration of the farmer

I, the farmer, declare that the information provided above is correct and that I have understood the
conditions for Organic Production and ICS rules and I agree to sign the ICS contract.
Date: Signature of

Place: farmer:

I, the ICS manager, confirm that the above mentioned information is correct.

Date : Signature of the
ICS Manager for
Place: acceptance
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Annex 2
FARMERS CONTRACT WITH ICS

Name of the ICS
and

Farmers name & Code No.

The ICS shall

1. Be responsible for co-ordinating the project and organic certification from an
accredited organic certification body.

2. Advise farmers on the organic farming methods and organize farmer training
programmes

3. Conduct the internal inspections and approval of organic farmers

4. Buy the organic crop at the prevailing market price plus any possible organic
premium (depending on market). The ICS shall make the payments within one
week of the purchase of the products from the farmer.

5. Entertain the complaints and appeals of the farmers and do justification within

reasonable time.

The farmer shall:

1.

Undertake organic farming as per the organic standards outlined in the Internal
Organic Standard as well as the Internal Control System (ICS).

Not use pesticides, herbicides or synthetic fertilisers on any crop within the
certified organic fields.

Attend all the training programmes organized by the Internal Control System.
Maintain the farm records in the required format.

Fulfil the conditions enforced by the internal control system and the accredited
certification body.

Endeavour to maintain and improve the ecosystem by not cutting trees and
burning organic material and littering plastic wastes unnecessarily

Sell the certified products to the Internal Control System only.

In case of any violation of the organic standards in the project, the same shall be

reported to the ICS.

170





0. Accept the sanctions prescribed by the ICS in case of violations of the internal
standards by the farmer.
10.  Shall allow inspections by persons authorised by ICS and the inspector of the

accredited Certification Body and give access to the fields, stores and documents.

Farmer For ICS

Signature Signature

Name: Name Stamp
Place & Date Date:
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Year of the Current Crop :
Season : Rabi / Kharif / Annual / Others

Name of the farmer

FARM DIARY (for ICS)

Code No.

Name of the farm Unit
Address of the Unit

Year on which organic production was started by the farmer
Date on which farmer joins the ICS
Total land (acre)

Annex 3

No. of farms / plots

Present production technique: Fully chemical / Part organic —split / Part

Crops under organic production and their area

Organic —parallel / Fully organic / Others

Other crops (name and area)

Certification Status : Registered ICS / In conversion / Certified / Others

Name of the accredited Certification Body:

Farm-Crop-Area Details :

Name of the | Areain | Year and season of | Method of Remarks

crop Hectares | production production (organic/ in
(irrigated, non conversion/
irrigated) others)

Seed & Planting Material:

SNo. | Name of | Variety | Purchase | Name of Type of seed Seed

the crop date of Supplier & (organic, untreated | Treatment
seed Address non organic, treated | (give
non organic) details)
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Soil Conditioners & Fertility Input Records:

SNo. | Name of | Area Name of | Name of | Source | Details of application
farm / the crop | the of input /
plot no inputs brand

Time Rate

Disease, Insects, Pests & Weed Management Record:

SNo. | Name of | Area | Name | Name of | Treatment Source | Rate of
farm / ofthe | pest, used for /brand | application
plot no. crop disease control of

and weed input
Name | Time

Contamination Control Records:

SNo. | Chances of Source Time of Contamination Remarks
contamination & contamination | management

Details control

Prevention | Control

Machinery
Water
Air
Neighbour
Drift Control &
Buffer Zone
Others
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Estimates of Production & Harvest Record:

Name of farm | Name of the crop | Time of Estimated Actual
/ plot & area | / produce harvest production production
(MT) (MT)
Estimated | Actual
Marketing and Dispatch Record:
Name of | Quantity | Details of transport Quantity | Other | Remarks
the of Left uses
produce | Storage
Date Quantity | Mode
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Annex 4
FORMAT FOR SANCTIONS BY ICS

(Letter Head)

List of sanctions and conditions of the approval committee

The following sanctions have been listed by the approval committee based on the internal

inspections on XX/XX/XXXX

1) Removal of farmer from the group
i1) Downgrading the organic status to conventional
ii1) Sale of farm produce as conventional

The following conditions have to be met by the farmer for maintaining the certification

status and continuing with the project

You are requested to fulfill the conditions listed at S.No.-------- within xx/xx/xxxx and
convey the same to the ICS office. The rest of the conditions have to be fulfilled by the

next internal inspections.

You may appeal against the sanctions within a week of receiving this letter.

Date :

Place : (For ICS) Signature

(Seal of ICS)
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Annex 5

INTERNAL INSPECTION CHECKLIST

Farmer’s name

Farmer ID

Internal Inspector:

Date of Inspection

Village/Taluka/Block:

Farmer Present during Inspection

Farm details (all plots, incl. nonorganic plots)

Total area

Ha

Organic Area

Ha

Number of plots

crops

Plot No. Area Main Intercrops

Use of Inputs incl. Seeds (last year)

Product, Quantity, Date

Total Plots

Check points

Yes/ No/
NA

Remarks

Animal Husbandry

Living condition of the animals on farm are
acceptable

Animals fed with organic or non-organic feed

No medication without veterinary prescription

Farm and Farm Management

Whole farm is managed organically (all crops)

If also non-organic crops: conventional plots
clearly separate from organic plots; storage of
inputs is separate

If also non-organic crops: organic crop is not
grown on non-organic plots (no parallel
production)

Seeds and planting material used

Farmer trained in organic standards
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Farmer aware of internal organic standard

General assessment of the farm with regard to
sustainability

Burning of crop residues

Border and prevention of drift

Weed control

Pest Management

Disease Management

Prevention of erosion

Cleanliness of the farm

Implementation of all required activities

General assessment of crop

Yield estimate (list the yield estimate of the
current crops)

Post Harvest Measures and Processing

Harvesting (no chemicals used, no co-mingling
of the final produce)

Processing (only allowed ingredients used, no
co-mingling/contamination)

Storage (no co-mingling / contamination)

Transportation (no co-mingling / contamination)

Risk Management

Risk of contamination from Low/ Med / High | Comments

Neighbouring non-organic fields

Non-organic activities of same farm

Industry, motorways, wastewater,
etc.

Others (specify)
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Measure taken to minimise the risk

Approval / Recommendations of the internal inspector (whole farm)

Compliance with previous conditions

o good O partially/acceptable 0O missing/not acceptable 0 no conditions
last year

Compliance this year

O to approve without conditions O to approve with conditions O cannot be approved

Comments by internal inspector

Declaration

The farmer herewith confirms that he/she has complied with the internal organic standard and has
declared all used inputs activities as stated in this form. The farmer has noted the set conditions.

Date & Signature Farmer Date & Signature Internal Inspector

Approval Decision

Compliance this year
o approved without conditions o approved with conditions O not approved

Additional conditions or sanctions:

Date & Signature Approval Manager
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Annex 6
FORMAT FOR DEVELOPING ICS INTERNAL STANDARDS IN
LOCAL LANGUAGES

This Internal organic standard is based on the National Standard for Organic
Production

Condition for admissions

The farmer should be practicing organic farming
The whole farm has to be converted to organic
The farmer shall not be a member of any other farmer group certification

Conditions on seeds and planting material

All seeds/seedlings/planting stock used must be source from organic farms. If no
organic seeds and planting material are available, conventional but untreated seeds
may be used only for the first year after getting permission from the Internal Control
System Manager.

The farmer shall keep all the empty packets of seeds for inspections.

No seed treatment with un-allowed inputs shall be done.

Conditions for plant nutrition/fertilization

Only use of farmyard manure and compost from own farm is permitted for plant
fertilisation. Other organic inputs can be used only after obtaining permission of the
Internal Control System Manager.

The farmer should undertake crop rotation, green manuring, composting etc. as per the
recommendations of the field officer (extension worker) to improve soil fertility

Conditions for plant protection measures

The farmers shall undertake necessary preventative methods as per the directions of
the field officer for prevention of pests and diseases, which will include choice of
crop, varieties & cultural practices etc.

For plant protection only inputs listed in the approved input list shall be used. In case
of necessity, the product will be distributed by the internal control system. The farmer
is not allowed to use any off-farm inputs without getting the prior permission of the
Internal Control System.

Only hand and mechanical weeding is allowed for weed control.

Other conditions

The borders and buffer zones shall be maintained as per the recommendation of the
field officer for prevention of drift of un allowed inputs from neighbouring farms

Measures for prevention of erosion shall be undertaken by the farmers as per the
recommendation of the Internal Control System. Such practices shall include measures
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like cultivation according to the slopes, planting green barriers, building terraces and
earth bundles, etc.

The crop residues and weeds should not be burned and should be composted or used
as mulch

The farmer shall not store any un allowed inputs on the farm.

The farmers shall maintain the farm records in the farmer diary supplied by the
Internal Control System

The farmer shall feed only on farm products to the animals maintained in the farm.
The use of off farm products and medication shall be done only after informing the
Internal Control System.

The farm implements should be thoroughly cleaned before use if the implement is
borrowed from a conventional farm. It is preferred that the implements be borrowed
from an organic farmer only.

The farmer should attend all the trainings organized for them by the Internal Control
System

The farmer shall store the harvested produce hygienically and shall use the bags given
to them by the ICS for the purpose.
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Annex 7
APPLICATION FORMAT FOR EXIT OF FARMER FROM ICS

From (Member of Farmer Group under certification)

To (The ICS Incharge)

Hence kindly allow me to exit from the grower group during the renewal of certification

of this group.

(strike out the below paragraph if not applicable)

Also kindly forward the details of my certification status as on the date of my exit, to

......................................................... who are the new certification body under
which I intended to be certified.

Yours faithfully
Date Signature of the farmer
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Annex 8
EXIT APPROVAL FORMAT FOR A MEMBER FARMER FROM A

GROWER GROUP
(Letter Head, ICS)
To,
...... (Name of Farmer)............
...... (ID Number)............coe...
...... (Address)......cccovvvviiniinnnn
Exit Approval

Your application for exit from the grower group has been accepted by the

.................................. (Responsible authority) (name of Grower group).

The details of your certification status as on xx/xx/xxxx is as follows:

Name of member
ID number

Crops and Status
Start of Conversion

Validity of current certification

The corrective action listed by the approval committee and/or by the internal inspector (if
any)

i)

i)

List of products already sold to ICS and quantity

Crop Quantity
1. XXXXX Xy
2. 77777 zy
Date :
Place : (for ICS )Signature

(Seal of Grower Group)
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CHAPTER 6

ORGANIC CERTIFICATION MARK

6.1 ORGANIC LOGO

A trademark — “India Organic” will be granted on the basis of compliance with the National
Standards for Organic Production (NSOP). Communicating the genuineness as well as the
origin of the product, this trademark will be owned by the Government of India. Only such
exporters, manufacturers and processors whose products are duly certified by the accredited
Certification Bodies, will be granted the licence to use of the logo which would be governed

by a set of regulations.

6.2 SPECIFICATIONS

The Indian Organic Logo must comprise of the colour specifications listed below: -

6.3 CONCEPT OF ORGANIC LOGO

Symbolizing the rhythm of cosmic and earth forces represented by the blue and brown waves
of force and energy, ‘India Organic’ logo celebrates the essence of nature. These forces work

in harmony upon the earth’s environment and this rhythm is reinforced and supported by the
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green plant growth. The colours used have a special significance in the logo concept. The
cosmic force in blue symbolizes universal purity. Richness of soil, nourished with natural
ingredients in organic farming, is symbolized by the earth forces in golden brown. The plant
in green uses the colour of nature and natural products untouched by chemicals. The blue
background is symbolic of earth’s environment that is congenial for life to thrive in and is
also free of pollution and harmful chemicals. India Organic etched over the surface
authenticates the carrier as “Organic” and also establishes the Indian connection for all the
carriers of the mark. Beautifully synthesizing all the elements of our environment, the logo

also communicates total adherence to the National Organic Standards.

6.4 REGULATIONS GOVERNING USE OF THE CERTIFICATION
TRADE MARK ‘INDIA ORGANIC LOGO’

The following regulations, which include any modifications and additions thereto, shall apply
for grant of a licence for use of the Certification Trade Mark ‘INDIA ORGANIC LOGO’
only on the certified products produced, processed, packed and labeled as per the National

Standards for Organic Products.

6.4.1 Short Title and Commencement— (1) These regulations may be called the Organic

Products Certification Trade Mark Regulations, 2014.
6.4.2 Definitions — In these regulations, unless the context otherwise requires-
a. “Applicant” means any manufacturer, processor, exporter who applies to the
Accredited Certification Body for grant of a licence to use the Certification Trade

Mark.

b. “Certification Trade Mark” means the India Organic logo as shown in Exhibit ‘A’

hereto.

c. “Accredited Certification Body” shall mean an agency accredited and authorized by

NAB to operate and promote the NPOP on behalf of the NAB.
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d. “Licensee” shall mean an applicant who has been granted the licence to use the

Certification Trade Mark.

e. “National Accreditation Body (NAB)” means a body appointed by the National
Steering Committee constituted under the National Program for Organic Production

by the Government of India.

f. “National Steering Committee” (NSC) is the Committee responsible for the
implementation and administration of the NPOP and comprises members from
APEDA, Tea Board, Spices Board, Coffee Board, Ministry of Agriculture etc. and

may include any other body as may be notified from time to time.

g. National Programme for Organic Production (NPOP) refers to a Programme of the
Government of India which provides for an institutional mechanism for

implementation of the National Standards for Organic Production.

h. “National Standards for Organic Production” shall refer to standards contained in the

National Programme for Organic Production.

1. “Regulations” shall refer to the instant Regulations governing use of the India Organic
Logo, as amended from time to time by the NAB. The Regulations are open to public
inspection in the same way as the Indian Register of Trade Marks is open to public
inspection, any amendment of the Regulation is not effective until the amended

Regulation have been accepted by the Indian Registrar of Trade Marks.

j-  All other words and expressions used in the Regulations and not defined herein shall

have the ordinary meanings assigned in the English language.

6.4.3 Proprietorship of the India Organic Logo; Authorized Users

6.4.3.1 A product will be allowed to be exported as “Organic Product” only if it is produced,

processed and packed under the Certification Trade Mark issued by Accredited Certification
Bodies authorized by the NAB, constituted under the provisions of the NPOP.
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6.4.3.2 NAB is the sole, absolute, and exclusive owner of the Certification Trade Mark. The
Accredited Certification Bodies are agents of the NAB. The relationship between
NAB and the Accredited Certification Bodies is governed by the terms of an Agency
Agreement entered into between the Parties. A sample Agency Agreement is attached
hereto and marked as Exhibit B. Nothing in these Regulations modifies the terms of

the Agency Agreement.

6.4.3.3. The Accredited Certification Body, while granting certification to an Applicant is
merely acting as an agent of the NAB and any certification conferred on such

Applicant is deemed to have been ultimately conferred and authorized by NAB.

6.4.3.4 A license to use the Certification Trade Mark may be revoked if the licensee

6.4.3.5 challenges the validity of the Certification Trade Mark; or

6.4.3.6 challenges NAB as the sole, absolute, and exclusive owner of all right, title, and

interest in the Certification Trade Mark , and the goodwill associated therewith; or

6.4.3.7 takes any action, which would impair the rights of NAB in and to the Certification

Trade Mark or the goodwill associated therewith.

6.4.3.8 A license granted to an Applicant to use the Certification Trade Mark in India is a
privilege bestowed at will and does not constitute a legally enforceable right, title or
interest. At all times this permission is subject to the rights, duties, and restrictions
contained in the Regulations. By accepting Certification, the Licensee

acknowledges and accepts that:

6.4.3.9 Grant of a license to use the Certification Trade Mark is not an assignment or grant

of any right, title or interest in or to the Certification Trade Mark.
6.4.3.10 No right, title or interest in or to the Certification Trade Mark can be acquired or

claimed by virtue of the permission granted herein or through any use of the

Certification Trade Mark;
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6.4.3.11 All goodwill deriving from use of the Certification Trade Mark inures to and for the

benefit of NAB; and

6.4.3.12 NAB is the sole, absolute, and exclusive owner of the Certification Trade

Mark.

6.4.3.13 NAB through the Accredited Certification Body(s) shall maintain a register of the

6.5.

licensees who are authorized to use the Certification Trade Mark

Manner of Applying for Licence

6.5.1 Every application for the grant of a licence to use the Certification Trade Mark shall

6.5.2

be made to the Accredited Certification Body on Form 1 prescribed in the NPOP

from time to time.

Every application for a licence shall be accompanied by a statement furnishing in
detail any scheme of inspection and testing, which the applicant maintains or has
been in use or proposes to maintain or to put into use and which is designed to
regulate, during the course of manufacture or production, the quality of the product or

process for which the licence is applied for.

6.5.3 Every application shall be signed in the case of an individual, by the applicant or, in

6.5.4

6.5.5

the case of a firm, by the proprietor, partner or the managing director of the firm or by
any other person authorized to sign any declaration on behalf of the firm. The name
and designation of the person signing the application shall be recorded legibly in the

space set apart for the purpose in the application form.

Every application for a licence shall, on receipt by the Accredited Certification Body,

be numbered in the order of priority of the receipt and be acknowledged.

The Accredited Certification Body may call for any supplementary information or
documentary evidence from any applicant in support of or to substantiate any
statement made by him in his application, within such time as may be directed by the
Accredited Certification Body, and non-compliance with such direction may have the
effect of the application being summarily rejected by the Accredited Certification
Body.
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6.5.6 On receipt of an application for a licence and before granting a licence, the Accredited

6.6

6.6.1

Certification Body may

a)

b)

d)

require evidence to be produced that the product or process in respect of which
a licence has been applied for conforms to the standards and specifications set
out in the National Programme for Organic Production (hereinafter NPOP)

and the National Standards for Organic Production (hereinafter NSOP);

require evidence to be produced that the applicant has in operation a scheme
of routine inspection and testing, which will adequately ensure that all marked
products or process shall conform to the standards and specifications set out in

the NPOP and the NSOP;

require all reasonable facilities to be provided to an Inspector of the
Accredited Certification Body to inspect the farms, processing units, office,
workshop, testing laboratories or godowns and any other premises of the
applicant and to draw and test a sample or samples for the purpose of verifying

the evidence produced by the applicant under clause (a) or clause (b) or both;

for the purpose of clause (a), direct the applicant to submit samples to such
testing authority as Accredited Certification Body may consider appropriate.

The expenses for testing shall be borne by the applicant; and

On the basis of any report received under clause (c) or clause (d) or both, the
Accredited Certification Body may, as deemed fit, require the applicant to
carry out such alterations in, or in addition to, the process of manufacture or

production in use by the applicant.

Grant of Licence

If, after having regard to requisite skill, resources, production, processing previous

performance and antecedents relevant to the issuance of the licence, the Accredited

Certification Body, is satisfied that the applicant is fit to use the Certification Trade

Mark, the Accredited Certification Body shall grant a licence in Form 2 authorizing
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the use of the Certification Trade Mark in respect of the product or class of products
manufactured by the applicant in respect of the process employed in any production,
manufacture or work, subject to such terms and conditions as specified in these
regulations. The Accredited Certification Body shall intimate the applicant about

grant of licence.

(a) The Applicant shall be entitled to use the Certification Trade Mark and restrict
its use to such products or services, which will meet the norms and standard
specifications of the products, set out in the NPOP. The Certification Trade
Mark may be affixed to the products and/or used on packaging or promotional

material or in the context of advertising activities.

(b) In the event of a withdrawal of the right to use the aforesaid Certification
Trade Mark, the certificate or the Licence shall be returned to the Accredited
Certification Body. The right to use the Certification Trade Mark expires at
the same time without giving rise to any indemnification claim against the

NAB and/or the Accredited Certification Body.

(c¢) The Applicant is entitled to use the aforesaid Certification Trade Mark in

accordance with these Regulations governing its use.

(d) Where the application for a licence is made by a person, whose licence is
cancelled by the Accredited Certification Body due to furnishing of incorrect
information or use of the Certification Trade Mark in relation to any product
other than that for which it has been granted license, he shall not be eligible to
reapply for a period of time as determined by the Accredited Certification
Body having regard to the facts and circumstances of each case. In any event,

such period shall not exceed one year.

6.6.2 A licence shall be granted on Form 2 prescribed in the NPOP from time to time for a

period of one year and a declaration by licensee shall be given on Form 3.
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6.6.3 The Accredited Certification Body may by giving one month’s notice to a Licensee,

alter any terms and conditions subject to which the licence has been granted during

the validity of the licence.

6.6.4 Where the Accredited Certification Body, after a preliminary inquiry, is of the opinion

that a licence should not be granted, it shall give a reasonable opportunity to the
applicant of being heard, either in person or through a representative authorized by
him on his behalf, and may take into consideration any fact or explanation urged on

behalf of the applicant before rejecting the application.

6.6.5 A licence shall expire at the end of the period for which it is granted.

6.6.6

6.7

6.7.1

6.7.2

6.7.3

Particulars of all licences issued by Accredited Certification Body under these
Regulations in connection with the use of the Certification Trade Mark shall be

entered in a register which shall be maintained by APEDA on behalf of the NAB.

Conditions of a Licence-

The Certification Trade Mark shall be applied in such manner as it may be
easily visible as a distinct mark on the products or the packaging or on test certificates
relating to articles which cannot be labeled or covered. The Certification Trade Mark
shall be applied to only such types, grades, classes, varieties, sizes of the products for
which the licence has been granted. The manner in which the licensee proposes to
place or use the Certification Trade Mark, must be approved by the Accredited
Certification Body.

When a Certification Trade Mark has been specified in respect of an article or
process, no person other than the licensee in possession of a valid licence shall make
any public claim, through any advertisement, sales promotion leaflets, pricelists or the
like, that his product conforms to the relevant Certification Trade Mark or carries the
Certification Trade Mark.

(a) Every licensee shall institute and maintain, to the satisfaction of the Accredited

Certification Body, a system of control to keep up the quality of his production or
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6.7.4

process by means of a scheme of testing and inspection, so as to ensure that the
articles or process, in respect of which the Certification Trade Mark is being used,
comply with the relevant norms and procedures of the Accredited Certification Body

and the NPOP.

(b)The licensee shall maintain a complete record of the tests and inspection and such
other data as specified in the scheme for testing and inspection, to establish to the
satisfaction of the Accredited Certification Body that the required control of
production or process has been and is being satisfactorily maintained. Such records
shall, on demand, be made available for inspection to the Accredited Certification

Body.

(a) Any licence granted by the Accredited Certification Body may be

suspended or cancelled by it, if it is satisfied:-

1. that the products marked with the Certification Trade Mark under a
licence do not comply with the related norms and procedures as
prescribed in the NPOP; or

i1. that the licensee had used the Certification Trade Mark in respect of a
process which does not comply with the procedures and specifications
prescribed in the NPOP; or

iil. that the licensee failed to provide reasonable facilities to the
Accredited Certification Body to enable them to discharge the duties
imposed on them; or

iv. that the licensee has failed to comply with any of the terms and

conditions of the licence.

(b) Before the Accredited Certification Body suspends or cancels any licence, it
shall give the licensee not less than fourteen days notice of its intention to

suspend or cancel the licence.

(©) On the receipt of such notice, the licensee may submit an explanation on its
behalf to the Accredited Certification Body within fourteen days from the

receipt of the notice. If an explanation is submitted, the Accredited

191





(d)

(e)

Certification Body may consider the explanation and give a hearing to the
licensee within fourteen days from the date of receipt of such explanation or

before the expiry of the notice whichever is longer.

If no explanation is submitted, the Accredited Certification Body may, on the
expiry of period of the notice, suspend or cancel the licence by addressing a
written communication within 14 days of the expiry of the period stipulated in

sub-paragraph (c) herein above.

Where a licence has been suspended or cancelled, the licensee shall forthwith
discontinue the use of the Certification Trade Mark notwithstanding the
pendency of any proceeding before an Arbitrator and if there be, with the
licensee or his agents, any articles in stock which have been improperly
marked, the licensee or his agents, as the case may be, shall take steps to get
the Certification Trade Mark on such articles either removed, cancelled,

defaced or erased.

6.7.5 When a licence has been suspended or cancelled, the Accredited Certification Body

6.7.6

(2)

(b)

shall so advise the licensee in writing and publish such a suspension or cancellation

in a manner as found appropriate by the said Accredited Certification Body.

If, at any time, there is some difficulty in maintaining the conformity of the
product or articles to the specification or if the testing equipment goes out of
order, the marking of the product shall be stopped by the licensee, under
intimation to the Accredited Certification Body. The marking may be resumed
as soon as the defects are removed and information regarding such resumption
of marking be sent to the Accredited Certification Body, immediately

thereafter.

If, at any time, the Accredited Certification Body has sufficient evidence that
the product carrying the Certification Trade Mark may not be conforming to
designated norms and procedures, the licensee shall be directed to stop the

marking of such product. The resumption of marking on the product shall be
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permitted by the Accredited Certification Body after satisfying itself that the

licensee has taken necessary actions to remove the deficiencies.

6.7.7 The decision of the Accredited Certification Body for arriving at such decision shall
be communicated, in writing by registered post, to the applicant or the licensee, as the

case may be.

6.7.8 An inspection, specially made at the request of an applicant or a licensee, shall be
chargeable to the account of the applicant or the licensee. Charges for such special
inspection or inspections shall be such as may be decided by the Accredited

Certification Body.

6.7.9 When the designated norms and procedures of the Accredited Certification Body are
withdrawn and not superseded by any other norms and procedures, any licence issued
in respect thereof shall be deemed to have been cancelled from the date of withdrawal
of such designated norms and procedures as stated above and any such licence shall
be forthwith surrendered to such Accredited Certification Body by the licensee. In the
case of such cancelled licence, a part of the licence fee, if paid in advance,
proportionate to the unexpired period of the licence shall be adjusted against any
future fee payable by the licensee or the said part of the licence fee can be refunded

depending on the decisions of the Accredited Certification Body.

6.7.10 The following procedures shall apply in the case of inspection in respect of any
product or process where a licence for the use of Certification Trade Mark in respect
of that article or process has been issued, or an application has been made for a

licence.

a. When the Accredited Certification Body proposes to inspect the process or
product of an applicant, it shall, preferably, give reasonable notice of its visit
to the applicant. However, where the Accredited Certification Body proposes

to inspect the premises of a licensee, such notice is not necessary;

b. If during an inspection, the Accredited Certification Body wishes to take one

or more samples of any product, material or substance, it shall do so in the
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presence of the applicant or a responsible person belonging to the

establishment of the applicant, as the case may be;

C. The Accredited Certification Body may at its discretion, and shall if the
applicant or the responsible person belonging to the establishment demands it,
take duplicate samples and give one sample to the applicant or such

responsible person;

d. The Accredited Certification Body may at its discretion, and shall if the
applicant or the responsible person belonging to the establishment demands it,
place each such sample in a covering and jointly seal each sample. In the case
of samples drawn by the Accredited Certification Body which cannot be so
sealed, such samples shall be marked with certain identification to establish

their identity;

e. Impression of the seals and details of identification shall be given in the
Accredited Certification Body’s report. The samples shall be labeled giving

complete details; and

f. The Accredited Certification Body shall give a receipt for a sample or samples
taken and retain a duplicate copy of the receipt duly signed by the person in

whose presence the sample was taken.

6.7.11 The Accredited Certification Body may take samples of products marked with the
Certification Trade Mark from the godowns or any such premises of any agent of the
applicant or from the articles put up for sale in the open market by the applicant or its

agent.

6.7.12 The Accredited Certification Body shall arrange at least one inspection visit in a year

in respect of each licence granted.

6.7.13 The Accredited Certification Body shall make a detailed report of every inspection
made by it.

194





6.8. Fees

6.8.1 Every application for the grant of a licence shall be accompanied by a fee payable to
the Accredited Certification Body and which shall not exceed the fee prescribed for
this purpose by the NAB from time to time.

No such fee or part thereof shall, in any circumstances, be refunded, except in the event of

operation of paragraph 5 (10) herein.

6.9 Undertaking

Prior to grant of licence, the applicant shall sign an undertaking to the effect that he will make
no claim, direct or implied, that the licence to be granted relates to any products or processes

other than those that will be set out in the licence.

6.10 Surveillance and regular review —

a. The grant of a licence shall be followed by surveillance visits. The frequency

and extent of visits shall be determined by the Accredited Certification Body.
b. The surveillance visits may be without notice to the applicant to ensure that
the systems and procedures already assessed are being maintained.
C. The special reassessment visit shall be necessary where an applicant fails to
observe the conditions of the licence or where there have been significant
changes in the organization of the applicant. The licensee shall be liable for

the costs of such special visits.

6.11 Use of Certification Trade Mark

The licensee may use the Certification Trade Mark only as authorized by the Accredited

Certification Body.

6.12 Publicity

a. The Accredited Certification Body shall maintain a list of licensees and make it

available to APEDA;
b. The list shall be updated periodically;
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c. The licensee shall inform potential customers, purchasers or purchasing

authorities of the full and exact details of the licence;

d. The licensee shall display the licence in his premises;
€. The licensee shall make use of the Certification Trade Mark as authorized;
f. The licensee shall state in documentation brochures or through advertising

media that the organization or location to which the licence applies have been
assessed and approved by the Accredited Certification Body. In such
advertisement the standards pertaining to the products or process for which a
licence has been granted is to be stated and a higher level of approval than
granted is not to be implied;

g. An applicant who has been granted a licence for the Certification Trade Mark
shall not claim or imply that the product manufactured by him has been
certified or approved by the Accredited Certification Body unless he is
holding a valid licence for that product under the recognized product

certification scheme of the NAB.

6.13 Obligations of the applicant

An applicant on grant of a licence to use of the Certification Trade Mark shall:

a. at all times comply with the requirements of the licence as set out therein and
comply with these Regulations or any amendments thereto;

b. only claim that it is holding a licence in respect of the capability which is the
subject of the licence and which relates to the products or processes in accordance
with the licence requirements;

C. not use the licence in any manner to which the Accredited Certification Body

may object and shall not make any statement concerning the authority of the
applicant’s use of the licence which in the opinion of the Accredited Certification
Body may be misleading;

d. submit to the Accredited Certification Body for approval the form in which it
proposes to use its licence or proposes to make references to the licence;

€. upon suspension or termination of the licence, however determined, discontinue
its use forthwith and withdraw all promotional and advertising matter which

contains any reference thereto;
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f. permit access to the Inspector of the Accredited Certification Body for purposes of
assessment, audit or surveillance. The licensee shall give full details of all actions
taken in response to field problems arising from allegations of defects in products
or processes covered in the licence and allow the Inspector of the Accredited
Certification Body access to all relevant records and documents for the purpose of
verifying such details;

g. be required to produce evidence of continuing operations for the products or
processes covered by the licence. The licensee shall notify the Accredited
Certification Body in writing of discontinuance in such operations exceeding three
months. Discontinuance of a licence in excess of six months or more may lead to
cancellation of licence. In such cases, a new application shall be lodged with the
Accredited Certification Body and an assessment visit will be necessary prior to
grant of a new licence;

h. pay all financial dues to the Accredited Certification Body in the manner

prescribed by it, even for the period of discontinuance or suspension of licence.

6.14 Surrender of Licence

A licence may be surrendered by the licensee at any time in writing to the Accredited
Certification Body. In the case of surrender, the licensee shall return the licence with all the

related documents to the Accredited Certification Body.

6.15Powers of the Accredited Certification Body

The Accredited Certification Body may at its discretion:

a. Refuse to grant a licence or extend its scope or cancel or alter so as to reduce
the scope of the licence provided that the refusal, cancellation or alteration is a
recommendation of the Inspector of the Accredited Certification Body as to
which a decision by the committee constituted by the Accredited Certification
Body shall be conclusive. The refusal to renew or cancel a licence for failure
to discharge its obligations shall be based on the report of the Inspector of the

Accredited Certification Body on assessment/audit during surveillance and
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regular review. Such decisions shall be communicated to the licensee in

writing;

The Accredited Certification Body shall be entitled to suspend a licence if

there are sufficient grounds of non-compliance of the following:

1) if surveillance by the Accredited Certification Body proves non-

conformity to the relevant requirements, but immediate termination is

not considered necessary;

i1) if improper use of the licence, related documents, is not remedied to

the satisfaction of the Accredited Certification Body;

1) if there has been any contravention of the procedures set out by the

Accredited Certification Body;

1v) if the licensee fails to meet financial obligations to the Accredited

Certification Body; and

V) on any other grounds specifically provided for under the procedures,

rules or formally agreed between the licensee and the Accredited

Certification Body.

Where a licence has been suspended or cancelled on the expiry of the period
of its validity, the licensee shall forthwith discontinue the use of the licence
notwithstanding the pendency of any Appeal in terms of para 16 hereinafter
and shall return the licence and related documents to the Accredited

Certification Body.

Where the licensee is unable, in a reasonable period of time, to rectify any
deficiencies, which makes the licensee unable to comply with the
requirements of this scheme, the licence may be cancelled. Cancellation of the

licence in such case shall require the licensee to lodge a fresh application
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followed by the procedure prescribed in these regulations for the grant of a

new licence.

6.16 Misuse of licence

The licensee shall be deemed to have misused the licence, if it does not cease to display or

otherwise use the licence for use of the Certification Trade Mark immediately after:

a. Surrender of licence, suspension or cancellation;
b. The licensee has failed to implement changes as advised by the Accredited

Certification Body.

6.17 Appeals

Any appeal arising from any order of the Accredited Certification Body shall be finally
settled through arbitration to be held only in New Delhi by a sole arbitrator in accordance
with the provisions of the Indian Arbitration and Conciliation Act, 1996. The sole arbitrator
shall be jointly nominated by the disputing parties and in the event the parties are unable to
reach any understanding, the same shall be decided by the High Court of appropriate
jurisdiction. Any award made by the arbitrator in pursuance of an arbitration as stated in this

clause shall be conclusive and binding on the parties thereto.
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FORM 1

APPLICATION for grant of LICENCE to use the CERTIFICATION
MARK
Under the Organic Products Certification Mark Regulations 2012

*I/We carrying on business at

Under the style of

Hereby apply for a license to use the Indian Organic Logo Certification in respect of the
product/process which conforms to the National Standards for Organic Products norms and

procedures listed below:

a) **Product

Type
Size

Grade

Related norms of Standards for Organic Products

b) **Process

Related norms of Standards for Organic Products.

2. The above product is manufactured by process

is carried out

Name of location
(address)

* Strike out one not applicable
** Only one of the two items under (a), (b) may be covered by one application strike out the

other.

3. a) The composition of the top Management of my/our firm is as follows:

S. No. Name Designation

b) I/we undertake to intimate to the Certification Body any change in the above

composition as soon as it takes place.
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4. I/We hereby enclose an attested copy/photocopy of the certification of incorporation
issued by the Registrar of firms or Societies/Companies/director of Industries (In case of
Small Scale Units) Or similar other Documents authenticating the name of the firm and

its producing location.

1. a) I/We have testing arrangements as per enclosed list and as per norms and
procedures of Standards for Organic Products.

OR
b) The following testing arrangements as per norms and procedures of Standards for

Organic Products are still to be made:
OR
c¢) Details of Accredited Laboratory
Name Job
a) Trade-Mark (s)/Brand Name (s) used by us as follows:

b) I/We intended to apply the India Organic Logo Certification with our following
Trade-Mark (s)/Brand Name (s):

c) Registration No. and Date of the trade-Mark (s)/Brand Name (s) proposed to be
used with the India Organic Certification Mark.

OR
In case of non-registration, I/We enclose documentary evidence in form of

publicity/packing material, etc. in support of the Trade-Mark(s) Brand Name(s)

5. Production figures of the said product/process and the value thereof to the best of my/our

knowledge and estimates are as follows:

Year Production Unit Value Rs.

Last year from

to

Current year from

to
(estimate)
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6.

In order to ensure conformity of the said product/process to the related norms and

procedures of the Standard for Organic Products.

*I/We have in use/propose to use the scheme of Inspection and Testing described in the
Statement attached hereto. Routine records of all the inspections and tests are being/will
be kept in the form detailed in the Statement. I/We further undertake to modify, amend or
alter my/our Scheme of Inspection and Testing to bring it in line with that which may be

specified by you from time to time.

**[/We have at present no scheme of Inspection and Testing in operation. [/We,
however, undertake to put in operation any such as recommended by the Certification

Body.

Should any initial enquiry be made by the Certification Body, /We agree to extend to the
Certification Body all reasonable facilities at my/our command and I/'We also agree to
pay all expenses of the said enquiry, including charges for a testing, as and when required

by the Certification Body.

I/We request that the preliminary inspection of location may be carried out by
(indicate date)

OR
I/We shall intimate the time, date etc. suitable for carrying out the preliminary Inspection

as soon as production of the product applied for is undertaken and I/We are ready for

drawl of samples.

a) Certified that earlier I/we had applied and the application No. was

It did not mature into a license because of

b) Certified that earlier /'We held CMS/T, No. which was
lapsed/cancelled because of vide letter No.
dated from Certification Body.

c¢) I/We have never been warned/advised by the Certification Body for any of our actions
violative of the norms and procedures of the Standards for Organic Products.

OR
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9.

10.

The details of warning/advice received by me/us for violating the norms and

procedures of the Standards for Organic Products are as under:

I/We undertake that should any of the information supplied above in the application form

is found to be wrong, the application may be rejected forthwith.

Should the license be granted and as long as it will remain operative, [/We hereby
undertake to abide by all the terms and conditions of the license and the prescribed
regulations. In the event of the license being suspended or cancelled, I/we also undertake
to cease with immediate effect to use the Certification Mark on any product covered by
the license and to withdraw all relevant advertising matters and to take such other steps as
may be necessary to fulfill the provisions of the aforesaid Regulations with immediate
effect. We also undertake to comply with each and every provision contained in the

aforesaid Regulations, where a license is granted to us.

Date this day of

Signature

Name

Designation

For and on behalf of

(Name of the firm)
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FORM 2

License for the Use of India Organic Logo CERTIFICATION MARK

LICENSE NO. CMS —

1.

By virtue of the powers conferred on it by the Regulations pertaining to Certification

Mark of India Organic Logo, the Certification Body hereby grants to

(hereinafter called ‘the licensee’) this license to use India Organic Logo Certification
Mark se out in the first column of the first Schedule hereto, upon or in respect of the
product/process set out in the second column of the said Schedule which is produced or
processed in accordance with/conforms to the related norms and procedures of Standard

for Organic Products.

This license carries the rights and obligations stipulated in the above mentioned
Regulations.

This license shall be valid from to

This license is being granted to subject to the
condition that has agreed to be subjected to the

provisions contained in the Organic Products (Certification) Regulations, 2012.

Signed, Sealed and Dated this day of

For ACCREDITED CERTIFICATION BODY
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THE FIRST SCHEDULE

CERTIFICATION MARK PRODUCT

(D )
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FORM 3

DECLARATION
To
The Chairman
NAB
UWe, o of L declare that we have been granted
license nO. ..........cc...... dated .............. to use of the INDIA ORGANIC LOGO, and we

undertake to be subjected to the Regulations for INDIA ORGANIC LOGO Certification
Mark for Agricultural Products March 2012.
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Natural cosmetics definitions

Council of Europe guidelines

The guidelines define a 'natural cosmetic' as a product consisting of natural substances of
botanical, mineral or animal origin, exclusively obtained through physical, microbiological or

enzymatic methods, with certain exceptions for fragrances and preservatives.

Natural cosmetics according to Australia:

A 'Natural product' is one in which > 95% by weight of ingredients (excluding water) are
'Natural'

The “Natural Cosmetics Act” Could Provide Some Much Needed Guidance

The new bill, the “Natural Cosmetics Act,” seeks to amend the Federal Food, Drug, and
Cosmetic Act to define the terms “natural” and “naturally derived ingredient” as they relate to
cosmetics. The bill defines the term “natural” as “any chemical substance that is naturally
occurring and which is (i) unprocessed; (ii) processed only by manual, mechanical, naturally
derived solvent or gravitational means, by dissolution in water or steam, by flotation, or by
heating solely to remove water; or (iii) extracted from air by any means.”

A Bill
SEC. 2. COSMETICS WITH CERTAIN TERMS MISBRANDED.

(a) IN GENERAL.—Section 602 of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 362) is amended by adding at the end the following:

“(g) If its packaging or labeling bears the term ‘natural’ unless—
“(1) if the term ‘natural’ pertains to the cosmetic overall, the cosmetic contains—
“(A) at least 70 percent natural substances (other than water and salt);

“(B) no fragrance ingredient other than a natural substance or naturally-derived
ingredient; and

“(C) other than natural substances and water, contains only naturally-derived ingredients
except to the extent a naturally-derived ingredient—

“(1) 1s not available for a specific function; or

“(i1) is otherwise not feasible;





“(2) if the term ‘natural’ pertains to one or more ingredients in the cosmetic—

“(A) the ingredient statement identifies natural ingredients individually with the terms
‘natural’ or ‘naturally-derived ingredient’;

“(B) the listing of each such ingredient is followed by a reference mark; and

“(C) the labeling contains the definition of such terms below the ingredient statement;
and

“(3) the cosmetic is not made using any of the following:

“(A) Alkoxylation (including ethoxylation and propoxylation) using ethylene oxide,
propylene oxide, or other alkylene oxides.

“(B) Deterpenation (other than with steam).
“(C) Halogenation as the main reaction.
“(D) Ionizing radiation.

“(E) Sulphonation as the main reaction.
“(F) Treatment with ethylene oxide.

“(G) Treatment using mercury.”.

(b) DEFINITIONS.—Chapter VI of the Federal Food, Drug, and Cosmetic Act (21
U.S.C. 361 et seq.) is amended by adding at the end the following:

“SEC. 604. DEFINITIONS.
“In this chapter:

“(1) (A) The term ‘natural’ means any chemical substance that is naturally occurring and
which is—

“(i) unprocessed;

“(i1) processed only by manual, mechanical, naturally derived solvent or gravitational
means, by dissolution in water or steam, by flotation, or by heating solely to remove water; or

“(ii1) extracted from air by any means.
“(B) Such term does not include petroleum and petroleum derived ingredients.
“(2) The term ‘naturally-derived ingredient’ means—

“(A) any substance where the starting material is of mineral, plant, microbe, or animal
origin but has been chemically processed;





“(B) any substance where the starting material is of mineral, plant, microbe, or animal
origin but has been chemically processed and combined with other ingredients, excluding
petroleum and fossil fuel-derived ingredients; or

“(C) an ingredient that is derived from a plant feedstock and bio-manufactured
using processes like fermentation, saponification, condensation, or esterification in
order to improve performance or make the ingredient biodegradable or
sustainable.”.
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FOREWORD
(Formal clauses will be added later)

In this standard cognizance has been taken of new and emerging technologies in the field of oral
care and dentistry. In formulation of this standard, assistance has been derived from International
Standard, ISO 16408 : 2015 ‘Dentistry — Oral care products — Oral rinses’ in developing this
standard. An attempt has been made to incorporate relevant parts of this standard while keeping in
mind specific needs in the Indian context.

The main theme of safety of the consumer while using the product is maintained as central in this
standard. The oral rinses, when used in a normal manner, shall not cause injury to the teeth, gums,
and mucous membrane of the mouth or the body in general. The role of the oral rinses is to clean
the oral cavity and also to prevent/reduce the incidence of oral dental diseases like caries, gingivitis
or periodontal diseases. The use of oral rinses improves the oral hygiene. Hence oral rinses with
active ingredients that help in improving oral hygiene are part of this specification. Fluoride has
been unequivocally proven to be effective in caries control but under certain conditions. Excessive
ingestion of fluoride may contribute to fluorosis. Keeping both aspects in mind, the Ministry of
Health and Family Welfare has imposed a restriction on the limit of fluoride ion in toothpaste.
Since oral rinses fall under the same category of oral care products, the limit of 1000 ppm of
maximum available fluoride level has been retained for oral rinses as well.

Specific qualitative and quantitative requirements for freedom from biological hazards are not
included in this standard, however it is recommended that reference be made to 1SO 7405 : 2018
Dentistry — Evaluation of biocompatibility of medical devices used in dentistry’ and ISO 10993-
1 : 2018 ‘Biological evaluation of medical devices: Part 1 Evaluation and testing within a risk
management process’ When assessing possible biological or toxicological hazards.





For the purpose of deciding whether a particular requirement of this standard is complied with, the
final value, observed or calculated expressing the result of a test or analysis, shall be rounded off
in accordance with IS 2 :2022 ‘Rules for rounding off numerical values (second revision).” The
number of significant places retained in the rounded off value should be the same as that of the
specified value in this standard.

1 SCOPE

1.1 This draft standard prescribes the requirements and methods for sampling and test for the
following types of oral rinses:

a) Ready-for-use solutions;
b) Concentrated solutions for use after dilution with water; and
c) Solutions for use after mixing.

1.2 This draft standard does not cover other product forms, for example, mouth sprays, foams,
powders, tablets etc. Therapeutic and medicated oral rinses are also not covered in the standard.

1.3 This draft standard does not specify biological safety aspects of oral rinses.
2 REFERENCE
The standards which are necessary adjuncts to this draft standard are listed below. All standards

are subject to revision, and parties to agreements based on this standard are encouraged to
investigate the possibility of applying the most recent editions of the standard:

Indian/ International | Title
Standard No.
IS 2088 : 1983 Methods for determination of arsenic (second revision)
IS 3958 : 1984 Methods of sampling cosmetics (first revision)
IS 4011 : 2018 Methods of test for safety evaluation of cosmetics (third revision)
IS 4707 Classification of cosmetic raw materials and adjuncts
(Part 1) : 2020 Colourants (fourth revision)
(Part 2) : 2017 List of raw materials generally not recognized as safe for use in
cosmetics (fourth revision)
IS 4117 : 2008 Alcohol denaturants - Specification (second revision)
IS 14648 : 2011 Microbiological examination of cosmetics and cosmetic raw
materials — Methods of test (second Revision)
IS 16913 : 2018 Methods of test for cosmetics — Determination of heavy metals
(Arsenic, Cadmium, Lead and Mercury) by Atomic Absorption
Spectrometry (AAS)
ISO 28888 : 2013 Dentistry — Screening method for erosion potential of oral rinses on
dental hard tissues






3 TERMINOLOGY
For the purpose of this standard, the following definitions shall apply.

3.1 Oral Rinse — Allso referred to as mouth rinse or mouth wash, is a liquid formulation used for
oral care purpose.

4 TYPES
Oral rinses shall be classified into following two types based on their application by the user:

a) Type 1 — Non-Fluoridated
b) Type 2 — Fluoridated

5 REQUIREMENTS

5.1 General

Oral rinses generally consist of water, ethanol, humectant, surfactant, sweetener, pH adjuster,
flavour, colour and active agents. The product may be opaque, transparent or combination thereof,
coloured or white, packed in suitable container, from which it can be poured.

5.2 Ingredients

5.2.1 Oral rinses shall not contain readily fermentable carbohydrates.

5.2.2 Unless specified otherwise, all the raw materials used in the manufacture of oral rinses shall
conform to the requirements prescribed in the relevant Indian Standards where such standards
exist.

5.2.3 All ingredients of oral rinses shall comply with the provisions of IS 4707 (Part 1) and IS
4707 (Part 2) subject to the provisions of the Drugs and Cosmetics Act, 1940 and Rules framed

there under.

5.2.4 For safety evaluation of novel ingredients used in formulation of oral rinse; it shall comply
to IS 4011.

5.2.5 For oral rinses containing alcohol, the alcohol used shall conform to IS 323 and it shall be
free from methanol when tested as per the test method prescribed in Annex A. Alcohol content
(percent by volume) in such oral rinses shall be determined as per the method prescribed in Annex
A

5.2.6 The denaturant used in the manufacture of oral rinses containing alcohol shall comply with
the provisions of IS 4117.

5.3 Stability





The product shall show no sign of deterioration, such as agglomeration or change in clarity, after
being subjected to the determination of stability to ageing procedure specified in Annex B.

5.4 Compatibility with Oral Tissues
Oral rinses shall not cause irritation or damage to the oral hard and/or soft tissue, when used in
accordance with the manufacturer’s recommendation for frequency and duration of use and

experience with known side effects.

5.5 The oral rinses shall also comply with the requirements given in Table 1 when tested according
to the methods referenced in col 5 of Table 1.

Table 1 Requirements for Oral Rinses

(Clause 5.5)
Sl, Characteristic Requirement for Method of Test
No. Type 1l Type 2 Ref to Annex/ IS
(Non-Fluoridated) | (Fluoridated)
1) ) @) (4) (5)
i) | Alcohol, Max (%v/v) 30 30 A (A-1)
ii) | pHat (27 £ 2)°C! 3.0-10.5 3.0-10.5 C
iii) | Heavy metals (as lead)?, 20 20 D/ IS 16913
parts per million, Max
iv) | Arsenic (as Asz03)?, 2 2 E/ 1S 16913
parts per million, Max
V) | Mercury, parts per 1 1 IS 16913
million, Max
vi) | Available Fluoride ion?, 50 1000 ForG
parts per million, Max (Type Test) *
vii) | Microbial limit®
a) Total microbial 100 100 IS 14648
count, CFU/g, Max
b) Yeast and mould 100 100 IS 14648
count, CFU/g, Max
c) Escherichia coli, per Absent Absent IS 14648
gram
d) Pseudomonas Absent Absent IS 14648
aeruginosa, per gram
e) Staphylococcus Absent Absent IS 14648
aureus, per gram
f) Candida albicans, per Absent Absent IS 14648
gram
NOTES :

D In the pH value of an oral rinse is below 5.5, it shall pass a screening test as specified in 1SO 28888.
2 In case of any dispute with respect to heavy metal and arsenic content, methods of test prescribed at
Annex D and E, respectively shall be the reference method.

% In case of any dispute, methods of test prescribed at Annex F shall be the reference method.

4 Type test is recommended to be done on the formulation only once to pass the above criteria.

% As per IS 14648 for product containing >20% v/v alcohol, microbial test can be exempted.





6 PACKAGING AND MARKING
6.1 Packing

6.1.1 The oral rinses shall be packed in suitable dispensing systems. When packed in containers,
the containers shall be properly sealed and have a leak-proof cap or closure.

6.1.2 The container and/or dispensing system shall neither contaminate nor permit contamination
of the oral rinse.

6.1.3 The liquid formulation should be pourable from container in which it is packed.

6.2 Marking

The labelling and marking of oral rinses shall comply with the provisions of the Drugs and
Cosmetic Rules, the Legal Metrology Rules and any other relevant statutory requirement. In
addition, the packaging shall be legibly marked with the following information:

a) The wording “oral rinse” or “Mouth wash” or equivalent

b) Type of oral rinse (Fluoridated or Non-Fluoridated)

c) Fluoride ion content in ppm for fluoridated oral rinse;

d) If the oral rinse contains alcohol, the declaration of alcohol content, as volume fraction;
e) Instructions and warning for proper use with children;

f) Caution: “Not suitable for children under 6 years of age unless medically recommended”;
g) Warning: “Not to be swallowed” ; and

h) Any special storage conditions (if applicable) (for example, need for refrigeration).

6.3 BIS Certification Marking

The product may also be marked with the Standard Mark.

6.3.1 The product(s) conforming to the requirements of this standard may be certified as per the
conformity assessment schemes under the provisions of the Bureau of Indian Standards Act, 2016
and the Rules and Regulations framed thereunder, and the products may be marked with the
standard mark.

7 SAMPLING

7.1 Representative samples of the product shall be drawn as prescribed in IS 3958.

7.2 Test for all characteristics shall be carried out on the composite sample.

7.3 The product shall be taken to have conformed to the specification if the composite sample
passesall the tests.

8 QUALITY OF REAGENTS

8.1 Unless specified otherwise, pure chemicals and distilled water [see IS 1070 : 1992 ‘Reagent
grade water (third revision)’] shall be employed in tests.





NOTE — 'Pure chemicals' shall mean chemicals that do not contain impurities which affect the result of analysis.

ANNEX A
(Clause 5.2.5)
GAS CHROMATOGRAPHIC METHOD OF TEST FOR ALCOHOL CONTENT AND
ABSENCE OF METHANOL FOR ORAL RINSES
A-1 DETERMINATION OF ALCOHOL CONTENT
A-1.1 Apparatus

A-1.1.1 Gas Chromatograph — Equipped with Flame lonization Detector (FID) and split
injection port.

Chromatographic condition

A-1.1.1.1 GC Conditions for § — DEX 225 Chiral Column

Column Fused silica capillary column packed with 6 percent
cyanopropylphenyl and 94 percent dimethyl polysiloxane

Film Thickness 1.8 um

Column Dimension 30m x 0.32 mm ID

Injector Temperature 200°C

Split Ratio 1:40

Sample Size 0.5 ul (2 percent solution in suitable solvent)

Carrier Gas and Flow Nitrogen or Helium, at the flow rate of about 1.2 ml/min

Hydrogen gas flow 300 ml/min

Column oven 60°C for 5 min, then raised to 150°C at a rate of 10°C per min
Temperature
Detector type FID

Detector Temperature 250°C

NOTE — Optimum operating conditions may vary with column and instrument used and must be determined by
using standard solutions. Adjust the parameters for maximum peak sharpness and optimum separation. With high
level standard, 1-propanol should give almost complete baseline separation from ethanol.

A-1.2 Reagents and Solutions
A-1.2.1 Ethanol — 99.9 percent (v/v), Min
A-1.2.2 1-Propanol — 99.9 percent (v/v), Min

A-1.2.3 Methanol — 99.9 percent (v/v), Min

A-1.2.4 Internal Standard Stock Solution — Dilute 5.0 ml of 1-propanol (A-1.2.2) to 100 ml.
A-1.2.5 Ethanol Stock Solution — Dilute 5.0 ml of ethanol (A-1.2.1) to 100 ml.
A-1.2.6 Ethanol Standard Solution — Take 10 ml of ethanol stock solution (A-1.2.5) in a 100 ml

volumetric flask, add 10 ml of internal standard stock solution (A-1.2.4) and make up volume to
100 ml.





A-1.2.7 Internal Standard Solution — Dilute 5 ml of internal standard stock solution (A-1.2.4) to
50 ml.

A-1.2.8 Test Solution — Take sample equivalent to 0.5 ml of ethanol (A-1.2.1) in a 100 ml
volumetric flask, add 10 ml of internal standard stock solution (A-1.2.4) and make up volume to
100 ml.

A-1.2.9 Methanol Stock Solution — Dilute 5.0 ml of methanol (A-1.2.3) to 100 ml.

A-1.2.10 Methanol Standard Solution — Take 5.0 ml of methanol stock solution (A-1.2.9) in a
100 ml volumetric flask , add 10 ml of internal standard stock solution (A-1.2.4) and make up
volume to 100 ml.

A-1.3 Procedure

A-1.3.1 Set the instrument as per chromatographic condition as given in A-1.1.1 above and allow
the instrument till stable base line is achieved.

A-1.3.2 Inject separately 2ul of each, ethanol standard solution, internal standard solution and
methanol standard solution and determine the retention time of ethanol, 1-propanol and
methanol.

A-1.3.3 Inject 5 injections of ethanol standard solutions and calculate Relative Standard Deviation
(RSD) of internal standard response ratio. RSD should be less than 2. Use average peak area of
five injections for calculation.

A-1.3.4 Inject 2 pl of test solution in duplicate. Use average peak area of two injections for
calculation.

A-1.4 Calculation

Calculate ethanol content in sample as follows:

Ethanol content, percent (v/v) = Rax Wsx D x 100

R1

where





R2 = peak ratio of ethanol to 1-propanol for sample solution;
s = concentration of ethanol in standard solution in percent (v/v);

D = dilution factor for sample solution; and
R:1 = peak ratio of ethanol to 1-propanol for standard solution.

NOTE — Other chromatographic parameters and combinations including (but not limited to) usage of FID
with validated procedures and similar sensitivity may also be used.

A-2 DETERMINATION OF ABSENCE OF METHANOL
Observe the chromatograms obtained with test solution and methanol standard solution. Test

complies if no peak observes, in the chromatogram obtained with test solution at the retention time
of methanol.

ANNEX B
(Clause 5.3)
DETERMINATION OF STABILITY AGAINST AGEING
B-1 One of the following two tests shall be performed.

B-1.1 Accelerated Test

Store the oral rinse at (40 £ 2) °C for 3 months at (75 £ 5) percent relative humidity or under such
conditions of time and temperature as will stimulate storage at room temperature for 36 months.

B-1.2 Real Time Test

Store the oral rinse at (27 + 2)°C at (65 + 5) percent relative humidity for 36 months or for the
period indicated by the expiry date listed on the product label.

ANNEX C
[Table 1, SI No. (i)]
DETERMINATION OF pH
C-1 APPARATUS
C-1.1 pH meter — preferably equipped with glass electrode.
C-2 PROCEDURE

Determine the pH of oral rinse in its intended concentration for use at a temperature of 27 £ 2° C,
using a pH meter.

ANNEX D
[Table 1, S1 No. (ii)]
TEST FOR HEAVY METALS

D-1 OUTLINE OF THE METHOD





The color produced with hydrogen sulphide solution is matched against that obtained with standard
lead solution.

D-2 APPARATUS

D-2.1 Nessler Cylinders — 50-ml capacity.

D-3 REAGENTS

D-3.1 Dilute Hydrochloric Acid — Approximately 5 N.

D-3.2 Dilute Acetic Acid — Approximately 1 N.

D-3.3 Hydrogen Sulphide Solution — Standard.

D-3.4 Standard Lead Solution — Dissolve 1.600 g of lead nitrate in water and make up the
solution to 1 000 ml. Pipette out 10 ml of the solution and dilute again to 1 000 ml with water. One
milliliter of this solution contain 0.01 mg of lead (as Pb).

D-4 PROCEDURE

D-4.1 Weigh about 2.000 g of material in a crucible and heat on a hot plate and then in a muffle
furnace to ignite it at 600°C to constant mass. Add 3 ml of dilute hydrochloric acid, warm (wait
till no more dissolution occurs) and make up the volume to 100 ml. Filter the solution. Transfer 25
ml of the filtrate into a Nessler’s cylinder. In the second Nessler’s cylinder, add 2 ml of dilute
acetic acid, 1.0 ml of standard lead solution and make up the volume with water to 25 ml.

D-4.2 Add 10 ml of hydrogen sulphide solution to each Nessler cylinder and make up the volume
with water to 50 ml. Mix and allow to stand for 10 min. Compare the colour produced in the two

Nessler’s cylinders. Blank determination without samples are recommended to avoid errors arising
out of reagents.

D-5 RESULTS

The sample may be taken to have passed the test, if the colour developed in the sample solution is
less than that of standard solution.

ANNEX E
[Table 1, S1 No. (jii)]
DETERMINATION OF ARSENIC

E-1 OUTLINE OF THE METHOD

Arsenic present in a solution of the material is reduced to arsine, which is made to react with
mercuric bromide paper. The stain produced is compared with a standard stain.





E-2 REAGENTS

E-2.1 Mixed Acid — Dilute one volume of concentrated sulphuric acid with four volumes of
water. Add 10 g of sodium chloride for each 100 ml of the solution.

E-2.2 Ferric Ammonium Sulphate Solution

Dissolve 64 g of ferric ammonium sulphate in water containing 10 ml of mixed acid and make up
to one liter.

E-2.3 Concentrated Hydrochloric Acid [see IS 265 : 1993 ‘Hydrochloric acid — Specification
(fourth revision)’]

E-2.4 Stannous Chloride Solution — Dissolve 80 g of stannous chloride (SnCl2.2H>0) in 100
ml of water containing 5 ml of concentrated hydrochloric acid.

E-3 PROCEDURE
Carry out the test as prescribed in 1S 2088, adding into the Gutzeit bottle, 2 ml of ferric ammonium
sulphate solution, 0.5 ml of stannous chloride solution and 25 ml of sample solution as prepared
in D-4.1.
For comparison, prepare a stain using 0.001 mg of arsenic trioxide.
ANNEX F
[Table 1, SI No. (V)]
DETERMINATION OF FLUORIDE ION BY POTENTIOMETRIC METHOD
F-1 GENERAL

F-1.1 This method is suitable for the determination of water soluble fluoride species in oral rinses,
including free fluoride and hydrolyzable complexes, for example, sodium mono fluorophosphates.

F-1.2 Principle

Water soluble species are converted to fluoride ion by acid hydrolysis. The fluoride ion activity is
then determined potentiometrically with the help of fluoride ion sensitive electrode.

F-2 APPARATUS

F-2.1 pH Meter (Potentiometer) — Scale readable to £ 0.5 mV or better.

F-2.2 Fluoride lon Sensitive Electrode — Orion 94-09 or similar.

F-2.3 Single Junction Reference Electrode — Orion 90-01, or similar, with filling solution.

F-2.4 Magnetic Stirrer

F-2.5 Polythene/Polypropylene Beakers and Volumetric Flasks — 100, 250 ml and pipettes.





F-2.6 Semi-log Graph Papers — 2/3 cycles.

F-3 REAGENTS

F-3.1 Sodium Fluoride, analytical grade

F-3.2 Trisodium Citrate, analytical grade

F-3.3 Sodium Chloride, analytical grade

F-3.4 Hydrochloric Acid, analytical grade — | M.

F-3.5 Sodium Hydroxide — | M.

F-3.6 Sodium Acetate Trihydrate, analytical grade

F-3.7 Glacial Acetic Acid

F-3.8 TISAB L (Total lonic Strength Adjusting Buffer) Solution — Dissolve 294 g trisodium
citrate, 29 g sodium chloride and 68 g sodium acetate trinydrate in 600 ml of hot water. Cool,
adjust to pH 6.4 with glacial acetic acid. Dilute to 1 litre with distilled water.

F-3.9 TISAB LF (TISAB Containing Fluoride) Solution — Prepare 100 ml of I mg F/100 ml
solution as described in F-3.11. Dissolve 294 g trisodium citrate, 29 g sodium chloride and 68 g
sodium acetate trihydrate in 600 ml of hot water. Cool, pipette in 10 ml of 1 mg F~ /100 ml solution
and adjust to pH 6.4 with glacial acetic acid. Dilute to 1 litre with distilled water. Store in a
polythene or polypropylene bottle.

F-3.10 Fluoride Blank Solution — Take 100 ml hydrochloric acid solution (I M) in 1 litre flask

and then add 200 ml sodium hydroxide (I M), by measuring cylinder. Dilute to 1 litre with distilled
water and mix well.

F-3.11 Standard Sodium Fluoride Solution (0.01 mg F per ml)

Dry the sodium fluoride at 110°C for 4 h and transfer accurately 0.222 g to 100 ml volumetric
flask. Add distilled water to dissolve the sodium fluoride and make up to the mark (Solution X).
Each ml of Solution X contains 1 mg fluoride ion (F°). Take 10 ml of this Solution X in 1000 ml
volumetric flask and make up this volume to the mark (Solution Y. Each ml of Solution Y contains
0.01 mg fluoride (F) ion.

Transfer Solution X and Solution Y to polythene bottles for storing.

F-3.12 Preparation of standard solutions of Sodium Fluoride Take 1, 2, 5, 10, 20 and 25 ml of
Solution Y (see F-3.11) in 100 ml volumetric flask marked A, B, C, D, E and F, respectively. To





each add 50 ml of TISAB L buffer solution and 10 ml of fluoride blank solution. Check that the
pH is in the range of 6.4 + 0.1, and if necessary correct with 1 M NaOH or 1 M HCI. Transfer
quantitatively to a 100 ml polypropylene volumetric flask and make up the volume to 100 ml with
distilled water. Now the solutions A, B, C, D, E and F are containing 0.01, 0.02, 0.05, 0.1, 0.2 and
0.25 mg of F~ per 100 ml respectively. Transfer the solutions to 150 ml polythene beaker for mV
measurement.

F-4 mV MEASUREMENT OF STANDARD SOLUTIONS OF SODIUM FLUORIDE

F-4.1 Preparation of Electrodes — Remove protective cap and soak the fluoride electrode in
TISAB LF solution for 15 min.

F-4.2 Fill the reference electrode with filling solution.

F-4.3 Rinse the electrodes with de-ionized water and keep the tips immersed in TISAB LF solution
until immediately before use.

F-4.4 Check that the electrodes are correctly connected to the pH meter.

F-4.5 Rinse the electrodes with deionized water before use and carefully blot dry with a paper
tissue.

F-5 mV MEASUREMENT

F-5.1 Transfer the contents of solution A from 100 ml flask into a clean, dry 150 ml polypropylene
beaker.

F-5.2 Immerse the tips of the electrodes in the solution while stirring the solution with a magnetic
stirrer. Ensure that no air bubbles adhere to the electrode surfaces.

F-5.3 Leave until the potential reading is constant. This should take approximately 2 or 3 min.
F-5.4 Record the potential reading in mV and check the temperature of the solution.
F-5.5 Rinse the electrodes with de-ionized water and blot dry with a paper tissue.

F-5.6 Repeat the procedure prescribed in F-5.1 to F-5.5 for solutions B, C, D, E and F to record
mV of these solutions.

F-5.7 Plot the calibration graph on semi log graph paper with the mini volt reading on-the linear
ordinate and the final concentration of fluoride in the standard F solution on the logarithmic
abscissa. The graph should be a straight line with a gradient of ~ 57-59 mV per decade change in
concentration.

F-6 TEST SOLUTION





F-6.1 Weigh about 5 g of oral rinses to the nearest mg. Dilute with deionized water to 100 ml with
deionized water in a polypropylene volumetric flask and mix well.

NOTE — In case of non-fluorinated product, 20 g of sample shall be taken for preparation of test solution.

F-6.2 Ensure that the dispersion is homogeneous and then centrifuge about 60 ml of the dispersion
in a polypropylene centrifuge tube, closed with a cap to prevent evaporation, until clear. This will
take about 20 min at 4000 rpm.

F-6.3 Pipette 20 ml of the clear supernatant into a 250 ml round-bottomed flask.

F-6.4 Add a few anti-bumping granules then add 10 ml hydrochloric acid solution (1 M
approximately) by measuring cylinder. Attach a reflux condenser and boil gently for 5 min.

F-6.5 Add, almost immediately, 20 ml of 1 M sodium hydroxide via the condenser, rinsing down
with approximate 20 ml of distilled water. Then transfer quantitatively to a 100 ml polypropylene
volumetric flask and dilute to volume with distilled water.

NOTE - For samples containing Free Fluoride lons, steps F-6.2 to F-6.5 can be avoided

F-6.6 Pipette 25 ml of the clear solution prepared above into a 100 ml polypropylene beaker, add
25 ml TISAB L (Solution L) and check pH. If necessary adjust to pH 6.4 by addition of
approximately 1 M hydrochloric acid or 1 M sodium hydroxide. Transfer quantitatively into a 100
ml volumetric flask and dilute to volume.

F-6.7 Transfer the contents of 100 ml flask to a clean, dry 100 ml polythene beaker, immerse the
tips of the electrode in the solution while stirring the solution with a magnetic stirrer. Ensure that
no air bubbles adhere to the electrode surfaces.

F-6.8 Leave until the potential reading is constant (this should take two or three minutes). Record
the potential reading in mV for the test solution.

NOTE — The reading for standard fluoride (F") and test solutions should be taken simultaneously.
F-7 CALCULATION

A graph is plotted for concentration of fluoride (F’) against potential mV on a semi-logarithmic
paper for standard F solutions, the potential mV is plotted on X-axis and mg of F on Y-axis (on
logarithmic scale). Read the F~ concentration in test solution for measured mV from this graph.

Concentration of fluoride (F°) in oral rinses, parts per million = M%

where
a = fluoride, in mg, from calibration graph for test solution, and
M = Mass, in g, of sample.

ANNEX G
[Table 1, SI No. (V)]





DETERMINATION OF FLUORIDE ION BY ION CHROMATOGRAPHY (IC)
G-1 APPARATUS
G-1.1 lon Chromatographic System with Conductivity detector (IC-CD)
G-1.2 Mobile Phase Filtering Apparatus
G-1.2.10.45 um Nylon Filters (47 mm) or equivalent.
G-1.2.2 0.45 um PTFE Syringe Filters (25 mm) or equivalent.
G-1.2.3 A Grade Pipettes
G-1.3 Polymethyl Pentane (PMP)/ Polypropylene Volumetric Flasks
G-1.4 Polymethyl Pentane (PMP)/ Polypropylene Autosampler Vials
G-1.5 Polypropylene Disposable Syringes
G-2 REAGENTS
G-2.1 Sodium Carbonate, anhydrous powder.
G-2.2 Sodium Hydroxide (1 N solution)
G-2.3 Sodium Fluoride, working standard.

G-3 IC CONDITIONS

Parameter Description

Column 250 x 4.6 mm or any suitable anion exchange column

Guard column 50 x 4.6 mm or any suitable anion exchange guard column

Mobile phase Solution of 0.15 g/l Sodium carbonate and 0.1 percent 1 N
sodium hydroxide

Flow rate 1.0 ml/min

Injection volume 20 pl

Fluoride standard | ~50ppm

NOTE — Other chromatographic parameters and mobile phase(s) combinations including (but not limited to)
usage of sodium bicarbonate with validated procedures and similar sensitivity may also be used.

G-4 SAMPLE AND STANDARD PREPARATION

G-4.1 Pipette 5.0 ml of sample into a 100 ml volumetric flask.





NOTE — In case of non-fluorinated product, 20 g of sample shall be taken for preparation of test solution.

G-4.2 Add approximately 35 ml of deionised water, stopper and tap the flask until no air bubbles
are visible.

G-4.3 Dilute to volume with deionised water and mix thoroughly.

NOTE — Repeat the process of tapping the flask in between the addition of the remaining water to remove
any air bubbles.

G-4.4 Pipette approximate 15.0 ml solution (G-4.3) into a suitable volumetric flask, to match the
concentration of the sample fluoride to ~50 ppm. Dilute to volume with deionised water and mix
thoroughly.

G-4.5 Condition the syringe and PTFE 0.45 um filter (or equivalent) by passing at least 3 ml of each
sample solution through the filter.

G-4.6 Filter the sample solution into an 1C autosampler vial and chromatograph as per the sections
on equipment settings and conducting the analysis.

G-4.7 Prepare the standard solution in similar steps to achieve the concentration of the standard
fluoride ~50 ppm.

G-5 CALCULATIONS

The following calculations are included as examples and are only suitable for single point calibration.
The use of a single point calibration curve linear through zero is preferable.

Concentration of fluoride (F —)in oral rinses, parts per million

Ru X w X  sample dilution X P
x 1000

~ Rs X standard dilution X sample volume x 100
where
Ru = Peak Area of Sample;
Rs = Peak Area of Standard;
W = mass, in mg, of sodium fluoride standard; and
P = Potency of standard.
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		THIRD MEETING OF DECORATIVE AND MISCELLANEOUS COSMETICS  PRODUCTS SUBCOMMITTEE, PCD 19:4 (VIRTUAL)



		Day, Date & Time

		Monday, 27 March 2023, 11:00 h



		VENUE

		VIRTUAL MEETING 

Manak Bhavan

Bureau of Indian Standards 

9 Bahadur Shah Zafar Marg,

New Delhi – 110002.



		CONVENER 

		Dr. Debasis Maiti, Director-In-Charge,

Regional Drugs Testing Laboratory, Chandigarh



		MEMBER SECRETARY

		Mr. Sourav Mondal, Sc-B, PCD, BIS

E-mail: pcd19@bis.gov.in







List of Participants of the Panel Meeting is given at ANNEX A of the Minutes.



ITEM 1 WELCOME ADDRESS 

On behalf of BIS, Shri Sourav Mondal, Member Secretary, PCD 19, welcomed Dr. Debasis Maiti, Convener and all other members of the Panel to discuss the comments received on Oral Rinses — Specification [Doc No. PCD 19 (19461) WC]. The Convener requested the members to actively take part in the deliberations. He hoped that the meeting will be fruitful and a final recommendation can be concluded at the end of the meeting.



ITEM 2 DISCUSSION OF THE COMMENTS RECEIVED ON Document No. PCD 19 (19461) WC ORAL RINSES — SPECIFICATION



Comments were received from Mr. Sonu Panwar from Dabur India limited, requesting for the reassessment of the proposal to change the pH range of Oral Rinses from 3.0 - 10.5 to 5.5 - 10.5, with the justifications given below. 













            



Mr. Sonu Panwar initiated the discussion by stating that pH less than 5.5 is acidic and could cause demineralization of the enamel of the teeth, it has been scientifically proven and one such study has been shared as justification, as given below.









Thus, he requested the Sub-Committee to consider the proposal and change the pH range from 3.0 - 10.5 to 5.5 - 10.5. 



Mr. Manas Vyas from Colgate Palmolive India Limited responded that Clause 5.1 of ISO 16408 ‘Dentistry-Oral Care Products-Oral Rinses’ prescribes the pH range to be between 3.0 – 10.5 and if the pH value of an oral rinse is below 5.5 it shall pass a screening test as specified in ISO 28888. 







   



The screening test mentioned in ISO 28888 takes care of the fact that the oral rinse should not cause any damage to the enamel of the teeth. He further added that there are specific requirements for oral rinses with pH below 5.5 for the consumers with dental braces. 



Mr. Gaurang Oza from Vaibhab Labs deliberated that there are a number of oral rinses available in both Indian and Global market, which have a pH below 5.5, and changing the pH range to 5.5 - 10.5 would affect the Indian Manufacturers a lot since most of the Oral Rinses formulation in Indian Market are below pH 5.5. This would also cause a trade barrier for the product. Moreover, there are a number of customers’ demand for the product with low pH for export purposes. BIS Secretariat responded that changing the pH range from 3.0 - 10.5 to 5.5 - 10.5 would not create any barrier in export, since it falls under the pH range of 3.0 to 10.5, as mentioned in ISO 16408. However, there would be a trade barrier in import if the pH range is changed to 5.5 - 10.5, but at the same time this could create a huge opportunity for the Indian Manufacturers as well as promote the vision of ‘AtmaNirbhar Bharat’.

 

Dr. Dilip Tripathi from Johnson and Johnson, and Smt. Vrinda Rajwade from HUL had a common view on this subject. Both opined that changing the pH range from 3.0 - 10.5 to 5.5 - 10.5 would force a lot of Indian Manufacturers to withdraw products from the Indian Market, since there are a number of oral rinses available in Indian Market, which have a pH below 5.5, and this would create a trade barrier too for the Indian Manufacturers. Dr. Tripathi further opined that it would be wrong to conclude the pH range of 5.5 to 10.5 for Oral Rinses based on a single research paper, since there are several studies reports available in support of low pH (below pH 5.5) oral rinses. In contradiction with it Shri Amit Sardesai from Dabur India Ltd. stated that there are also a number of reports, where the low pH has been shown to be detrimental for the mouth health. In this context, Dr. Debasis Maiti, Convenor of the Sub-Committee, stated that the product (having pH bellow 5.5), which are found to safe for oral health may contain some kind of neutralizing ingredients as is mentioned in the research paper, submitted by Mr. Sonu Panwar from Dabur India limited. Mr. Manas Vyas from Colgate Palmolive India Limited has also repeatedly mentioned that the product with low pH is not harmful when it contains neutralizing ingredients.



Mr. Manas Vyas agreed to the opinion of Dr. Tripathi and Smt. Vrinda Rajwade, and further pointed out that the research paper provided by Dabur India Ltd. talks about the harmful effect of Oral Moisturizers having low pH, which are different from Oral Rinses. Dr. Maiti questioned that how oral rinses with low pH can be safe to use when oral moisturizers with low pH can be harmful to teeth, as per the research paper. Mr. Vyas answered the question by pointing out the following sentence from the research paper. 



‘However, the erosive potential relies not only on the pH of the product, but also the complex interplay of other ingredients may have a neutralizing effect; hence, tooth substance loss will not always occur.12,15 For example, The addition of calcium into acidic lozenges has been shown to greatly reduce their erosive potential, as well as preventing demineralization of hydroxyapatite even though pH values drop below the critical pH for enamel for a short period of time’.



He further deliberated that oral rinses are used for a much shorter time duration (not more than 1 minute) compared to oral moisturizers, and so the study report on harmful effects of oral moisturizers cannot be compared with oral rinses. Dr. Maiti raised the point of Dabur India Ltd., that the pH range of 3.0 – 10.5 for Oral Rinses is contradicting with ‘IS 6356 Toothpaste – Specification’, where the pH is specified as 5.5 – 10.5. The consumers wash the mouth with water after using toothpaste, but the consumers would not do the same after using oral rinses, and therefore the oral rinses will have a long-term effect of low pH both on the teeth enamel and the mucosal wall of the mouth compared to toothpaste and questioned that if the pH of the IS 6356 Toothpaste is 5.5 to 10.5, then why the same will not be applicable for oral rinses? He also deliberated that there must be some rationale for the recommendations of both US and British Pharmacopoeia to keep the pH neutral for mouthwashes. In view of the above facts, he proposed to change the pH of Oral Rinses from 3.0 - 10.5 to 5.5 - 10.5.



Dr. Tripathi responded that it is very difficult to formulate toothpaste with pH below 5.5, since several basic ingredients are added during formulation of toothpastes, but the low pH in gel format is available. But it is again questionable that, if the low pH gel is available in market and is not showing any harmful effect then why the ‘IS 6356 Toothpaste – Specification’ has not broadened the pH range; rather restricted to 5.5 - 10.5. 





Smt. Vrinda Rajwade opined that the Indian Standard should be harmonised in line with ISO 16408. There must be some rationale behind the pH range of 3.0 to 10.5, as mentioned in ISO 16408, but the proper reason is not known. Dr. Gurubasavaraja K M from Loreal India Pvt. Ltd. added to his opinion that the supporting documents provided by Dabur India Ltd. are only suggestive in nature, and the pH range should not be changed from 3.0 – 10.5, as mentioned in ISO 16408, unless some conclusive data is available on the fact that oral rinses with pH below 5.5 actually cause demineralization of the teeth enamel.



Dr. Maiti suggested that we are formulating an Indigenous Indian Standard and thus it is not compulsory to stick to the pH range of 3.0 – 10.5, as mentioned in ISO 16408. 



But the Indian Manufacturers as well as the Labs strongly disagreed to change the pH, since this would disrupt the Indian Manufacturers as there are a lot of Oral Rinses available in Indian Market below pH 5.5, and there is no concrete evidence that Oral Rinses below pH 5.5 cause demineralization of teeth enamel. Hence, the pH should be kept unchanged as 3.0 – 10.5, in line with ISO 16408.



After a long deliberations, the Sub-Committee RECOMMENDED to change the pH in Table 1 (Clause 5.5), Sl. No. ii) from 3.0 - 10.5 to 5.5 - 10.5, with the footnote as mentioned below.





NOTE — The oral rinses are acceptable with pH range 3.0 to 5.5, but the product shall pass the screening test as specified in ISO 28888, and the pH range must be mentioned on the label of such products. Also, the normal pH range of 5.5 to 10.5 will not be applicable for these products.



By taking the above-mentioned recommendation the Sub-Committee ensured that;



1. There will be no contradiction between ‘IS 6356 Toothpaste – Specification’ and proposed specification of oral rinses for pH range.

2. There will be no trade barrier for the manufacturers.

3. There will be no limitations for product innovation and diversification.

4. There will be no probability for causing potential harm of oral health due to low pH depending on the available pharmacopeial recommendations and published research reports.



ITEM 3 VOTE OF THANKS



During his closing remarks, Dr. Maiti mentioned that all the members may not totally agree to the recommendation, but we tried our best to make a consensus-based recommendation and most of the members have saccepted and agreed to the taken recommendation. The meeting ended with a hearty vote of thanks to all the members of the Sub-Committee.







Annex A – Panel Meeting of PCD 19:4 Attendance, held on 27.03.2023



		Sl No.

		Name

		Name

		Email



		1

		RDTL

		Dr. Debashis Maity (Convener) 

		rdtlchd@cdsco.nic.in



		2
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		3
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		manojcipl@gmail.com



		4

		Loreal
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		gurubasavaraja.matada@loreal.com



		5

		Institute of Chemical Technology  

		Dr Amit P. Pratap
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		6

		Johnson & Johnson

		Sh. Rajneesh K 
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		9
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		11
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		12
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		Smt. Shruti Hardikar
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		14

		Dabur

		Sh. Amit Sirdesai

		amit.sirdesai@dabur.com



		15
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General Monographs III-67

substance, this requirement applies only to those substances
that correspond to the above conditions.

Uniformity of mass (2.9.5)

Solid single-dose oromucosal preparations comply with the
test. If the test for the uniformity of content is prescribed for
all active substances, the test for uniformity of mass is not
required.

LABELLING

The label states the name of any added preservative.

GARGLES

DEFINITION

Gargles are liquid oromucosal preparations intended for
gargling to deliver active substances for a local effect. They
are not to be swallowed.

Semi-solid oromucosal preparations comply with the
requirements of the monograph Semi-solid preparations for
cutaneous applicadon (0132).

OROMUCOSAL DROPS

DEFINITION

Oromucosal drops are liquid preparations intended for
instillation into the oral cavity or onto a specific part of the
oral cavity to deliver active substances for a local or systemic
effect. They are solutions, emulsions or suspensions.

Oromucosal drops that are emulsions may show evidence of
phase separation but are readily redispersed on shaking.
Oromucosal drops that are suspensions may show a sediment
that is readily dispersed on shaking to give a suspension that

remains sufficiently stable to enable the correct dose to be
dalivarad

They are aqueous solutions containing one or more active
substances. They may contain excipients to adjust the pH,
which, as far as possible, is neutral.

Gargles are supplied as ready-to-use solutions or
concentrated solutions to be diluted. They may also be
prepared from powders or tablets to be dissolved in water
before use.

MOUTHWASHES

DEFINITION

Mouthwashes are liquid oromucosal preparations intended
for use in contact with the mucous membrane of the oral
cavity. They are not to be swallowed.

They are aqueous solutions containing one or more active
substances. They may contain excipients to adjust the pH,
which, as far as possible, is neutral.

Mouthwashes are supplied as ready-to-use solutions or
concentrated solutions to be diluted. They may also be
prepared from powders or tablets to be dissolved in water
before use.

OROMUCOSAL SOLUTIONS, EMULSIONS
AND SUSPENSIONS

DEFINITION

Oromucosal solutions, emulsions and suspensions are liquid
preparations intended for administration to the oral cavity or
to a specific part of the oral cavity such as the gingivae
(gingival solutions, emulsions or suspensions) or the teeth
(dental solutions, emulsions or suspensions), by means of a
suitable applicator,

Oromucosal emulsions may show evidence of phase
separation but are readily redispersed on shaking.
Oromucosal suspensions may show a sediment that is readily
dispersed on shaking to give a suspension that remains
sufficiently stable to enable the correct dose to be delivered.

SEMI-SOLID OROMUCOSAL
PREPARATIONS

DEFINITION

Semi-solid oromucosal preparations are hydrophilic gels,
creams, ointments or pastes intended for administration to
the oral cavity or to a specific part of the oral cavity such as
the gingivae (gingival gels, creams, ointments and pastes) or
the teeth (dental gels, creams, ointments and pastes). They
may be supplied in single-dose containers.

QCHYCE

TESTS

Unless otherwise prescribed or justified and authorised,
oromucosal drops intended for a systemic effect and supplied
in single-dose containers comply with the following tests.

Uniformity of dosage units (2.9.40)

Oromucosal drops supplied in single-dose containers comply
with the test or, where justified and authorised, with the test
for uniformity of mass or uniformity of content shown below.
Herbal drugs and herbal drug preparations present in the
dosage form are not subject to the provisions of this
pacagraph.,

Uniformity of mass

Oromucosal drops that are solutions comply with the following

test  Weigh individually the contents of 10 containers
emptied as completely as possible, and determine the average
mass. Not more than 2 of the individual masses deviate by
more than 10 per cent from the average mass, and none
deviates by more than 20 per cent.

Uniformity of content (2.9.6)

Oromucosal drops that are emulsions or suspensions comply with
the requirements under Test B Empty each container as
completely as possible and carry out the test on the
individual contents.

OROMUCOSAL SPRAYS

DEFINITION

Oromucosal sprays are liquid preparatons intended for
spraying into the oral cavity or onto a specific part of the oral
cavity such as under the tongue (sublingual sprays) or into
the throat (oropharyngeal sprays) to deliver active substances
for a local or systemic effect, They are solutions, emulsions
or suspensions.

Oromucosal sprays that are emulsions may show evidence of
phase separaton but are readily redispersed on shaking.
Oromucosal sprays that are suspensions may show a
sediment that is readily dispersed on shaking to give a
suspension that remains sufficiently stable o enable the
correct dose to be delivered.

Oromucosal sprays are usually supplied in multidose
containers with atomising devices or in pressurised containers
having a suitable adaptor, with or without a metering dose
valve, The containers comply with the requirements of the
monograph Pressurised pharmaceutical preparations (0523).
The size of the dreplets generated is such that spray
deposition is localised in the oral cavity or in the throat as
intended.

www.webofpharma.com
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Chlorhexidine Gluconate Oral Rinse

» Chlorhexidine Gluconate Oral Rinse is prepared
from Chlorhexidine Gluconate Solution. It contains
not less than 90.0 percent and not more than
110.0 percent of the labeled amount of
chlorhexidine gluconate (C,,H;,Cl, Ny, -

2C4 Hy; Oy).

Packaging and storage—Preserve in tight containers,
protected from light, at controlled room temperature.
Labeling—Oral Rinse intended solely for veterinary use is so
labeled. Oral Rinse intended for human use is labeled to
indicate it is to be expectorated and not swallowed after
rinsing.

USP Reference standards (11)—

USP Chlorhexidine Acetate RS

USP p-Chloroaniline RS

USP Potassium Gluconate RS

Identification—

A: The retention time of the major peak for chlorhexidine
in the chromatogram of the Assay preparation corresponds to
that in the chromatogram of the Standard preparation, as
obtained in the Assay.

B: To a volume of Oral Rinse, equivalent to about 10 mg of
chlorhexidine gluconate, add 5 mL of a solution of
cetyltrimethylammonium bromide (1 in 100), T mL of TO N
sodium hydroxide, and 1 mL of bromine TS: a deep red color
is produced.

C: Use undiluted Oral Rinse as the test solution and
prepare a Standard solution of USP Potassium Gluconate RS in
water containing 0.6 mg/mL. Apply separate 15-ulL portions
of the test solution and the Standard solution to a suitable
thin-layer chromatographic plate (see Chromatography (621))
coated with a 0.25-mm layer of chromatographic silica gel,
and allow to dry. Develop the chromatogram in a solvent
system consisting of a mixture of alcohol, water, ammonium
hydroxide, and ethyl acetate (50:30:10:10) until the solvent
front has moved about three-fourths of the length of the plate.
Remove the plate from the chamber, and dry at 110° for 20
minutes. Allow to cool and spray with a spray reagent
prepared as follows. Dissolve 2.5 g of ammonium molybdate
in about 50 mL of 2 N sulfuric acid in a 100-mL volumetric
flask, add 1.0 g of ceric sulfate, swirl to dissolve, dilute with
2 N sulfuric acid to volume, and mix. Heat the plate at 110°
for about 10 minutes: the principal spot obtained from the test
solution corresponds in color, size, and R, value to that
obtained from the Standard solution.

PH (791): between 5.0 and 7.0.

Limit of p-chloroaniline—

Solution A, Solution B, Mobile phase, Diluent, System
suitability solution, and Chromatographic system—Proceed as
directed in the Assay under Chlorhexidine Gluconate Solution.

Standard solutions—Prepare as directed for Standard
solutions in the test for Limit of p-chloroaniline under
Chlorhexidine Gluconate Solution.

Test solution—Transfer 10.0 mL of Oral Rinse to a 25-mL
volumetric flask, dilute with Diluent to volume, and mix.

Procedure—Proceed as directed in the test for Limit of
p-chloroaniline under Chlorhexidine Gluconate Solution.
Calculate the quantity, in ug per mL, of p-chloroaniline in the
Oral Rinse taken by the formula:

Official Status: Currently Official on 26-Jun-2021

Docld: 1_GUID-D199694B-DF76-4E93-BD74-924BB6F84D3F_4_en-US

Document Type: USP
1

2.5C

The limit is 3.0 pg per mL.

Content of alcohol—

Internal standard solution—Dilute 25 mL of n-propyl alcohol
with water to 500 mL.

Standard solution—Transfer about 0.25 g of dehydrated
alcohol, accurately weighed, to a 28-mL screw capped vial
containing about 3 mL of water. Add 5.0 mL of Internal
standard solution, and dilute with water to almost fill the vial.
Cap the vial, and using a vortex mixer, mix for 15 seconds.

Test solution—Transfer about 2.5 g of Oral Rinse, accurately
weighed, to a 28-mL screw-capped vial. Add 5.0 mL of Internal
standard solution, and dilute with water to almost fill the vial.
Cap the vial, and using a vortex mixer, mix for 15 seconds.

Chromatographic system (see Chromatography (621))—The
gas chromatograph is equipped with a flame-ionization
detector and a 0.53-mm x 30-m column, the internal wall of
which is coated with a 1.5-pm film of liquid phase G27. The
column is maintained at about 150° between periods of use.
The injection port is equipped with a split injection port with a
split ratio of 10:1. The injection port and the detector block
temperatures are maintained at about 250° and 275°,
respectively. At the time of use the initial column temperature
is maintained at about 35° until the alcohol peaks elute, then
is increased at a rate of 30° per minute to a final temperature
of about 225°. The carrier gas is helium. Chromatograph the
Standard solution, and record the peak responses as directed
for Procedure: the relative retention times are 1.0 for alcohol
and about 1.5 for n-propyl alcohol; the resolution, R, between
alcohol and n-propyl alcohol is not less than 2; the tailing
factor for the alcohol peak is not more than 3.0; and the
relative standard deviation for replicate injections is not more
than 2%.

Procedure—Separately inject equal volumes (about 0.5 pL)
of the Standard solution and the Test solution into the
chromatograph, record the chromatograms, and measure the
responses for the major peaks. Calculate the percentage of
alcohol (C,H;OH) in the Oral Rinse taken by the formula:

(Ws/Wi)(Ru/Rs)

in which Ws is the weight, in g, of dehydrated alcohol taken
to prepare the Standard solution; W, is the weight, in g, of Oral
Rinse taken to prepare the Test solution; and R, and R; are the
peak response ratios of alcohol to n-propyl alcohol obtained
from the Test solution and the Standard solution, respectively:
between 90.0% and 115.0% of the labeled amount of alcohol
(C,H;OH) is found.

Assay—

Diluent, Solution A, Solution B, Mobile phase, System
suitability solution, Standard preparation, and Chromatographic
system—Proceed as directed in the Assay under Chlorhexidine
Gluconate Solution.

Assay preparation—Transfer 5.0 mL of Oral Rinse to a
100-mL volumetric flask, dilute with Diluent to volume,
and mix.

Procedure—Proceed as directed in the Assay under
Chlorhexidine Gluconate Solution. Calculate the percentage (w/
v) of chlorhexidine gluconate (C,,H;,Cl,N;, - 2C4H;,0;) in the
portion of Oral Rinse taken by the formula:

(897.76/625.55)(C/500)(ry/rs)

in which the terms are as defined therein.

https://online.uspnf.com/uspnf/document/1_GUID-D199694B-DF76-4E93-BD74-924BB6F84D3F_4_en-US 1/1
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Cosmetics Sectional Committee, PCD 19

FOREWORD

This Indian Standard (Fourth Revision) was adopted by the Bureau of Indian Standards after the draft finalized
by the Cosmetics Sectional Committee had been approved by the Petroleum, Coal and Related Products Division
Council.

This standard was originally issued in 1971 and first revised in 1978 when the changes were made in the
requirements of fineness and a test for hard- and sharp-edged particles was included in place of test for abrasion.

In the second revision in 1993, toothpaste was classified as fluoridated and non-fluoridated toothpaste. New
requirements for toothpaste stability, microbial purity, spreadability, ease of extrusion, fluoride ion for fluoridated
toothpaste and tube inertness were included. Lower limit for pH was raised in line with International standard,
keeping in mind the safety aspect of toothpaste. Requirements for expiry date and labelling key ingredients on
containers were also incorporated in this revised version.

In the third revision in 2001, considerable help was derived from various overseas standards.

Relevant parts of these standards were incorporated in the standard, keeping in mind the specific needs in the
Indian context. Definitions for dentifrice and toothpaste were included from ISO 11609.In line with the new
emerging technologies, such as use of soft agglomerates/capsules, the fineness specifications and test method were
modified in this version.

The toothpaste, when used in a normal manner, shall not cause injury to the teeth, gums, and mucous membrane of
the mouth or the body in general. The role of toothpaste is to clean the surface of teeth and also to prevent/ reduce
the incidence of oral dental diseases like caries, gingivitis or periodontal diseases. The use of toothpaste improves
the oral hygiene. Hence toothpaste with active ingredients like fluoride, triclosan, etc, which help in improving
oral hygiene are part of this specification.

Toothpaste formulations are designed to have optimal abrasivity to effect cleaning action without hurting soft
tissues or tooth enamel by way of excessive abrasivity. Relative dentine abrasivity (RDA) is recognized in most
of the International Standards as the measure to determine this parameter. RDA is, therefore, recommended as a
type test in this standard. The abrasivity of the toothpaste shall not exceed the limits specified when tested as per
procedure given in Annex H. The abrasivity measurement methodology has been based on 1S0 11609.Since RDA
measurement facility is currently not available in India, a simpler abrasion test using a photographic paper is being
developed. This procedure may be adopted in future after completing the studies and establishing validation with
RDA.

Toothpaste containing fluorides have been unequivocally proven to be effective in caries control but under certain
conditions excessive ingestion of fluoride may contribute to fluorosis. Keeping both the aspects in mind , the
Ministry of Health and Family Welfare has imposed a restriction on limit of fluoride ion in toothpaste. While
retaining the maximum available fluoride level at 1000 ppm for fluoridated toothpaste, a simpler method for
fluoride analysis was included in the third revision of the standard.

In the fourth revision of the standard no changes have been made on the maximum limit on heavy metal content
expressed as lead in tooth paste. However a requirement of Mercury, with a limit of one ppm has been added.
While a method for estimation of heavy metals expressed as lead has been provided in Annex D of this standard,
alternate, validated methods, such as Atomic Absorption Spectrophotometry (AAS), Inductively Coupled Plasma
Mass Spectrometry (ICP-MS) and Inductively Coupled Plasma Optical Emission Spectrometry (ICP-OES) may
also be used. However, in case of dispute, the method described in Annexure D of this standard will be the referee
method.

Requirements for fineness have been modified for both fluoridated and non-fluoridated toothpastes.

No stipulations have been made regarding the composition of tooth paste, however, it is essential that the tooth
paste formulations do not contain any ingredient in sufficient concentration to cause a toxic or irritating reaction
when used in the mouth. Nor shall it be harmful in normal use, keeping in mind that small amounts may be
ingested inadvertently

(Continued to third cover)
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Indian Standard
TOOTHPASTE — SPECIFICATION

( Fourth Revision )

1 SCOPE

This standard prescribes the requirements and the
methods of sampling and test for toothpaste.

2 REFERENCES

The Indian Standards referred in this standard have
been listed below.. All standards are subject to revision,
and parties to agreements based on this standard are
encouraged to investigate the possibility of applying
the most recent editions of the standard:

IS No. Title
264 : 2005 Nitric acid (second revision)
265 :2021 Hydrochloric acid (fourth revision)
460 (Part 1) : Test sieves: Part 1 Wire cloth test
2020 sieves (third revision)
2088 : 1983 Methods for determination of

arsenic (second revision)

IS 3958 : 1984  Methods of sampling cosmetics

(second revision)

4707 Classification of cosmetic raw

materials and adjuncts

(Part 1) : 2020 Dyes colours

(second revision)

and pigments

(Part2) : 2017 List of raw materials generally
not recognized as safe for use in

cosmetics (second revision)

14648 : 2011 Methods of test for microbiological
examinations of cosmetics

4011 : 2018 Method of test for safety
evaluation of cosmetics
(second revision)

16913 : 2018 Methods of test for cosmetics and
determination of heavy metals
(arsenic, cadmium, lead and
mercury) by atomic absorption
spectrometry

3 DEFINITIONS

3.1 Dentifrice — A dentifrice is any substance or

combination of substances specially prepared for the
public for cleaning the accessible surfaces of teeth.

3.2 Toothpaste — A toothpaste is defined as a dentifrice
in the form of a smooth, semisolid, homogeneous
mass containing acceptable ingredients such as
abrasives/polishing agents, surface active agents,
humectants, binding agent, and other appropriate
substances for oral health maintenance. The product
can be opaque, transparent, or combination thereof,
coloured or white, packed in a suitable container from
which it can be extruded in the form of a continuous
mass.

4 TYPES

The toothpaste shall be of either Type 1 or Type 2:
a) Type 1 — Non-fluoridated; and
b) Type 2 — Fluoridated.

5 REQUIREMENTS

5.1 Composition

A toothpaste shall not contain mono or disaccharides,
for example, sucrose or other readily fermentable
carbohydrates. All the raw materials used shall
conform to respective Indian Standards wherever they
exist. A list of ingredients conventionally used in the
manufacture of toothpaste is given in Annex A for
information only.

The dyes and pigments used in manufacture of
toothpaste shall comply with the provisions of
1S 4707 (Part 1).

Ingredients other than dyes and pigments used in
formulation of toothpaste shall comply with the
provisions of IS 4707 (Part 2).

For safety evaluation of novel ingredients used in
formulation of a toothpaste, the toothpaste shall comply
to IS 4011.

5.2 Dispensing

The paste shall extrude from the collapsible tube or
any other suitable container in which it is packed,
at 27+2 °C in the form of continuous mass with the
application of normal force, without the application of
excessive force which would cause injury to the tube or
the container. It shall be possible to extrude bulk of the
contents from the container or the tube starting from the
crimped end of the tube by rolling the tube gradually.
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5.3 Stability

The toothpaste shall not show any physical sign of
deterioration during normal conditions of storage
and use. When subjected to a temperature of
45+2 °C for a period of 28 days the toothpaste shall
meet the requirements of the standard. When cooled to
a temperature of 5 °C for lhour, after taking out and
pressing tube, the paste shall be found extrudable from
the tube and meet the requirement of this standard.

It is not advisable to keep the toothpaste tube without
the cap. If left open for a long duration, the toothpaste
might lose moisture on account of evaporation and
harden.

5.4 Packaging Material Inertness

The collapsible tubes or any other suitable container
used for packaging of toothpaste shall not corrode,
deteriorate or cause contamination of the toothpaste
during normal condition of storage and use. When
subjected to a temperature of 45 + 2 °C for 10 days,
the paste shall then be examined visually by extruding
part of the contents. The internal surface of the tube
shall be examined after slitting it open and removing
the remaining contents. There should be no sign of
corrosion, chemical attack or other damage.

5.5 Acceptance Test

The toothpaste shall also comply with the requirements
given in Table 1 when tested according to the methods
given in Annex B to Annex G, as per reference made in
col 5 of Table 1.

5.6 Expiry Date

Shelf life shall be declared by the manufacturer for all
types of toothpaste.

Manufacturing date (month and year) is recommended
to be mentioned on tube and carton. The declaration
of expiry date shall be as per requirements of Drugs
and Cosmetics Act and Rules of India, and any other
relevant regulation. During the shelf life the product
will meet the requirement of the standard.

5.7 Additional Requirements for ECO-Mark
5.7.1 General Requirements

5.7.1.1 The product shall conform to the requirements
for quality, safety and performance prescribed under
5.7.1.2t0 5.7.1.5.

5.7.1.2 All the ingredients that go into formulation
of cosmetics shall comply with the provisions of
IS 4707 (Part 1) and IS 4707 (Part 2). The product
shall also meet specific requirements as given in the
standard.

5.7.1.3 The product package shall display a list of key
ingredients in descending order of quantity present.

5.7.1.4 The product shall not be manufactured from any
carcinogenic ingredients.

5.71.5 The manufacturer shall produce to
BIS environmental consent clearance from the
concerned State Pollution Control Board as per the

Table 1 Requirements for Toothpaste
( Clause 5.5)

S1 No. Characteristic Requirement for Method of Test
A Ref to Annex
/ Y
Non-fluoridated Fluoridated
(1) @) (3) “ )
i) Fineness: B
a) Particles retained on 150 micron 3.0 3.0
IS Sieve, percent by mass, Max
b) Particles retained on 75 micron 3.5 3.5
IS Sieve, percent by mass, Max
ii) pH of aqueous suspension 5.5t010.5 5.5t010.5 C
iii) Heavy metals (as lead), parts per million, Max 20 20 D
iv) Arsenic (as As,0,), parts per million, Max 2 2 Eor IS 16913
v) Foaming power, ml, Min " 50 50 F
vi) Available Fluoride ion, parts per million, Max 50 1000 G
vii) Mercury (as Hg), parts per million, Max 1 1 IS 16913
vii)  Microbial counts:
a) Total viable counts per gram, Max 1000 1000 IS 14648
b) Gram negative pathogens per gram, Max Absent Absent IS 14648

! Applicable to foaming toothpaste only.
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provisions of the Water (Prevention and Control of

Pollution) Cess Act, 1977 and the Air (Prevention
and Control Pollution) Act, 1981 along with the
authorization, if required under the FEnvironment
(Protection) Act, 1986 and the Rules made thereunder,
while applying for ECO-Mark. Additionally, provisions
of the Drugs and Cosmetics Act, 1940 and the Rules
thereunder shall also be complied with.

5.7.2 Specific Requirements

Heavy metals calculated as lead (Pb), arsenic (As,0,),
and mercury shall not exceed 20 ppm, 2 ppm, and
1 ppm respectively when tested by the respective
method prescribed in Indian Standards.

6 ABRASIVITY (TYPE TEST)

The toothpaste shall not exceed the limits of dentin
abrasivity that of 2.5 times when tested as per the
procedure given in Annex H. It may be noted that type
test is recommended to be done on the formulation only
once to pass the above criterion. This test need not be
done for each and every batch. However, the type test
is a must again if the abrasive system is changed in the
formulation. It is not required for the new formulation
as long as abrasive components are not changed.

7 PACKING AND MARKING

7.1 Packing

Toothpaste shall be packed in collapsible tubes or in
any other suitable containers like sachets, pumps or
other suitable dispensing systems. When packed in
containers, the containers shall be properly sealed
and have a leak-proof cap or closure. The containers,
if necessary, may further be packed in cartons or any
other suitable packaging material.

7.1.1 The material for product packaging shall meet
the parameters evolved under the scheme of labelling
environment friendly packaging/packaging materials.

7.2 Marking

7.2.1 The labelling and marking of toothpaste shall
comply with the statutory requirements under Cosmetic
Rules, 2020, Legal metrology and any other relevant
statutory requirement, In addition the tubes and the
cartons shall be legibly marked with the following
information:

a) Name and type of toothpaste;

b) Name and Address of the manufacturer;

¢) Net mass or volume of the material in the tube;

d) Batch number, in code or otherwise;

e) Month and year of manufacture;

f) Fluoride ion content for Type 2 toothpaste in ppm;
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g) Expiry date or “Best use before. . .. “ (Month and
year to be declared by the manufacturer);
NOTE — This requirement is exempted in case of pack sizes

of 10g/25 ml or less and if the shelf life of the product is more
than 24 months; and

h) Foaming/non-foaming; and
j) List of key ingredients.
NOTE — This is exempted in case of pack sizes of 30 g or less.

7.2.2 BIS Certification Marking

7.2.2.1 The product(s) conforming to the requirements
of this standard may be certified as per the conformity
assessment schemes under the provisions of the
Bureau of Indian Standards Act, 2016 and the Rules
and Regulations framed thereunder, and the products
may be marked with the Standard Mark.

7.2.2.2 If the product is covered under ECO-Mark
(optional), it shall be suitably marked with ECO-Mark
logo besides Standard Mark. The label may clearly
specify that ECO-Mark is applicable to the contents or
the package or both, as the case may be. If the product
package is not separately covered under ECO Mark
scheme, it shall be clearly mentioned on the product
that ECO-Mark label is applicable to contents only.

8 SAMPLING

8.1 Representative test samples of the material shall be
drawn as prescribed in IS 3958.

8.2 Number of Tests and Criteria for Conformity

The tests for abrasivity, stability and container’s
inertness shall be type tests and shall be performed for
product approval whereas tests for dispensing, fineness,
pH, heavy metals, arsenic, foaming power, fluoride
content, mercury and microbial counts shall be carried
out on each batch for acceptance of the product.

8.2.1 The type tests shall be repeated in the event of
change in the basic formulation or whenever there is a
change in the type of container being used. However,
the acceptance tests shall be performed on each and
every batch.

8.3 A batch may be defined as consisting of any quantity
of toothpaste manufactured in a single mix at one time.

8.4 The lot shall be declared as conforming to
requirements of the specification, if all the test results
on each individual sample meet the requirements
prescribed in 5.2 to 5.6.

9 QUALITY OF REAGENT
Unless specified otherwise, pure chemicals and distilled
water (see IS 1070) shall be employed in tests.

NOTE — ‘Pure chemicals’ shall mean chemicals that do not
contain impurities, which affect the results of analysis.
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ANNEX A
(Clause 5.1)
INGREDIENTS CONVENTIONALLY USED IN THE MANUFACTURE OF TOOTHPASTE

A-1 Raw material used in toothpaste formulation falls
into the following categories:

a) Polishing agents;

b) Surface active agents;

¢) Humectant;

d) Binding agent; and
e) Others as per IS 4707 (Part 1) and IS 4707 (Part 2).
A-1.1 Polishing Agents

The principal polishing agents generally used are one
or more of those given below:

1.
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Calcium carbonate;

Magnesium carbonate;
Dicalcium phosphate;

Insoluble sodium metaphosphate;
Hydrated alumina;

Aluminium hydroxide;
Aluminium/alumino silicate;
Alumina;

Alumina fumed;

Calcium phosphate;

. Calcium pyrophosphate;

. Dicalcium phosphate dehydrate;
. Kaolin;

. Magnesium silicate;

. Potassium metaphosphate;

. Silica gel or precipitated;

. Silica fumed;

. Silica hydrated;

. Sodium aluminium silicate;

. Sodium bicarbonate;

. Sodium metaphosphate;

. Hydroxyapatite;

. Zirconium silicate;

. Sodium polymetaphosphate;

. Tungsten carbide;

. Pumice;

. Silicon carbide;

. Magnesium silicate;

. Agglomerates (mainly consisting of one or

more of the polishing agents); and

. Others as per IS 4707 (Part 1) and IS 4707

(Part 2).

A-1.2 Surface Active Agents

The surface active agent(s) generally used are one or
more of those given below:

e e e e e e
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Soap;

Sodium ricinoleate;

Sodium sulphoricinoleate;

Sodium lauryl sulphate;

Sodium alkyl sulphoacetate;

Sodium salt of sulphated monoglyceride;
Sodium lauryl sarcosinate;

Sodium alpha olefm sulphonate;
Coco-amido-propyl-betaine;

Sodium dodecyl benzene sulphonate;

. Sodium lauryl sulphoacetate;

. Coconut monoglyceride sulphonates;

. Dioctylsodiurn-sulphosuccinate;

. Magnesium lauryl sulphate;

. Sodium alkyl benzene sulphonate;

. Sodium alkyl sulphate;

. Sodium lauryl ether sulphate;

. Coco-betaine; and

. Others as per IS 4707 (Part 1) and IS 4707

(Part 2).

A-1.3 Humectants

The humectants generally used are one or more of those
given below:

A T AUl o S

Glycerol;

Sorbitol;

Maltitol;

Mannitol;

Polyethylene glycol;

Propylene glycol;

Lactitol;

Xylitol; and

Others as per IS 4707 (Part 1) and IS 4707
(Part 2).

A-1.4 Binding Agents

The binding agents generally used are one or more of
those given below:

1.
2.
3.

Gum tragacanth;
Gum karaya;
Sodium alginate;
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Sodium carboxymethyl cellulose;
Gelatine;

Guar gum and its derivatives;
Xanthan gum;

Carraghenates

o % Nk

Carboxy methyl cellulose;

10. Magnesium aluminium silicate;
11. Starch;

12. Hydroxy propyl cellulose;

13. Hydroxy ethyl cellulose;

14. Carbopol;

15. viscarin;

16. Polymers (propylene
oxide-blockcopolymer); and

17. Others as per IS 4707 (Part 1) and IS 4707
(Part 2).

A-1.5 Other Substances

1. Fluorides of sodium and stannous;

oxide-ethylene

2. Monofluorophosphate of ammonium,

potassium and sodium;
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3. Sweeteners, saccharine sodium, aspartame;

B

Petroleum jelly-silicon defoaming compounds
and mineral oil 5. Colouring agents;

Colouring agents;
Essential oils;
Flavoring agents;
Astringents;

A S NS

Preservatives;

10. Antibacterial agents;

11. Antiplaque agents;

12. Antitartar agents;

13. Whitening agents;

14. Anti caries agents;

15. Calcium glycerophosphate;
16. Granules/agglomerates;
17. Anti gingival agents;

18. Other as per IS 4707 (Part 1) and IS 4707
(Part 2); and

19. Desensitizing agents.

ANNEX B
[ Clause 5.5 and Table 1, SI No. (i)(a) ]
DETERMINATION OF FINENESS

B-1 OUTLINE OF THE METHOD

Squeeze the toothpaste and feel the presence of the
particles/agglomerates/granules. Subject the toothpaste
suspension to an ultrasonic treatment and pass through
fineness test. Ultrasonification loosens out the soft
agglomerates into the constituent materials.

B-2 APPARATUS

B-2.1 Ultrasonic Bath — Trans-O-sonic compact
model or equivalent, (60 + 10 Watts power with
35 + 5 KHz Ultrasonic frequency, 1-2 Watts/inch
2 power density, L x B x H : 225 x 125 x 60 mm tank).

B-2.2 Sieves — 75 and 150-microns [conforming to
IS 460 (Part 1)].

B-2.3 Glass beakers (250 ml, 500 ml) and stirring rods.

B-3 PROCEDURE

B-3.1 Determination of Particle Feel on Butter
Paper

Extrude the paste about 15 to 20 cm length each from
at least ten collapsible tubes on a butter paper, test the
paste by pressing it along its entire length by a finger
for the presence of particles. The toothpaste suspension
should be subjected to an ultrasonic treatment followed
by a fineness test as described in B-3.2 and B-3.3.

B-3.2 Determination of Particle Size on 150 Micron
IS Sieve

Place about 20 g of the toothpaste, accurately weighed,
in a 250 ml beaker. Add 200 ml of water and allow to
stand for about 30 min with occasional stirring until
the toothpaste is completely dispersed free of
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toothpaste/gel flocks trapping the agglomerates.
Transfer the beaker in an ultrasonic bath. Fill the
ultrasonic bath (2 litre capacity) to about three-fourth
height with water. Clamp the above beaker in the
centre of the bath keeping about 1 ¢cm clearance from
the bottom of the bath and subject ultrasonification for
10 min to completely loosen out the constituents.

Transfer this suspension quantitatively to a 150 micron
IS Sieve and wash by means of a slow stream of
running tap water and finally with a fine stream from a
wash bottle until all the matter that can pass through the
sieve has passed, let the water drain out and then dry
the sieve containing the residue in an oven. If there is
any residue on the sieve, carefully transfer it to a tarred
watch glass and dry it to constant mass in an oven at
105+2°C.

B-3.3 Determination of Particle Size on 75 Micron
IS Sieve

Weigh accurately about 20 g of the toothpaste and
proceed as in B-3.2, using a 75 micron IS Sieve. If there
is any residue on the sieve carefully transfer it to a tared
watch glass and dry it to constant mass in an oven at
105+2 °C.

B-4 CALCULATION
Material retained on 150-micron = M,x100
IS Sieve, percent by mass.
where
M, = mass in g, of residue retained on the sieve; and
M = mass in g, of the material taken for the test.

ANNEX C
[ Clause 5.5 and Table 1, SI No. (ii) |
DETERMINATION OF pH

C-1 PROCEDURE

Dispense 10 g of the toothpaste from the container in
a 50 ml beaker and add 10 ml of freshly boiled and

cooled water (at 27 °C) to make 50 percent aqueous
suspension. Stir well to make a thorough suspension.
Determine the pH of the suspension within 5 min, using
a pH meter.

ANNEX D
[ Clause 5.5 and Table 1, SI No. (iii) ]
DETERMINATION OF HEAVY METALS

D-1 OUTLINE OF THE METHOD

The colour produced with thioacetamide reagent in test
solution is matched against that obtained with standard
lead solution.

D-2 APPARATUS

D-2.1 Nessler Cylinders — 50 ml capacity.
D-2.2 Weighing Scale — 0.0001 g accuracy.
D-2.3 Volumetric Flasks — 100 ml capacity.
D-2.4 Platinum Crucible

D-2.5 Pipette — 2, 10 ml.

D-3 REAGENTS

D-3.1 Concentrated Hydrochloric Acid — See
IS 265.

D-3.2 Concentrated Nitric Acid — See IS 264.
D-3.3 Hydrofluoric Acid

D-3.4 Dilute Acetic Acid — 6 M (342 ml of glacial
acetic acid diluted to 1 000 ml with water).

D-3.5 Glycerol Mixture — Take 15 ml of IMNaOH
and add 5 ml water and 20 ml of 85 percent glycerol.
Mix well.

D-3.6 Thioacetamide Reagent — Weigh 80 mg
of thioacetamide and add 2 ml water to it. Shake to
dissolve. Add 10 ml glycerol mixture, heat on water
bath for 20 s, cool and use immediately.
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D-3.7 Lead Nitrate Stock Solution — (100 ppm
as Pb) — Dissolve 0.1599 g of lead nitrate in water
containing 1ml of nitric acid and makeup the solution
to 1 000 ml.

D-3.8 Standard Lead Solution — (10 ppm as Pb) —
Dilute 10 ml of lead nitrate stock solution with water to
100 ml. Each ml is equivalent to 0.01 mg of Pb.

D-3.9 Acetate Buffer (3.5 pH) — Dissolve 25 g of
ammonium acetate in 25 ml water and add 38 ml of
7 M hydrochloric acid. Adjust the pH to 3.5 either
2M hydrochloric acid or 6 M ammonia and dilute to
100 ml with water.

D-4 PROCEDURE

D-4.1 Place 2g of toothpaste sample accurately weighed
in a platinum dish and incinerate for about 2 hours at
525 to 550”C. Cool and add 1 to 2 ml of hydrochloric
acid and 0.5 ml nitric acid and evaporate to dryness on
the steam bath. Dissolve the residue in 5 ml hot water,
evaporate to dryness and treat it with hydrofluoric
acid. Evaporate again to dryness. Dilute it with water
(about 50 ml). Filter the solution, if necessary, with
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suction through a fine fritted glass filter and dilute the
filtrate and washing to 100 ml in a graduated flask.
This solution shall be used for tests given in D-4.2 and
E-3 as test solution.

D-4.2 Transfer 25 ml of test solution prepared in D-4.1
in a 50 ml Nessler cylinder, add further 2 ml of test
solution and 2 ml acetate buffer (pH = 3.5) and mix
well. Add 1.2 ml of thioacetamide reagent, mix, and
immediately dilute with water to 50 ml and allow to
stand for 2 min.

D-4.3 In the second Nessler cylinder, place 1 ml standard
lead solution (see D-3.8) and add 2 ml of test solution.
Dilute with water to 25 ml, and add 2 ml acetate buffer
(pH 3.5). Mix, add 1.2 ml of thioacetamide reagent,
and immediately dilute with water to 50 ml. Allow to
stand for 2 min. Compare the colour produced in the
two Nessler cylinders.

D-5 RESULT

The limit prescribed in Table 1 shall be taken as not
having been exceeded if the intensity of colour produced
in the test solution is not greater than that produced in
the second Nessler cylinder which is a control test.

ANNEX E
[ Clause 5.5 and Table 1, SI No. (iv) ]
DETERMINATION OF ARSENIC

E-1 OUTLINE OF THE METHOD

Arsenic present in a solution of the material is reduced
to arsine, which is made to react with mercuric bromide
paper. The stain produced is compared with a standard
stain.

E-2 REAGENTS

E-2.1 Mixed Acid — Dilute one volume of concentrated
sulphuric acid with four volumes of water. Add 10 g of
sodium chloride for each 100 ml of the solution.

E-2.2 Ferric ammonium sulphate solution dissolve 64 g
of ferric ammonium sulphate in water containing 10 ml
of mixed acid and make up to one litre.

E-2.3 Concentrated Hydrochloric Acid — See
IS 265.

E-2.4 Stannous Chloride Solution — Dissolve 80 g
of stannous chloride (SnCl,.2H,0) in 100 ml of water
containing 5 ml of concentrated hydrochloric acid.

E-3 PROCEDURE

Carry out the test as prescribed in IS 2088, adding into
the Gutzeit bottle, 2 ml of ferric ammonium sulphate
solution, 0.5 ml of stannous chloride solution and
25 ml of stannous chloride solution, 0.5 ml of stannous
chloride solution and 25 ml of sample solution as
prepared in D-4.1.

For comparison, prepare a stain using 0.001 mg of
arsenic trioxide.
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ANNEX F
[ Clause 5.5 and Table 1, SI No. (v) ]
DETERMINATION OF FOAMING POWER

F-1 GENERAL

Strict attention shall be paid to all details of the
procedure in order to ensure concordant results.
Particular care should be taken to shake the cylinder
exactly as described.

F-2 OUTLINE OF THE METHOD

A suspension of the material in water is taken in
a graduated cylinder and given 12 shakes under
prescribed conditions. The volume of the foam formed
is observed after keeping the cylinder for 5 min.

F-3 APPARATUS

F-3.1 Graduated cylinder (250 ml), glass stoppered;
with graduations from 0 to 250 ml, with 2ml divisions,
overall height about 35 cm and the height of the
graduated portion about 20 cm.

F-3.2 Graduated cylinder (100 ml), with graduations
from 0 to 100 ml, with 1 ml divisions.

F-3.3 Thermometer, of range 0 to 110 °C.
F-4 PROCEDURE

F-4.1 Weigh about 5 g of the toothpaste accurately
in a 100-ml glass beaker, add 10 ml of water, cover
the breaker with a watch glass and allow to stand for
30 min. This operation is carried out to disperse the
toothpaste.

INITIAL POSITION
STOPPER UP

INTERMEDIATE POSITION
STOPPER DOWM

NOTE — Ensure that the toothpaste is completely dissolved,
warming the aqueous suspension, if necessary.

F-4.2 Stir the contents of beaker with a glass rod and
transfer the slurry to the 250 ml graduated cylinder,
ensuring that no foam (more than 2 ml) is produced and
no lump paste goes into the cylinder. Repeat the transfer
of the residue left in the breaker with further portions
of 5 to 6 ml of water ensuring that all the matter in the
beaker is transferred to the cylinder.

F-4.3 Adjust the contents in the cylinder to 50 ml by
adding sufficient water and bring the contents of the
cylinder to 30 °C. Stir the contents of the cylinder
with a glass rod or thermometer to ensure a uniform
suspension.

F-4.4 As soon as the temperature of the contents of the
cylinder reaches 30 °C, stop the cylinder and give it
12 complete shakes, each shake comprising movements
shown in Fig. 1 in a vertical plane, upside down and
vice versa. After the 12 shakes have been given, allow
the cylinder to stand still for 5 min and read the volumes
of:

a) foam plus water (V, ml), and
b) water only (V, ml) as shown in Fig. 2.

F-5 CALCULATION

Foaming power, ml=V, — V,

FIMAL POSITION
STOPPER UF

F1G. 1 ONE COMPLETE SHAKE OF CYLINDER







Free Standard provided by BIS via BSB Edge Private Limited to Dabur India Limited -
Ghaziabad(sonu.panwar@dabur.com) 136.226.250.100 [for non-commercial use only].

IS 6356 : 2021

o

F1G. 2 MEASURMENT OF FoAM

ANNEX G
[ Clause 5.5, Table 1, SI No. (vi) ]
DETERMINATION OF FLUORIDE ION

G-1 GENERAL

This method is suitable for the determination of water
soluble fluoride species in toothpaste, including free
fluoride and hydrolysable complexes, for example,
sodium mono fluorophosphate.

G-1.1 Principle

Water soluble species are converted to fluoride ion
by acid hydrolysis. The fluoride ion activity is then
determined potentiometrically with the help of fluoride
ion sensitive electrode.

G-2 APPARATUS

G-2.1 pH Meter (Potentiometer) — Scale readable
to£0.5 m V or better.

G-2.2 Fluoride Ion Sensitive Electrode — Orion
94-09 or similar.

G-2.3 Single Junction Reference Electrode — Orion
90-0.1, or similar, with filling solution.

G-2.4 Magnetic Stirrer

G-2.5 Polythene/Polypropylene Beakers and

Volumetric Flasks — 100, 250 ml and pipettes.

G-2.6 Semi-log Graph Papers — 2/3 cycles.

G-3 REAGENTS

G-3.1 Sodium Fluoride (Analytical Grade)

G-3.2 Trisodium citrate (Analytical Grade)

G-3.3 Sodium chloride (Analytical Grade)

G-3.4 Hydrochloric acid (Analytical Grade) — 1 M.
G-3.5 Sodium Hydroxide — 1 M.

G-3.6 Sodium Acetate Trihydrate (Analytical
Grade)

G-3.7 Glacial Acetic Acid

G-3.8 TISAB L (Total Ionic Strength Adjusting
Buffer) Solution — Dissolve 294 g trisodium citrate,
29 g sodium chloride and 68 g sodium acetate trihydrate
in 600 ml of hot water. Cool, adjust to pH 6.4 with
glacial acetic acid. Dilute to 1 litre with distilled water.

G-3.9 TISAB LF (TISAB Containing Fluoride) —
Solution

Prepare 100 ml of Img F- /100 ml solution as described
in G-3.8. Dissolve 294 g trisodium citrate, 29 g sodium
chloride and 68 g sodium acetate trihydrate in 600 ml
of hot water. Cool, pipette in 10 ml of 1mg F—/100
ml solution and adjust to pH 6.4 with glacial acetic
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acid. Dilute to 1 litre with distilled ‘water. Store in a
polythene or polypropylene bottle.

G-3.10 Fluoride Blank Solution

Take 100 ml hydrochloric acid (IM) solution in 1 litre
flask and then add 200 ml sodium hydroxide (1 M), by
measuring cylinder. Dilute to 1 litre with distilled water
and mix well.

G-3.11 Standard Sodium Fluoride Solution (0.01 mg
Fper ml)

Dry the sodium fluoride at 110 °C for 4 h and transfer
accurately 0.222 g to 100 ml volumetric flask. Add
distilled water to dissolve the sodium fluoride and make
up to the mark (solution-X). Each ml of solution-X
contains 1mg fluoride ion (F?). Take 10 ml of this
solution-X in 1 000 ml volumetric flask and make
up this volume to the mark (solution Y). Each ml of
solution Y contains 0.01 mg fluoride (F-) ion. Transfer
solution-X and solution-Y to polythene bottles for
storing.

G-3.12 Preparation of Standard Solutions of Sodium
Fluoride

Take 1, 2, 5, 10, 20, 25 ml of solution-Y (see G-3.11)
in 100 ml volumetric flask marked A, B, C, D, E
and F respectively. From solution X (see G-3.11),
pipette out 0.5 and 1.0 ml and transfer to two separate
100 mL volumetric flasks marked as G, H .To each add
50 ml of TISAB L buffer solution and 10 ml of fluoride
blank solution. Check that the pH is in the range of
6.4 * 0.1, and if necessary correct with IMNaOH or
1 M HCl.Transfer quantitatively to a 100 ml
polypropylene volumetric flask and make up the
volume to 100 ml with distilled water. Now the
solutions A, B, C, D, E, F, G and H are containing 0.01,
0.02, 0.05, 0.1, 0.2, 0.25, 0.5 and 1 mg of F per 100 ml
respectively. Transfer the solutions to 150 ml polythene
beaker for new measurement.

NOTE — Calibration curve can be plotted using any

5 consecutive concentrations depending on the expected
concentration of fluoride from sample.

G-4 mV MEASUREMENT OF STANDARD
SOLUTIONS OF SODIUM FLUORIDE

G-4.1 Preparation of Electrodes

Remove protective cap and soak the fluoride electrode
in TISAB L F solution for 15 min.

G-4.2 Fill the reference electrode with filling solution.

G-4.3 Rinse the electrodes with de-ionized water and
keep the tips immersed in TISAB L F solution until
immediately before use.

G-4.4 Check that the electrodes are correctly connected
to the pH meter.
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G-4.5 Rinse the electrodes with deionized water before
use and carefully blot dry with a paper tissue.

G-5mV MEASUREMENT

G-5.1 Transfer the contents of solution A from 100 ml
flask into a clean, dry 150 ml polypropylene beaker.

G-5.2 Immerse the tips of the electrodes in the solution
while stirring the solution with a magnetic stirrer.

Ensure that no air bubbles adhere to the electrode
surfaces.

G-5.3 Leave until the potential reading is constant.
This should take approximately 2 or 3 min.

G-5.4 Record the potential reading in mV and check
the temperature of the solution.

G-5.5 Rinse the electrodes with de-ionised water and
blot dry with a paper tissue.

G-5.6 Repeat the procedure prescribed in G-5.1 to
G-5.5 for solutions B, C, D, E and F to record mV of
these solutions.

G-5.7 Plot the calibration graph on semi log graph
paper with the mini volt reading on the linear ordinate
and the final concentration of fluoride in the standard F
solution on the logarithmic abscissa. The graph should
be a straight line with a gradient of -57-59 mV per
decade change in concentration.

G-6 TEST SOLUTION

G-6.1 Discard the first 5 cm of paste extruded from the
tube and then weigh about 5 g toothpaste to the nearest
mg. For non-fluoridated toothpaste, use sample weight
as 10 g instead of 5g . Add approximately 30 ml hot
(90-95 °C) deionized water, a small amount at a time
and slurry the paste with a microspatula after each
water addition.

Allow to cool. Dilute to 100 ml in a polypropylene
volumetric flask and mix well.

G-6.2 Ensure that the dispersion is homogeneous
and then centrifuge about 60 ml of the dispersion in
a polypropylene centrifuge tube, closed with a cap to
prevent evaporation, until clear. This will take about
20 min at 4 000 rpm.

G-6.3 Pipette 20 ml of the clear supernatant into a
250 ml round-bottomed flask.

G-6.4 Add a few anti-bumping granules then add
10 ml hydrochloric acid solution (1M approximately)
by measuring cylinder. Attach a reflux condenser and
boil gently for 5 min.

G-6.5 Add, almost immediately, 20 ml of I M sodium
hydroxide via the condenser, rinsing down with
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approximate 20 ml of distilled water. Then transfer
quantitatively to a 100 ml polypropylene volumetric
flask and dilute to volume with distilled water.

G-6.6 Pipette 25 ml of the clear solution prepared above
into a 100 ml polypropylene beaker, add 25 ml TISAB
L (solution L) and check pH. If necessary adjust to
pH 6.4 by addition of approximately 1 M hydrochloric
acid or I M sodium hydroxide. Transfer quantitatively
into a 100 ml volumetric flask and dilute to volume.

G-6.7 Transfer the contents of 100 ml flask to a clean,
dry 100 ml polythene beaker, immerse the tips of the
electrode in the solution while stirring the solution with
a magnetic stirrer. Ensure that no air bubbles adhere to
the electrode surfaces.

G-6.8 Leave until the potential reading is constant (this
should take two or three minutes). Record the potential

IS 6356 : 2021

reading in mV for the test solution. The reading for
standard fluoride and test solutions should be taken
simultaneously.

G-7 CALCULATION

A graph is plotted for concentration of F- against
potential mV on a semi-logarithmic paper for standard
F solutions. The potential mV is plotted on X-axis and
mg of F- on Y-axis (on logarithmic scale). Read the F
concentration in test solution for measured mV from
this graph.
Concentration of F~ in

toothpaste, parts per million = 2ax10000
where

a= mg of F from calibration graph for test
solution; and

M = Mass of sample, in g.

ANNEX H
( Foreword and Clause 6 )
ABRASIVITY (RDA) MEASUREMENT TEST (HEFFERREN)

H-1 SCOPE

This annex identifies the specific procedures for
determination of dentifrice abrasivity using the
ADA laboratory method.

H-2 SAMPLING

A representative sample shall be taken from at least two
batches.

H-3 PROCEDURE

H-3.1 Standard Reference Abrasive The standard
reference abrasive is from a specific lot of calcium
phosphate held by the Monsanto Company?.

DCalcium pyrophosphate is an example of a suitable
product available commercially. This information is
given for the convenience of users of this standard
and does not constitute an endorsement by BIS of this
product. A sample of the material may be obtained
by contacting the company at the address below and
requesting the ADA abrasion standard.

Slight shifts (< 10 percent) in abrasivity between lots
have been reported.

Monsanto Company
Detergent Division

800N Lindbergh Boulevard
St Louis MO

USA 63167
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H-3.2 Apparatus

H-3.2.1 Brushing Machine — A cross brushing
machine is the apparatus of choice”. The apparatus
should have eight positions for holding specimens. A
toothbrush shall be positioned to pass reciprocally over
the mounted specimens with a designated tension on
the brush while immersed in a dentifrice slurry. The
distance traversed by the brush should not be longer
than the brush head, so that the specimen does not lose
contact with the brush. The mechanism for holding
the dentifrice slurry may vary with difference machine
designs, but should allow for easy removal of the slurry
sample. It is important to have some mechanism for
agitation of the slurry while the brushing is taking
place. A convenient method to accomplish this is to
attach rubber mixing vanes just below the brush head.
As the brushing takes place, these vanes will prevent
the abrasive from settling to the bottom of the slurry
container.

H-3.2.2 Radioactivity — Detector The two
recommended methods for determination of the
radioactivity of the used dentifrice slurries are a
Gieger-Muller planchet counter or liquid scintillation
detector. The use of the Geiger counter requires that the
samples be dried under defined controlled conditions.
The liquid scintillation method has the advantage of
reading directly from the slurry.

Counting should be done for a period expected to
reduce the alpha value for counting error to less than
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2 percent. Counting should be performed for a minimum
of 1 000 counts and at least 1 min. The number of brushing
strokes may be increased if counting times become too
long.

H-3.3 Presentation of Tooth Specimens
H-3.3.1 Dentin Specimens
H-3.3.1.1 Selection

Human root dentin of extracted permanent teeth are
used as the substrate. Single-rooted teeth that were vital
at extraction should be selected. An exception, because
of the small size are, mandibular incisors, these should
not be used. The specimen should be at least 14 mm
long and 2 mm wide at the narrow end. All roots shall
be caries-free and free of anatomical defects. After
extraction, the roots should be stored in neutralized
4 percent formaldehyde solution.

H-3.3.1.2 Preparation

Scrape the roots clean of all soft tissue and cementum.
Then remove the crown and the root tips using a
separating disc under a flow of water

DThe drawings and blue prints of the machine may be
obtained from the American Dental Association.

H-3.3.1.3 Irradiation

For each set of eight specimens to be irradiated, add one
or two extra roots for use in correction factors. Pack the
specimens in 4 percent formaldehyde solution and submit
to a nuclear reactor for irradiation. The neutron flux
should be sufficient to produce about 1m Ci of ¥*P beta
radiation after several hours. Elevated temperatures in the
reactor should be avoided. It is also advisable to shield
the samples from fast neutrons and gamma radiation.
Handling of the irradiated specimens should be done
with care using good laboratory practice. The specimens
should not be used during the first half life because of
excess radiation and should be used before the end of the
third half- life because of lack of activity. The half-life of
32P is 14.3 days so the usable life-span of a set of teeth is
4 weeks.

H-3.3.1.4 Mounting of specimens

The specimens should be mounted individually in
cold-cure methyl methacrylate denture resin: the type of
mould used will depend upon the holder on the brushing
machine. The specimens should be mounted so that
they protrude above the resin surface in a buccal/lingual
orientation by at least 2 mm. The brushing surface of
the root shall be parallel in buccal lingual orientation
to the resin holder and situated so that the brushing will
take place perpendicular to the long dimension of the
root. Storage of the mounted specimens should be in
4 percent formaldehyde.
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H-3.3.2 Enamel Specimens
H-3.3.2.1 Selection

Selection criteria for the enamel specimens are the
same as for dentin. The enamel specimens should be
obtained from human maxillary incisors.

H-3.3.2.2 Preparation

The entire labial surface of the specimen is used after
removing the root. Clean the enamel in the same way
as the root.

H-3.3.2.3 [rradiation

Irradiation of the enamel is identical to the method
used with the roots. The roots and enamel specimens
may be packed together for submission to the reactor.

H-3.3.2.4 Mounting

Mount the enamel specimens in the same way as the
roots. The labial surface shall protrude 2 mm and be
parallel to the resin surface.

H-3.4 Toothbrushes

The toothbrushes used should have nylon bristles
of medium hardness. The bristle ends should lie in
a plane rather than in separated or end-raised tuft
design. The bristle length should be about 10 mm.
A 50 tuft medium-texture brush shall be used. Store
the brushes in water overnight prior to their first use
and then keep them in water until they are discarded.
Use a new set of brushes for each set of teeth. Do
not remove the brushes from the machine between
runs but raise the tufts of the specimen so as ‘not to
bend the bristles. At the beginning of each run, set the
tension, of the brush on the specimen to 150 g using
a Chatilon spring gauge or equivalent. This tension
should be rechecked at least twice daily. The method
of adjusting the tension will vary depending upon the
type of mechanism on the brushing machine.

H-3.5 Reference Diluent

The diluent is a 0.5 percent carboxymethylcellulose
(CMC) (7MF) solution in 10 percent glycerine. To
prepare 1 litre of the diluent, heat 50 ml of glycerine
to 60 °C and add 5g of CMC while stirring. After
the mixture is homogeneous, add another 50 ml of
heated glycerine and continue stirring for 60 min.
Transfer the solution to a 1 litre flask and add 900 ml
of distilled water. Allow to cool but continue stirring
slowly overnight. To stabilize the viscosity, allow the
solution to stand overnight before using. This solution
is used to make up slurries of the reference abrasive or
any other powder being tested.
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H-3.6 Reference Abrasive Slurry

The reference material is that described above
(see H-3.1). Dilute 10 g of the abrasive with 50 ml of
the diluent (see H-3.5). The same ratio is used for all
powders. It is possible for the reference abrasive to be
used as a dentifrice, if that has to be done. It shall be
made up as a 40 percent abrasive dentifrice with the
rest of the constituents being conventional dentifrice
components. The slurry is then made with 25 g of
reference dentifrice and 40 ml of water.

H-3.7 Dentifrice Slurries

To prepare the test slurries, add 40 ml of water to
25 g of each dentifrice. For the machine, prepare eight
slurries of each dentifrice. This dilution produces a
final slurry volume and concentration similar to those
of the reference abrasive slurry. All slurries reference
and test should be used shortly after preparation and
after vigorous mechanical stirring to prevent particle
setting.

H-3.8 Preconditioning of Tooth Specimens

H-3.8.1 Dentin

To reduce the variation caused by dentin surface
differences, precondition the specimens prior to
each use. The preconditioning treatment consists of
brushing with slurry of the reference abrasive but not
taking a sample. The first time dentin specimens are
used, the preconditioning should be for 6 000 strokes.
Each successive daily run should begin with a shorter
precondition brushing of 1 000 strokes. The tension of
the toothbrush on the roots shall be 150 g. Discard the
preconditioning slurries.

H-3.8.2 Enamel

Preconditioning of the enamel is similar to that of the
dentin, except 10 000 strokes are used prior to the first
use and 1 000 strokes are given at the beginning of each
day.

Discard the preconditioning slurries.
H-3.9 Test Design
H-3.9.1 Test Design for Dentin

The test design may be either a sandwich design or a
Latin square design. The sandwich design is such that
a set of reference slurries is run (pre-test), followed
by a second set of reference slurries (post-test) .This
second set of reference slurries (post-test). This second
set of reference slurries then acts as the pre-test slurries
for the next test group. This continues until all the test
groups are run.

The Latin square design is such that a set of reference
slurries is run first. All the test groups are randomized
over the eight brushing heads for the next few runs
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(depending on the number of test groups). Then a post
test reference set of slurries is run as the final procedure.

In both test designs, the brush tension is set at 150 g
and brushing is performed for 1 500 to 3 000 strokes
depending on the radioactivity level of the specimens.

H-3.9.2 Test Design for Enamel

The test design for enamel is identical to that for
dentin, except the number of strokes is 5 000 to
7 500 depending on the activity of the specimens.

H-3.10 Sampling of Slurries

The sampling of the slurries following the brushing is
identical for both dentin and enamel. An aliquot of each
slurry is removed immediately following brushing. The
size of the aliquot will depend upon the counting method
and equipment, but 3 ml is usually adequate to provide
a detectable level of radioactivity. A convenient method
for removing the sample is a syringe fitted with a blunt
needle. Take care to ensure no carry-over between
samples. This can best be done by a complete rinsing
of the syringe between samples. It is also important to
remove the same quantity of sample from each slurry.
Dry the sample if a planchet counter system if being
used to detect the radioactivity. If drying is needed, the
samples should be air-dried for at least 1 h and then
dried in an oven at 60 °C with forced air overnight.

H-3.11 Correction Factors

Correction factors are needed for both dentin and
enamel abrasion tests when using the planchet counting
method and are identically prepared in both methods.
When testing dentifrices with abrasive systems different
from the reference materials, the self absorption and
backscattering characteristics of the abrasives for beta
radiation may also differ. Real differences in abrasivity
may then be significantly distorted. The correction
factor is a means to reduce this variable. The correction
factor is determined differently depending on the
counting method used.

H-3.11.1 Preparation of Correction Factor Slurries for
Geiger-Muller Planchet Counting

Dissolve one piece of irradiated dentin (or enamel) in
5 ml of concentrated HC1. Transfer the solution to a
250 ml volumetric flask and add water to the mark.
Add 1.0 ml of this radioactive solution to slurries of
the reference abrasive and to each of the test abrasives
prepared in the same manner as in the test. To neutralize
the acid, add 1.0 ml of 0.5 mol/NaOH. Mix the slurries
thoroughly, sample and dry the samples along with
those from the test runs. Do not brush with these
correction factor slurries.

These samples are counted along with the test samples.
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H-3.11.2 Calculation of Correction Factors

The correction factor Cf to be applied to all values of
the test sample is calculated as follows:

Mean counts for 4 reference samples

of =

Mean counts for 4 test samples

H-3.11.2.1 Correction factors for liquid scintillation
counting

The correction is with regard to the amount of sample
mixed with the scintillation cocktail. Each sample is
weighed and the net count per minute (CPM) is divided
by the mass to get a net CPM per gram of slurry. These
net CPM per gram of values are then used in calculating
abrasivity in place of net CPM values in H-3.12, and
there is no Cf'term.

H-3.11.2.2 Correction factors for liquid scintillation
detection

Self-absorption and backscatter are less of a concern
because of the liquid medium being used. Most modern
liquid scintillation equipment will automatically
colour-correct, so this is not a problem. The differences
in mass of the samples do need to be accounted for
in the calculation. To do this, each sample taken after
brushing needs to be weighed to an accuracy of 0.01 g.

H-3.11.2.3 Applying the correction factor

Before calculating the relative abrasion values, the net
CPM of each slurry is divided by the mass of the slurry
used, to get a net CPM per gram of slurry. These values
are then used in the calculation of relative abrasive
values.

H-3.12  Calculation of Abrasivity Using
Gieger- Muller Counting
H-3.12.1 Dentin Abrasivity
The dentin abrasivity of the test dentifrices

(or abrasives) is calculated as follows:
Mean Reference net CPM =

Pre—net CPM + Post —net CPM
2

Dentifrice abrasivity =

Cf x100x test dentifrice Net CPM
Mean reference net CPM
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H-3.12.2 Enamel Abrasivity

The enamel abrasivity of the test dentifrices for
abrasives is calculated as follows:

Mean reference net CPM =
Pre—net CPM + Post —net CPM

2
Dentifrice abrasivity =

Cf x10x test dentifrice Net CPM
Mean reference net CPM

H-3.13 Calculation of Abrasivity using Liquid
Scintillation

H-3.13.1 Dentin Abrasivity

The dentin abrasivity of the test dentifrices (or
abrasives) is calculated as follows:

Mean reference net CPM per gram =

Pre—net CPM per gram+ Post —net CPM per gram
2

Dentifrice Abrasivity =

100 x test dentifrice Net CPM per gram
Mean reference net CPM per gram

H-3.13.2 Enamel Abrasivity

The enamel abrasivity of the test dentifrices (or
abrasives) is calculated as follows:

Mean reference net CPM per gram =
Pre—net CPM per gram+ Post —net CPM per gram

2
Dentin Abrasivity =

10 x test dentifrice Net CPM per gram
Mean reference net CPM per gram
NOTES

Centres for measuring toothpaste abrasivity via RDA route:

1 Indiana University, School of Dentistry
Oral Health Research Institute

415 Lansing Street

Indianapolis, Indiana 46202

USA

2 Missouri Analytical grade Laboratories
Marcus Research Laboratories, INC
1820 Delmar Boulevard

St Louis,M063103-1798
USA
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ANNEXJ
( Foreword )
COMMITTEE COMPOSITION

Cosmetics Sectional Committee, PCD 19

Organization Representative(s)
Drugs Controller General (INDIA), Delhi DRr V. G. SoMANI (Chairman)
All India Cosmetic Manufacturers Association, Ms KAJAL ANAND
Mumbai DR VIRENDRA V. CHAVAN (Alternate)
Chemstar Limited, Mumbai SHRI SUNIL JosHI
Cavinkare Private Limited, Chennai Dr T. Kumar

DR GIREESH KUMAR (Alternate 1)
DR S. SANKAR KALIDAS (Alternate 1)

Central Drugs Standard Control Organization Dr S. P. SHANT
(CDSCO), Delhi

Central Drugs Testing Laboratory (CDTL), Chennai ~ Ms C. Vyaya LAKSHMI
DR J. UMA MAHESWARI (Alternate)

Consumer Voice, New Delhi SHRI H. WADHWA
CSIR Indian Institute of Toxicological Research, Dr A. B. PANT
Lucknow DR R. S. Ray (Alternate)

Central Drugs Testing Laboratory (CDTL), Mumbai DR RAMAN MOHAN SINGH
SHRIMATI S. U. WARDE (Alfernate 1)
SHRIMATI SUJATA S. KAISARE (Alternate 11)

Colgate Palmolive (India) Limited, Mumbai DR MANAS V. VYAS
SHRIMATI SHRUTI HARDIKAR (A/ternate 1)
SHRI PURUSHOTTAM JADHAV (Alternate 11)

Consumer Guidance Society of India, Mumbai DR SiTARAM DixiT
DR M. S. KamATH (Alternate)
Dabur India Limited, Sahibabad DR PRASUN BANDYOPADHYAY

DR S. K. LUTHRA (Alternate )
SHRI SHIVAII Ral (Alternate 11)

Directorate of Food and Drugs Administration, Goa Ms Jyotr J. SARDESSAI

Drugs Control Department, Delhi SHRI A. K. Nasa
SHRI K. R. CHAWLA (A4lternate)

Envisbe Solutions Pvt. Limited, Mumbai SHRI BENEDICT M. MASCARENHAS
Essential Oil Association of India (EOAI), Noida SHRI Ajay K. JAIN
DR ANITA BHATNAGAR JAIN
Food Safety and Drug Administration, Lucknow SHRI DINESH KUMAR TIwARI (4/fernate)
Food and Drugs Control Administration Gujarat, Dr H. G. KosHiA
Gandhinagar SHRI V. R. SHAH (Alternate)

Food and Drugs Administration Haryana, Panchkula ~ SHRI NARENDER KUMAR AHOOJA
SHRI MANMOHAN TANEJA (Alternate)

Food and Drugs Administration Maharashtra, SHRI O. S. SADHWANI
Mumbai
Fragrance and Flavours Association of India, SHRI HASMUKH PATEL

(FAFAT), Mumbai
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Organization

Galaxy Surfactants Limited, Mumbai

Godrej Consumers Products Limited, Mumbai

Hindustan Lever Limited (HUL), Mumbai

Hygienic Research Institute Private Limited, Mumbai
Indian Pharmacopoeia Commission (IPC), Ghaziabad

ITC R & D Centre, Bengaluru

Indian Beauty and Hygiene Association (IBHA),
Mumbai

Johnson and Johnson Limited, Mumbai

Kelkar Education Trusts (KETS) Scientific Research
Centre, Mumbai

Loreal India Private Limited, Mumbai

Marico Limited, Mumbai

Mikasa Cosmetics Limited, Ahmedabad

Ministry of Micro, Small and Medium Enterprises
(MSME), Delhi

Ministry of AYUSH, Delhi
Procter and Gamble, Mumbai
PETA India, Mumbai

The Himalaya Drug Company, Bengaluru

Voluntary Organization In Interest of Consumer
Education (VOICE), Delhi

Bureau of Indian Standards, Jammu

BIS Directorate General

Representative(s)

SHRI R. K. SINGH
SHRI SAGAR TRAILOKYA (A/ternate 1)
SHRI PRAMOD SABAT TRAILOKYA (Alternate 11)

Ms RUPINDER KAUR RAWAT
DR MANOJ GAUR (Alternate)

Ms VRINDA RAJWADE

DR JAYASHREE ANAND
SHRI MANOJ SARKAR (Alternate)

Dr ANIL KR TEOTIA
Dr MaNo0J KR PANDEY (A4lternate)

DR GURUBASAVARAJA KM
DR JaMES BHASKAR (A4lternate 1)
DR JoHN Bosco STANISLAUS (Alternate 11)

Ms MALATHI NARAYANAN

DR DIiL1P TRIPATHI
SHRI RAINEESH KUMAR (A4/ternate)

DR S. S. BARVE

MS VEENA BALGI
Ms RUPALI TURAKHIYA (A4lternate)

Dr MitALI HEDGE
DR SUDHAKAR MHASKAR (Alternate T)
SHRI PRABODH S. HALDE (A4lternate 1)

Ms TRuUPTI PATEL

DR ARUN KUMAR
DR 1zzATULLAH (Alternate)

Dr D. C. KatocH
SHRI GIRISH PARHATE

SHRI MANILAL VALLIYATE
Ms Dipt1 M. KAPOOR

DR SUNDARAM RAMACHANDRAN
DR KRISHNAN SRIRAMAN (Alternate)

Dr M. A.U. KHAN

SHRIMATI NISHA BURA

SHRIMATI NAGAMANI. T, SCIENTIST ‘E” AND HEAD (PCD)
[ REPRESENTING DIRECTOR GENERAL ( Ex-officio) |

Member Secretary

SHRIMATI D. UMA
ScienTist ‘D’ (PCD), BIS
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Decorative and Miscellaneous Cosmetics Subcommittee, PCD 19:4

Organization Representative(s)
Regional Drugs Testing Laboratory, Chandigarh DRr R. A. SINGH (Convenor)
Arbro Pharmaceuticals Limited, New Delhi SHRI SOURAB ARORA
Colgate Palmolive India Limited, Mumbai SHRI MANAS V. Vyas

SHRIMATI SHRUTI HARDIKAR (A4/ternate 1)
SHRI PURUSHOTTAM JADHAV (A4/fernate 11)
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Abstract: Xerostomia affects 30% of the population and manifests as a side effect of medica-
tions, systemic diseases, or cancer therapy. Oral moisturizers are prescribed to overcome the
ailments of dry mouth and its symptoms. It is imperative that these products help to restore
hyposalivation and that they do not present any secondary effect that can harm oral health. It
has been shown in the literature that some oral moisturizers may have an erosive potential due
to their acidic pH, which is below the critical pH of dentin and enamel. The purpose of this
paper was to make clinicians aware of the erosive potential of these products and make recom-
mendations to manufactures for future formulations avoiding acidic pH. For this reason, care
should be taken to formulate these products with safe pH values for both enamel and root dentin
which, based on specific formulation should be around 6.7 or higher.

Keywords: oral moisturizers, pH, erosion, caries, xerostomia, dry mouth

Dry mouth (also termed hyposalivation or xerostomia) is characterized by partial or
total loss of saliva production caused by the hypofunction of the salivary glands. It is
quite common, affecting between 15% and 30% of the population.'? This hypofunction
is often a side effect of multiple medications prescribed to treat systemic diseases,’ but
can also be due to autoimmune diseases such as Sjogren’s syndrome, head and neck
irradiation, or systemic cancer therapy.*

Chronic xerostomia significantly increases the risk of experiencing dental caries,
demineralization, tooth sensitivity, dental erosion, candidiasis, and other oral diseases
that may negatively affect the quality of life.>® It has been estimated that 63% of the
200 most common medications prescribed in the United States have a xerogenic
effect, resulting in reduced salivary flow rates.> With an increased life expectancy and
the increasing level of oral disease prevention in the world, the numbers of elderly
patients retaining their natural teeth are increasing. The elderly typically have more
exposed root surfaces than younger people as a result of advanced periodontal disease,
attrition, and restorative procedures throughout the years. This, coupled with several
medications taken for systemic conditions and reduced dexterity levels predisposes
this group to increased levels of root caries.

Saliva is an essential substance that reduces the incidence and severity of carious
lesions and dental erosion by several mechanisms. It neutralizes acids and promotes
clearance by swallowing and also provides calcium and phosphate ions to the oral
environment.” The critical pH of enamel and dentin is the pH below which tooth
structure begins to erode. The critical pH for enamel has been reported to be in
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the range of 5.2-5.5.% The critical pH of dentin was first
reported by Hoppenbrouwers et al in 1987 at 6.7,° and it
was confirmed 2 years later by Surmount et al.® Several
studies have reported the critical pH of dentin to be in a
range of 6-6.9.1-12

Oral moisturizers can provide significant comfort to
patients suffering from dry mouth and prevent dental erosion
and caries. However, it is imperative that the moisturizers
themselves do not have pH values below the critical pH of
enamel or root dentin. Depending on the solution formula-
tion, this might be erosive and potentially increase the risk
for the development of root caries or demineralization. pH
values of solutions have been shown to be good indicators
for the immediate erosive potential they have.!* Along with
titratable acidity, these are the most common markers used to
determine erosive potential in the literature. The differential
buffering capacity is also a very important attribute and has
been recommended over pH or titratable acidity as a predictor
for erosive potential.'

Recent studies have concluded that there is a large
variation in the pH values among the most common oral
moisturizers on the market (Table 1) and that there is a
strong correlation between the pH values and the erosive
potential of these products.!>!* The data presented in this

Table | Name and pH value of commonly used oral moisturizers
and dry mouth treatment products

study show great variation in the composition and pH
values among commercially available oral moisturizers.
Several of the tested products contained citric acid or citric
flavors, most likely to provide a pleasant taste. Candies with
citric, maleic, and fumaric acid have also been shown to be
erosive on tooth enamel.'® Another recent study concluded
that products claiming to manage xerostomia are associ-
ated with the risk of demineralization due to their highly
acidic nature.!” This can lead to dental erosion, sensitivity,
and caries. However, the erosive potential relies not only
on the pH of the product, but also the complex interplay
of other ingredients may have a neutralizing effect; hence,
tooth substance loss will not always occur.'*"* For example,
The addition of calcium into acidic lozenges has been
shown to greatly reduce their erosive potential, as well as
preventing demineralization of hydroxyapatite even though
pH values drop below the critical pH for enamel for a short
period of time.!

Manufacturers recommend using oral moisturizers as
needed through the day, and some products are even intended
for swishing or being held in the mouth for as long as possible
for the maximum effect. This would seem counter-intuitive
if the products are acidic, considering the vulnerability of
the target group to dental erosion and root caries. For this
reason, care should be taken to formulate these products
with safe pH values for both enamel and root dentin which,
based on specific formulation, should be around 6.7 or higher.

Product Manufacturer pH value Addition of calcium into these products can also be of great
CTx2 Spray Oral Biotech, Albany, OR,  9.09 benefit. It would seem reasonable for practitioners to take
USA care in recommending oral moisturizing agents with a safe
Dry Mouth Spray Thayers Natural Remedies,  6.30 X . .
Westport, CT, USA formulation for their patients.
Mouth Kote Parnell Pharmaceuticals, Inc.  3.03
San Rafael, CA, USA Disclosure
Qasis Qasis Consumer Health, 6.33 . . . .
Cleveland, OH, USA The authors report no conflicts of interest in this work.
Bioténe Oral Balance GlaxoSmithKline, Raleigh- 6.61
Durham, NC, USA References
Bioténe Moisturizing Mouth  GlaxoSmithKline, Raleigh- 6.11 1. Shay K. The evolving impact of aging America on dental practice.
Spray Durham, NC, USA J Contemp Dent Pract. 2004;5:101-110.
Bioténe Dry Mouth Rinse GlaxoSmithKline, Middlesex, 2. Thomson WM. Dental caries experience in older people over time:
UK what can the large cohort studies tell us? Br Dent J. 2004;196:89-92;
. . discussion 87.
Rain ij[?a[Jlsr::- American Fork, 710 3. Sreebny LM, Schwartz SS. A reference guide to drugs and dry mouth
’ — 2nd edition. Gerodontology. 1997;14:33-47.
Elmex Erosion Protection GABA, Therwil, Switzerland = 4.0 4. Dost F, Farah CS. Stimulating the discussion on saliva substitutes: a
Flux Dry Mouth Gel Actavis, Petach Tikva, Israel 5.5 clinical perspective. Aust Dent J. 2013;58:11-17.
Flux Mouthwash Actavis, Petach Tikva, Israel 5.2 5. Plemons JM, Al-Hashimi I, Marek CL. Managing xerostomia and
Gum Hydral Gel Sunstar, Etoy, Switzerland 53 salivary gland hypofunction: executive summary of a report from the
Gum Hydral Rinse Sunstar, Etoy, Switzerland 54 American Dental Association Council on Scientific Affairs. JAm Dent
Gum Hydral Spray Sunstar, Etoy, Switzerland 53 Assoc. 2014;145:867-873.
HAp+ Ice Medico, Reykjavik, Iceland 3.4 6. Winston AE, Bhaskar SN. Caries prevention in the 21st century. J Am
Saliva Orthana A.S Pharma, Hampshire, UK 5.8 Dent dssoc. 1998;.129:157971587' .
Xerodent Actavis. Petach Tikva. lsrael 6.1 7. DePaola DP. Saliva: the precious body fluid. J Am Dent Assoc.
’ ’ 2008;139(Suppl):55-6S.
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Abstract: Xerostomia affects 30% of the population and manifests as a side effect of medica-
tions, systemic diseases, or cancer therapy. Oral moisturizers are prescribed to overcome the
ailments of dry mouth and its symptoms. It is imperative that these products help to restore
hyposalivation and that they do not present any secondary effect that can harm oral health. It
has been shown in the literature that some oral moisturizers may have an erosive potential due
to their acidic pH, which is below the critical pH of dentin and enamel. The purpose of this
paper was to make clinicians aware of the erosive potential of these products and make recom-
mendations to manufactures for future formulations avoiding acidic pH. For this reason, care
should be taken to formulate these products with safe pH values for both enamel and root dentin
which, based on specific formulation should be around 6.7 or higher.
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Dry mouth (also termed hyposalivation or xerostomia) is characterized by partial or
total loss of saliva production caused by the hypofunction of the salivary glands. It is
quite common, affecting between 15% and 30% of the population.'? This hypofunction
is often a side effect of multiple medications prescribed to treat systemic diseases,’ but
can also be due to autoimmune diseases such as Sjogren’s syndrome, head and neck
irradiation, or systemic cancer therapy.*

Chronic xerostomia significantly increases the risk of experiencing dental caries,
demineralization, tooth sensitivity, dental erosion, candidiasis, and other oral diseases
that may negatively affect the quality of life.>® It has been estimated that 63% of the
200 most common medications prescribed in the United States have a xerogenic
effect, resulting in reduced salivary flow rates.> With an increased life expectancy and
the increasing level of oral disease prevention in the world, the numbers of elderly
patients retaining their natural teeth are increasing. The elderly typically have more
exposed root surfaces than younger people as a result of advanced periodontal disease,
attrition, and restorative procedures throughout the years. This, coupled with several
medications taken for systemic conditions and reduced dexterity levels predisposes
this group to increased levels of root caries.

Saliva is an essential substance that reduces the incidence and severity of carious
lesions and dental erosion by several mechanisms. It neutralizes acids and promotes
clearance by swallowing and also provides calcium and phosphate ions to the oral
environment.” The critical pH of enamel and dentin is the pH below which tooth
structure begins to erode. The critical pH for enamel has been reported to be in
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the range of 5.2-5.5.% The critical pH of dentin was first
reported by Hoppenbrouwers et al in 1987 at 6.7,° and it
was confirmed 2 years later by Surmount et al.® Several
studies have reported the critical pH of dentin to be in a
range of 6-6.9.1-12

Oral moisturizers can provide significant comfort to
patients suffering from dry mouth and prevent dental erosion
and caries. However, it is imperative that the moisturizers
themselves do not have pH values below the critical pH of
enamel or root dentin. Depending on the solution formula-
tion, this might be erosive and potentially increase the risk
for the development of root caries or demineralization. pH
values of solutions have been shown to be good indicators
for the immediate erosive potential they have.!* Along with
titratable acidity, these are the most common markers used to
determine erosive potential in the literature. The differential
buffering capacity is also a very important attribute and has
been recommended over pH or titratable acidity as a predictor
for erosive potential.'

Recent studies have concluded that there is a large
variation in the pH values among the most common oral
moisturizers on the market (Table 1) and that there is a
strong correlation between the pH values and the erosive
potential of these products.!>!* The data presented in this

Table | Name and pH value of commonly used oral moisturizers
and dry mouth treatment products

study show great variation in the composition and pH
values among commercially available oral moisturizers.
Several of the tested products contained citric acid or citric
flavors, most likely to provide a pleasant taste. Candies with
citric, maleic, and fumaric acid have also been shown to be
erosive on tooth enamel.'® Another recent study concluded
that products claiming to manage xerostomia are associ-
ated with the risk of demineralization due to their highly
acidic nature.!” This can lead to dental erosion, sensitivity,
and caries. However, the erosive potential relies not only
on the pH of the product, but also the complex interplay
of other ingredients may have a neutralizing effect; hence,
tooth substance loss will not always occur.'*"* For example,
The addition of calcium into acidic lozenges has been
shown to greatly reduce their erosive potential, as well as
preventing demineralization of hydroxyapatite even though
pH values drop below the critical pH for enamel for a short
period of time.!

Manufacturers recommend using oral moisturizers as
needed through the day, and some products are even intended
for swishing or being held in the mouth for as long as possible
for the maximum effect. This would seem counter-intuitive
if the products are acidic, considering the vulnerability of
the target group to dental erosion and root caries. For this
reason, care should be taken to formulate these products
with safe pH values for both enamel and root dentin which,
based on specific formulation, should be around 6.7 or higher.

Product Manufacturer pH value Addition of calcium into these products can also be of great
CTx2 Spray Oral Biotech, Albany, OR,  9.09 benefit. It would seem reasonable for practitioners to take
USA care in recommending oral moisturizing agents with a safe
Dry Mouth Spray Thayers Natural Remedies,  6.30 X . .
Westport, CT, USA formulation for their patients.
Mouth Kote Parnell Pharmaceuticals, Inc.  3.03
San Rafael, CA, USA Disclosure
Qasis Qasis Consumer Health, 6.33 . . . .
Cleveland, OH, USA The authors report no conflicts of interest in this work.
Bioténe Oral Balance GlaxoSmithKline, Raleigh- 6.61
Durham, NC, USA References
Bioténe Moisturizing Mouth  GlaxoSmithKline, Raleigh- 6.11 1. Shay K. The evolving impact of aging America on dental practice.
Spray Durham, NC, USA J Contemp Dent Pract. 2004;5:101-110.
Bioténe Dry Mouth Rinse GlaxoSmithKline, Middlesex, 2. Thomson WM. Dental caries experience in older people over time:
UK what can the large cohort studies tell us? Br Dent J. 2004;196:89-92;
. . discussion 87.
Rain ij[?a[Jlsr::- American Fork, 710 3. Sreebny LM, Schwartz SS. A reference guide to drugs and dry mouth
’ — 2nd edition. Gerodontology. 1997;14:33-47.
Elmex Erosion Protection GABA, Therwil, Switzerland = 4.0 4. Dost F, Farah CS. Stimulating the discussion on saliva substitutes: a
Flux Dry Mouth Gel Actavis, Petach Tikva, Israel 5.5 clinical perspective. Aust Dent J. 2013;58:11-17.
Flux Mouthwash Actavis, Petach Tikva, Israel 5.2 5. Plemons JM, Al-Hashimi I, Marek CL. Managing xerostomia and
Gum Hydral Gel Sunstar, Etoy, Switzerland 53 salivary gland hypofunction: executive summary of a report from the
Gum Hydral Rinse Sunstar, Etoy, Switzerland 54 American Dental Association Council on Scientific Affairs. JAm Dent
Gum Hydral Spray Sunstar, Etoy, Switzerland 53 Assoc. 2014;145:867-873.
HAp+ Ice Medico, Reykjavik, Iceland 3.4 6. Winston AE, Bhaskar SN. Caries prevention in the 21st century. J Am
Saliva Orthana A.S Pharma, Hampshire, UK 5.8 Dent dssoc. 1998;.129:157971587' .
Xerodent Actavis. Petach Tikva. lsrael 6.1 7. DePaola DP. Saliva: the precious body fluid. J Am Dent Assoc.
’ ’ 2008;139(Suppl):55-6S.
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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

different types of ISO documents should be noted. This document was drafted in ac
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document be the subject of
patent rights. ISO shall not be held responsible for identifying any or all such patentigltts. Details of
any patent rights identified during the development of the document will Jogi teoduction and/or

on the ISO list of patent declarations received (see www.iso.org/paten

For an explanation on the meaning of ISO specific ter expressions related to conformity
assessment, as well as information about ISO’s adher

Barriers to Trade (TBT) see the following URL: Fore}v d-

The committee responsible for this document,is |
care products.

Any trade name used in this document is information given for the cé of users and does not

constitute an endorsement.

This second edition cancels and replaces thefirst edi (ISO 16408:2004), which has been technically
revised with the following changes:

“heavy metals” has been replaced by'ghe t nintended heavy metals, which has been defined in 3.3;

— reference to ISO 28888 an &’g requirement in 5.1 were added;

— ambient storage conditjons of re e test for determination of stability against ageing (7.4.1) was
changed (23 * 2) °C * 15) % relative humidity;

— the bibliograp ated by including latest ISO/TC 217 standards.

iv © ISO 2015 - All rights reserved
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Introduction

Oral rinses are used for oral hygiene purposes intended to provide health and/or cosmetic benefits.

This International Standard specifies the chemical and physical properties of oral rinses. Common
labelling aspects are also specified in order to enhance international understanding and trade.

N
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INTERNATIONAL STANDARD ISO 16408:2015(E)

Dentistry — Oral care products — Oral rinses

1 Scope

This International Standard specifies physical and chemical requirements and test methods for oral
rinses. It also specifies the accompanying information such as the manufacturer’s instructions for use,
marking, and/or labelling requirements.

This International Standard is not applicable to other delivery systems (e.

mauthsprays, foams,
powders). It is not intended to describe regulatory aspects, e.g. methods of pr i

This International Standard is not applicable to oral rinses available by préscription only.

ISO 3696, Water for analytical laboratory use ; ecificat nd test methods

2 Normative references

entged in this document and are
tion cited applies. For undated
y amendments) applies.

The following documents, in whole or in part, are normatiy,
indispensable for its application. For dated references, onl
references, the latest edition of the referenced document, (incl

ISO 1942, Dentistry — Vocabulary

ISO 8601, Data elements and interchange formats,—gInformation interchange — Representation of
dates and times

[SO 28888, Dentistry — Screening od for on potential of oral rinses on dental hard tissues

INCI, International Nomenclatl& ic Ingredients

3 Terms and defin

For the purposes of this docu ! t, the terms and definitions given in ISO 1942 and the following apply.

3.1

sed by the public for oral care purposes
[SOURC 1942, 2009, 2.209]

3.2
mouthspray
liquid formulation in spray form for oral care purposes not requiring dilution with water

[SOURCE: ISO 1942, 2009, 2.185]

3.3
unintended heavy metals
heavy metal elements, which are detected in the analysis but not purposely included

© ISO 2015 - All rights reserved 1
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4 (Classification

Oral rinses shall be classified according to their application by the user as follows:
— Type 1: ready-for-use solutions;

— Type 2: concentrated solutions for use after dilution with water;

— Type 3: solutions for use after mixing.

5 Requirements

5.1 pHvalue

Oral rinses shall have a pH value between 3,0 and 10,5. If the pH value of an oraf rinse is below 5,5 it
shall pass a screening test as specified in ISO 28888.

Test the pH value in accordance with 7.1 and 7.3.

NOTE At the time of development of this International Standard, ther vidence that oral rinses with
pH values between 5,5 and 10,5 promote enamel erosion. )

5.2 Total fluoride concentration and maximum am of fl e

The total fluoride concentration of one container of ritige of Type 1 shall not exceed a mass

fraction of 0,15 %.

The maximum amount of ionic fluoride per single,contaj I not exceed 125 mg.

As an alternative one of the procedures given in ISO 11609, Annex C,[3] or other validated method of

similar sensitivity and accuracy, may& ample References [13] or [14].
5.3 Unintended heavy me y
The maximum total concentration tended heavy metals in oral rinses shall not exceed 20 mg/kg.

Test in accordance with dated method, for example References [15], [16], [17] or [22].

If this is not suitabjé ethod of similar sensitivity and accuracy shall be used.

NOTE The a r potentially dangerous elements, especially arsenic, which are not covered by this
Internation gdrrently no analytical test methods and no effect levels are consented.

5.4 Compatibility with oral tissues

Oral rinses shall not cause irritation or damage to the oral hard and/or soft tissue, when used in
accordance with the manufacturer’s recommendation for frequency and duration of use and experience
with known side effects.

Specific qualitative and quantitative requirements for freedom from biological hazards are not
included in this International Standard, but it is recommended that reference be made to ISO 7405 and
[SO 10993-1 when assessing possible biological or toxicological hazards.

5.5 Microbial contamination

The microbial contamination of oral rinses shall not exceed 100 colony-forming units (CFU) per gram.
Oral rinses shall be free of pathogens.

2 © IS0 2015 - All rights reserved
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Testing for microbial contamination shall be carried out according to a validated method, for example
References [6], [7], [8], [9], [10], [11] or [12].

5.6 Stability against ageing

Oral rinses shall show no signs of deterioration, such as agglomeration or change in clarity, after being
subjected to the determination of stability to ageing procedure specified in 7.4.

5.7 Container and/or dispensing system

The container and/or dispensing system shall neither contaminate nor permit contamination of the
oral rinse inside such that it will affect its compliance with the requirements of Clause 5 after being
subjected to the determination of stability to ageing described in 7.4.

5.8 Readily fermentable carbohydrates
Oral rinses shall not contain readily fermentable carbohydrates.

Compliance shall be established by the absence of such compg
performing tests in accordance with commonly used analytic

in the“complete formula, or by

6 Sampling

The oral rinses used for testing shall be represe ive'f actyal manufactured oral rinse and shall not

be altered in any way. Py

Eight containers of oral rinses from the same manufacturing tracking code (e.g. batch code, lot number)
shall be tested before the determinatio tability to ageing (see 7.4).

7 Test methods %
7.1 General \

All tests shall be performedils and after the stability to ageing test (7.4).

Before and ion, examine the oral rinse under a bright light with normal visual acuity without
magnifica
7.3 mination of pH value

Test the pHwalue of the oral rinse in its intended concentration for use.

Determine the pH value of the solution using a calibrated pH-meter with an accuracy of +0,1 mV.
7.4 Determination of stability against ageing

7.4.1 Test
One of the following two tests shall be performed.
a) Accelerated test

Store the oral rinse at (40 + 2) °C for 3 months at (75 £ 5) % relative humidity or under such
conditions of time and temperature as will simulate storage at room temperature for 30 months.

© ISO 2015 - All rights reserved 3
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b) Real time test

Store the oral rinse at (23 * 2) °C at (60 £ 15) % relative humidity for 30 months or for the period
indicated by the expiry date listed on the product label [see 9.2 n)].

7.4.2 Compliance

Examine by visual inspection (7.2) of the oral rinse if requirement 5.6 is fulfilled.

7.5 Pass/fail criteria
Unless otherwise noted, if none of the samples fails, the oral rinse passes.

If one sample does not meet the minimum requirement, another eight samples sha ted. If no
more samples fail, the oral rinse passes. If a total of two or more samples of the 16 samp il, the
oral rinse fails.

8 Testreport

The test report shall include at least the following information: )
a) the name and address of the organization responsible for the tes Q

b) areference to this International Standard, i.e. ISO 164

c) the manufacturer’s tracking code (e.g. batch codi, 16t nimb

d) the testresults and the method of determination tged;

e) any unusual features noted during the deter

f) ifthe oral rinse passed or failed the t¢st.

9 Accompanying informati '\‘/

9.1 Manufacturer’s instructi

er’s instructions for use accompanying the oral rinse shall contain at least

.2, with the exception of d), f), and n), and, if necessary,

b) informagion n side-effects,

c) recommen torage conditions (e.g. need for refrigeration).

9.2 Information on the primary container, and on the secondary container, if it exists

The following information, where appropriate, shall be given on the primary container, and also on the
secondary container, if it exists:

a) the manufacturer’s name and address and/or agent responsible in the country of sale;
b) trade name;
c) thewording “oral rinse” or equivalent, as defined in Clause 3;

d) the manufacturer’s tracking code (e.g. batch code, lot number);

4 © IS0 2015 - All rights reserved
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a list of ingredients:

— a complete declaration according to the INCI-list (International Nomenclature for Cosmetics
Ingredients) for cosmetic ingredients, if applicable,

— adeclaration according to the regional or national laws and/or national Pharmacopoeia, or
— with descriptive names of ingredients.

The identification of the ingredients shall be consistent with the guidelines, which states how the
declaration should be made and the ingredients identified. This requirement is only applicable to
the primary container, if there is no secondary container.

net volume, in millilitres;
if the oral rinse contains alcohol, the declaration of alcohol content, as volume fraegion;
il

if the oral rinse contains fluoride, the concentration of fluoride, in li

or ppm (parts per million; 10-6) by mass of fluoride ion;

s per kilogram (mg/kg)

instructions and warning for proper use with children;
the statement: Not suitable for children under 6 years of edically recommended;

panufacturer’s instructions for use”;

for oral rinses of Type 2, the statement: “Dilute accop@ing to
for oral rinses of Type 3, the statement: “Mix accorgixg toithe manufacturer’s instructions for use”;
the warning: “Do not swallow”; P

if the shelf-life is less than 30 monthg, the i ate for the oral rinse, expressed in accordance
with ISO 8601, when stored under t anufagturer’s recommended storage conditions.

10 Packaging
Packaging should ensure thgi e contents of the container during storage and transportation.

The packaging system f

left to the discretion of the manufacturer.

© IS0 2015 - All rights reserved 5
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Annex A
(normative)

Determination of fluoride in oral rinses containing ionic
fluoride compounds

A.1 Principle

This test method is used for the determination of fluoride in oral rinses containing 1 fluoride
compounds.

This testis a type test.

NOTE At the time of development of this International Standard, standardi on a harmonized
standardised test method for oral fluoride analysis has started.
4
A.2 Reagents and/or materials
During the analysis, unless otherwise stated, use only re gnized analytical grade.

A.2.1 Deionized water, in accordance with ISO 3696,
A.2.2 Fluoride standard solution, commerci vailable or prepared with sodium fluoride (NaF).

A.2.3 Total Ionic Strength Adjustmient Buffer (TISAB) solution, with cyclohexanediamine
tetraacetate (CDTA). Other buffer so& as ammonium acetate buffer, applicable to fluoride

analysis, may also be used.

Ammonium acetate buffer (p @ . p!red by dispersing of 16 g of ammonium chloride, 23 g of
ammonium acetate and 0,4 g of ¢ @ -cyclohexanediamine-N,N,N’,N-tetraacetate monohydrate in
about 80 ml of water an dissolviwg this solution after mixing and heating. The pH value of this
buffer is adjusted to 5, cetic acid, and the buffer is diluted with deionized water to 100 ml.

A.3 Apparatu
The following appar all be used.

A.3.1 Laboratotybalance, with a reading accuracy of 0,01 g.
A.3.2 Flask, of capacity 20 ml.

A.3.3 Fluoride ion selective electrode (F-ISE), with reference electrode, or combination
F-ISE /reference electrode pair.

A.3.4 Graduated cylinder, of capacity 15 ml to 50 ml.
A.3.5 Magnetic stirring apparatus, with PTFE-coated magnetic stirring bar and magnetic stir plate.

A.3.6 pH/mV-electrometer (pH meter), with an accuracy of +0,05 pH units (+0,1 mV), calibrated.

6 © IS0 2015 - All rights reserved
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A.3.7 Pipette, of capacity (1,0 + 0,1) ml.
A.3.8 Plastic vial, or any small beaker or container, 10 ml or more capacity.

A.3.9 Washing bottle.

A.4 Preparation of solutions and calibration curve

A.4.1 Preparation of standard solution for calibration

Make successive dilutions of the fluoride standard solution (A.2.2) to obtainia set of working
standards which includes 5 mg/kg, 10 mg/kg (10-> mol/1), 50 mg/kg, 100 (10-4 mol/1), and
150 mg/kg of fluoride.

A.4.2 Preparation of calibration curve

Use the following procedure to prepare the calibration curve.

a) Pipette 1,0 ml of each standard solution (A.4.1) into a pla

b) Add 1,0 ml of TISAB solution (A.2.3), and add a magneti 5 bar (A.3.5) to each plastic vial.
Mix thoroughly.

c) Insert the fluoride ion selective electrode (As3.3 d reference electrodes into the liquid in the
plastic vial containing the first standard splution. sure no air bubbles have been trapped
under the electrode. £

d) Record the millivolt reading to mV %gt the steady potential difference with the mV
electrometer (A.3.6).

e) Conduct at least two measurgéments for millivolt readings, until the difference between the two
millivolt readings is less t " .

f) Repeat steps c) to e) fi h ofighe other standard solutions.

g) Construct a calibratio

@ of millivolts versus the log of the fluoride ion concentration of the
standard, expressed in niilligrams per kilogram.

NOTE The slo he calibration curve should be linear.

A.4.3 Pr f sample solution

In dyglic e (1,0 £ 0,1) g of each sample into a 20 ml flask (A.3.2).

Add (9, ,1) ml of deionized water (A.2.1) to the flask and mix thoroughly. This is the sample solution.

A.5 Sample analysis
Determine the fluoride ion concentration in the sample solution as follows.

a) Pipette accurately an equal amount of sample solution (A.4.3) and TISAB solution (A.2.3) into a
plastic vial (A.3.8) and mix thoroughly.

b) Insert the fluoride ion selective electrode (A.3.3) and reference electrodes into liquid that contains
the sample and buffer solution, in the plastic vial (A.3.8). Make sure no air bubbles are trapped
under the electrode.

c) Record the millivolt reading to the nearest 0,1 mV at the steady potential difference with the mV
electrometer.

© ISO 2015 - All rights reserved 7
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d) Use the calibration curve of standard solutions to determine the fluoride ion concentration in the
sample solution, in milligrams per kilogram.

A.6 Expression of results

A.6.1 Expression

The fluoride ion concentration shall be expressed in milligrams per kilogram of the oral rinse solution
unless otherwise required.

NOTE Regulatory requirements in some regions require the expression of fluoride ion congentration in
ppm = parts per million (10-6).

A.6.2 Calculation of fluoride ion concentration

Calculate the fluoride ion concentration of one container of oral rinse using Formula ) (units see A.6.1):
Cor =C5*10 % (A1)
where

rd

cor is the fluoride ion concentration of oral rinse, in milligram p ram (10-6);

cs isthe fluoride ion concentration of sample solutiof, ligram per kilogram (10-6).

A.6.3 Calculation of mass of ionic fluoride 4«
Calculate the mass of ionic fluoride per single cong@iner ofigrakfinse using Formula (A.2) (units see A.6.1):

where

moRr is the mass of ionic flug rw,inse, in milligram;

cor is the fluoride ion concen @ of oral rinse, in milligram per kilogram (10-6);

m  isthe masso @ lution in one container of oral rinse, in kilogram.

8 © IS0 2015 - All rights reserved
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Introduction
This International Standard describes a screening method for assessing the erosion potential of dental
hard tissues associated with the use of oral rinses.

The primary aim of this International Standard is to provide methodology for screening oral rinses for
the potential for tooth erosion.

Oral rinses should not cause adverse reactions to the oral soft and hard tissues when used in accordance
with the manufacturer’s recommendation for frequency and duration of use.

e interaction with
ice design. Thus,

The range of known side effects and biological hazards is wide and complex. The ti
a constituent material alone cannot be considered in isolation from the overall d
in designing an oral rinse, the choice of the best material with respect to its’tis interaction might
result in a less functional product, tissue interaction being only one of a mumber of ch&racteristics to
be considered in making that choice. Where a material is intended to | ct with tissue in order to
perform its function, the biological response to this interaction can bee
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INTERNATIONAL STANDARD ISO 28888:2013(E)

Dentistry — Screening method for erosion potential of oral
rinses on dental hard tissues

1 Scope

This International Standard specifies a screening method for the erosion potential of non-fluoridated
oral rinses on dental hard tissues.

The results of the screening method are intended for use in enamel and/or de sion models.

2 Normative references

in fhis document and are
ed applies. For undated

The following documents, in whole or in part, are normatively r
indispensable for its application. For dated references, only the edjtio
references, the latest edition of the referenced document (inclg

ISO 78-2, Chemistry — Layouts for standards — Part 2: Method
ISO 1942, Dentistry — Vocabulary

ISO 3696, Water for analytical laboratory use — §pecific d test methods
A

3 Terms and definitions

For the purposes of this document; the te d definitions given in ISO 78-2, ISO 1942 and the
following apply.

3.1 '\
dental erosion

progressive loss of calcifi @ ik IM tissue by chemical processes that do not involve bacterial action
[SOURCE: ISO 1942:20009, 2.

4 Test

4.1
The ri f enamel and dentine erosion due to oral rinses shall be assessed.
This method isintended to provide initial screening of potential for erosion for all non-fluoridated oral rinses.

In case a product fails the screening test, test methods that are more complex and close to clinical
conditions shall be applied.

4.2 Maximum decrease in pH
The maximum allowable decrease in pH of this test method shall be 1,0.

Should a decrease of the pH greater than 1,0 be determined, then the oral rinse fails this screening test.
In this case, test methods that are more complex and close to clinical conditions shall be performed in
order to establish the erosive capacity of the oral rinse as specified in ISO 16408.

© ISO 2013 - All rights reserved 1
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4.3 Reagents

4.3.1 Calcium chloride dihydrate (CaCl; 2:-H;0), reagent grade.

4.3.2 Citric acid (CgHgO7), reagent grade.

4.3.3 Potassium hydroxide (KOH), reagent grade.

4.3.4 Hydrochloric acid (HCl), reagent grade.

4.3.5 Sodium azide (NaN3), reagent grade.

4.3.6 Trisodium citrate dihydrate (C¢H5Na307 2-H,0), reagent grade.
4.3.7 Potassium dihydrogen phosphate (KH;P04), reagent grade.
4.3.8 Distilled water (H20), complying with grade 2 of ISO 3696.

4.3.9 Reference citrate buffer solutions.

Prepare three reference citrate buffer solutions according to.6.
— Solution 1: 1,0 % citric acid at pH 3,60 at 25 °C;

— Solution 2: 0,25 % citric acid at pH 3,68 at 25 °C,1

— Solution 3: 0,07 % citric acid at pH 3,77 at

4.4 Apparatus

4.4.1 One 50 ml vessel, compos Xro gitate) glass.

4.4.2 Analytical balance, with cy of 0,1 mg or better.

4.4.3 Magnetic stirri Q. paratus, with PTFE-coated magnetic stirring bar.

4.4.4 Volumetr %
4.4.5 Be 0

ade of borosilicate glass, clean.

4.4.6 Pipette, able of measuring 1 ml to 0,01 ml.

4.4.7 Thermometer, with an accuracy of 0,1 °C or better.

4.4.8 pH meter (pH electrode), with a sensitivity of £0,05 pH units, calibrated.

EXAMPLE 1 Example for calibration: use pH 2,0, 4,0, and 6,0 standards or pH 1,68, 4,01 and 6,86 at 25 °C. Use
pH standard solutions prepared in accordance with appropriate ISO Guides. Check for a linear response with a
slope of at least 58 mV per pH unit.

NOTE Ready-to-use pH standards can be used.

2 © IS0 2013 - All rights reserved
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4.5 Sampling

Use two representative samples from each of three batches of the oral rinse (total: six samples).
4.6 Testmethod
4.6.1 Preparation of screening solutions

4.6.1.1 Preparation of stock solutions
Prepare the following two stock solutions.
— Stock solution A: 1 mol/1 CaCly: 147,01 g CaCly -2H20 in 1 1 distilled Hp0 ad NaN3.
— Stock solution B: 1 mol/1 KH2PO04: 136,09 g KH2PO4 in 1 1distilled HQsadd 0,02 g 3.

NOTE The NaN3 is added as a preservative to prevent microbial contdminatién whtle in storage. Should
growth be observed, it is intended that new stock solutions be prepared.

4.6.1.2 Preparation of diluted screening solution
Prepare diluted screening solution (calcium phosphate) as fol

To 500 ml distilled water (4.3.8) in a 1 | volumetrigiflask, add 1,266 ml 1 mol/l CaCl, (Stock A) and
0,760 ml 1 mol/1 KH2PO4 (Stock B).

Adjust to pH = (5,05 + 0,05) with HCL o
NOTE1 KOH can be required to raise the pH; typically, is need to lower the pH to the appropriate value.

Dilute to 11 with distilled water (4.3.8).

NOTE 2  This solution is prepare from the stock calcium phosphate solutions.

4.6.2 Preparation ofre nce huffer citrate solutions

Prepare the reference bu @ ions as described in Table 1 in clean 100 ml glass beakers or other
suitable container.

Weigh powder citric acid and trisodium citrate dihydrate on separate weighing dishes;

combine cr ||i in‘@,100 ml volumetric flask and add distilled water (4.3.8) until the meniscus nears

fthese solutions using a suitably calibrated pH electrode and meter, while agitating
using netic stirrer.

If the pH isfhore than +0,05 units away from the expected pH, adjust this pH accordingly with 0,1 mol/1
potassium hydroxide solution or 0,1 mol/l hydrochloric acid to the expected value.

Add distilled water (4.3.8) to make up to the final volume of 100 ml.

© ISO 2013 - All rights reserved 3
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Table 1 — Preparation of reference buffer citrate solutions

Solution Citric acid Trisodium citrate dihy- | Citricacid | Expected
number | mass fraction, drate (CeHgO7) pH
% (CeH5Naz07-2:H,0) mass
mass
1 1,00 0451g 0,705 g 3,60
2 0,25 0,114 g 0,178 g 3,68
3 0,07 0,031g 0,048¢g 3,77

4.6.3 Screening procedure

4.6.3.1 Testprocedure

Perform the test at an ambient temperature of between 18 °C and 27 °C.

reaction vessel.
le, setabove 100 r/min)
eléctrode in the solution

Measure 25 ml of diluted screening solution (calcium phosphate solution)in
Record the temperature of the solution. Stir at a moderately fast rate (i .
and hold this rate constant throughout the experiment. Place a calibgated p
and monitor the pH until a constant pH is determined.

4.6.3.2 Evaluation

Add 250 pul (0,25 ml) of the test material (i.e. reference bluf ro 1 e product) into the stirring solution.

4.6.3.3 Test duration

The reaction will be terminated after recording ste .
4.6.3.4 Testreplication
Repeat test four times with each €Stgam

X

4.6.3.5 Datarecording and trea

For each test, record
solution, pH of test sg

st material (buffer or oral rinse), starting pH of calcium phosphate test

Report raw data f@i > aterial.

4.6.3.6 E n

Calculate the megH pH change out of the four repetitions for each of the six samples and standard
deviations of pH change for the test materials. If the mean pH reduction for each of the six samples is
equal to or less than 1,0, the oral rinse passes the test. If one sample does not meet the requirement, the
rinse shall be tested for erosion by other appropriate methods as specified in ISO 16408.

5 Testreport

Atestreportshallbe prepared onthetestprocedure. Thetestreportshall contain the followinginformation:

a) complete identification of the tested oral rinse, including name of the product, manufacturer, lot
number, type of administration (e.g. can, paste, syringe);

b) storage conditions of the oral rinse;

4 © IS0 2013 - All rights reserved
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c¢) number of samples tested;

d) indication of pass or fail;

e) deviations from the test as described in this International Standard, if appropriate;
f) reference to this International Standard, i.e. ISO 28888;

g) date of test;

h) date and signature of the person carrying out the test.

N
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ANNEXURE I

FORMAT FOR SENDING COMMENTS ON BIS DOCUMENTS

(Please use A4 size sheet of paper only and type within fields indicated. Comments on each clauses/sub-clauses/table/fig. etc be started on a fresh box. Information in Column 4 should include reasons for the comments and suggestions for modified wording of the clauses when the existing text is found not acceptable. Adherence to this format facilitates Secretariat’s work)



MEETING MINUTES 	Reference:	PCD 19 : 04	 	Date: 27-March-2023



Document No. PCD 19 (19461) WC ORAL RINSES — SPECIFICATION

 	 		 		

Minutes, duly approved by the Chairperson, for the meeting of the PCD 19 : 04 Sub Committee held on 27-03-2023.

 	 		

Last date of comments: 

 	 		

NAME OF THE COMMENTATOR/ORGANIZATION:  Johnson & Johnson Pvt Ltd -Consumer Health



		Sl.

No.



		Clause/Subclause/

para/table/fig. no. commented

		Commentator/

Organization/

Abbreviation

		Type of Comments

(General/Editorial/

Technical)

		Justification



		Proposed

change

		Sub-committee’s Recommendation

		Proposed

Change along with justification 



		1

		Table 1, (Clause 5.5) Sr No.ii) as mentioned in MoM dated 27-Mar-23

		Johnson & Johnson Pvt Ltd -Consumer Health

		Technical

		While drafting this standard assistance has been derived from international standard, ISO 16408:20215 ;Dentistry- Oral care Products- Oral rinses’. BIS represents India in ISO and is involved in process of framing ISO standards and provide relevant technical inputs.

While framing standard under ISO 16408, all test parameters including pH range; the safety aspect has been taken under consideration by ISO. Hence without any conclusive technical data, the pH range given in ISO should not be deviated

		As per ISO 16408, the pH range is 3.0 to 10.5. The same range shall be kept in the IS Standard for Oral Rinse. Further, as mentioned in ISO, a note to be included that oral rinse, which is below pH 5.5, it shall pass a screening test as specified in ISO 28888, during the formulation development/ design stage.



The oral rinses having pH lower than 5.5, and which pass the screening test ensure the safety of tooth enamel



		NOT AGREED.

		There is no conclusive data available on the fact that oral rinses with pH below 5.5 cause demineralization of the teeth enamel. In fact, there are multiple studies available which mentions that the erosive potential relies not only on the pH of the product, but also on many other factors. 



Apart from pH, factors like buffer capacity and calcium binding capacity of the solution are also important. The complex interplay of all these things can have a neutralizing effect and hence tooth substance loss will not take place.



When saliva is exposed to a solution with different pH of lower buffer capacity than oral fluid, then pH of saliva can be resumed quickly causing no impact on tooth enamel.



We are enclosing few papers as Annexures for ready reference-

Annexure-A- Data summarized in Claffey 2003 also indicated that mouth rinse having lower pH, is able to be protective and it induces saliva flow.







Annexure B- Another article published is  Journal of Investigative and Clinical Dentistry (2015), 0, 1–5, by Mojdeh Dehghan, suggested that Mouth rinsing after an acidic challenge increased salivary pH. The tested mouthwashes raised pH higher than water. Mouthwashes with a neutralizing effect can potentially reduce tooth erosion from acid exposure.







Annexure-C - mouthwashes are recommended to be used of a very short duration of 30s-1min. 2xday and hence the exposure of the product itself is low. No impact is anticipated due to acidity with a 30 sec exposure twice a day: 

Studies have shown that although the pH mouthwash is below 5.5, salivary pH remains above 5.5 following rinsing and for 15 min postrinse. Steinberg et al showed that pH is reached within 2 min after rinsing. (Steinberg, Mandel, Odusola, Vincent, Barnett (1996), Effect of an antiseptic mouthrisne on salivary and plaque pH. Journal of Dental Research 75, 431) 





Annexure D- In the Carries research, by J.Z. Zhang, titled - Effect of an Essential Oil Mouthrinse, with and without Fluoride, on Plaque Metabolic Acid Production and pH after a Sucrose Challenge, summarized that low pH mouthrinse, with or without fluoride ion, is effective in reduction of plaque acidogenicity after a sucrose challenge.









Annexure E- Another reference by Elen de Souza TOLENTINO, in Journal of Applied Oral Science, mouthrinses with Essential Oils and lower pH increased salivary pH immediately after rinsing. Enzymatic solution decreased saliva and tongue coating pH immediately after rising.







Annexure F- Another referenced paper by Jose Pelino, concluded that, Long-term exposure to low pH, alcohol containing, and peroxide-containing mouthwash formulations caused no ultra-structural or chemical elemental changes in human enamel or dental restorative materials in vitro.





Based on the above literature references and the evidence, it can be concluded that mouthwash with lower pH is safe and effective. ISO also mentioned about this and in-case there is any potential challenge, ISO has recommended for the screening test, which is already included in the upcoming standard



Therefore, we request to reassess the previous version & consider the technical points mentioned 



		2

		M Table 1, (Clause 5.5) Sr No.ii) as mentioned in MoM dated 27-Mar-23

		Johnson & Johnson Pvt Ltd -Consumer Health

		Technical

		We would like to contend on the disclosure of the pH related information on the pack for products having pH below 5.5

		As the product is allowed to manufacture with pH range 3.0 to 10.5, it doesn’t make sense to mention pH on the pack. For no other products such requirement is present in existing finished product standards. Suggested to mention Type of Product on the label. The details are shared in the table attached.

		NOT AGREED.

		Propose to modify the table, to provide 4 different Types of Mouth rinse formulations as below-

Type 1- (Non-Fluoridated)

Type II- (Fluoridated)

Type III- (Non-Fluoridated- Low pH)

Type 1V- (Fluoridated- Low pH)



This segregation will help Laboratories to understand pH range of the product from the type of mouth rinse, while testing any sample.

Similarly, the regulatory authority can ensure availability of screening test data for the Types under low pH Mouth rinse before providing product registration for taking care with respect to safety aspects of a product.









  









Table 1 Requirements for Oral Rinses

(Clause 5.5)



		Sl,

No.

		Characteristic

		Requirement for

		Method of Test Ref to Annex/ IS



		

		

		Type 1

(Non-Fluoridated)

		Type 2 (Fluoridated)

		Type 3

(Non-Fluoridated, low pH)

		Type 4 (Fluoridated, low pH)

		



		(1)

		(2)

		(3)

		(4)

		(3)

		(4)

		(5)



		i)

		Alcohol, Max (%v/v)

		30

		30

		30

		30

		A (A-1)



		ii)

		pH at (27 ± 2)ºC1

		5.5 – 10.5

		5.5 – 10.5

		3.0 – 5.4

		3.0 – 5.4

		C



		iii)

		Heavy metals (as lead)2,

parts per million, Max

		20

		20

		20

		20

		D/ IS 16913



		iv)

		Arsenic (as As2O3)2, parts per million, Max

		2

		2

		2

		2

		E/ IS 16913



		v)

		Mercury, parts per

million, Max

		1

		1

		1

		1

		IS 16913



		vi)

		Available Fluoride ion3,

parts per million, Max

		50

(Type Test) 4

		1000

		50

(Type Test) 4

		1000

		F or G



		vii)

		Microbial limit 5

		

		

		

		

		



		

		a) Total microbial

count, CFU/g, Max

		100

		100

		100

		100

		IS 14648



		

		b) Yeast and mould

count, CFU/g, Max

		100

		100

		100

		100

		IS 14648



		

		c) Escherichia coli, per

gram

		Absent

		Absent

		Absent

		Absent

		IS 14648



		

		d) Pseudomonas

aeruginosa, per gram

		Absent

		Absent

		Absent

		Absent

		IS 14648



		

		e) Staphylococcus

aureus, per gram

		Absent

		Absent

		Absent

		Absent

		IS 14648



		

		f) Candida albicans, per

gram

		Absent

		Absent

		Absent

		Absent

		IS 14648





 

1) Type 3 & Type 4 oral rinse which are below pH 5.5, shall pass a screening test as specified in ISO 28888, during the design/ formula development phase 

2) In case of any dispute with respect to heavy metal and arsenic content, methods of test prescribed at Annex D and E, respectively shall be the reference method.

3) In case of any dispute, methods of test prescribed at Annex F shall be the reference method.

4) Type test is recommended to be done on the formulation only once to pass the above criteria.

5) As per IS 14648 for product containing >20% v/v alcohol, microbial test can be exempted.
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Introduction

Abstract

Aim: The aim of the present study was to test the neutralizing effect of mouth-
washes on salivary pH after an acidic challenge.

Methods: Twelve participants were recruited for three visits, one morning per
week. Resting saliva was collected at baseline and after 2-min swishing with
20 mL orange juice as an acidic challenge. Participants then rinsed their mouth
for 30 s with 20 mL water (control), an over-the-counter mouthwash (Lister-
ine), or a two-step mouthwash, randomly assigned for each visit. Saliva was
collected immediately, 15, and 45 min after rinsing. The pH values of the col-
lected saliva were measured and analyzed with anova, followed by Student—
Newman—Keuls post-hoc test (significance level: 0.05).

Results: Orange juice significantly lowered salivary pH. Immediately after rins-
ing, Listerine and water brought pH back to baseline values, with the pH sig-
nificantly higher in the Listerine group. The two-step mouthwash raised pH
significantly higher than Listerine and water, and higher than the baseline
value. Salivary pH returned to baseline and was not significantly different
among groups at 15 and 45 min post-rinsing.

Conclusions: Mouth rinsing after an acidic challenge increased salivary pH.
The tested mouthwashes raised pH higher than water. Mouthwashes with a
neutralizing effect can potentially reduce tooth erosion from acid exposure.

According to the National Eating Disorders Association,
20 million women and 10 million men in the USA suffer

Dental erosion or erosive tooth wear associated with
chronic stomach acid exposure in patients with bulimia,
acid reflux, pregnancy morning sickness, and other sys-
temic conditions can pose a significant oral health prob-
lem for this population.'” Gastroesophageal reflux
disease (GERD) significantly contributes to dental ero-
sion, with a 24% prevalence of dental erosion in GERD
patients.* Dental erosion due to chronic stomach acid
exposure is the most frequent oral manifestation of buli-
mia nervosa.” Although the frequency of associated dental
erosion is not known, the lifetime prevalence of bulimia
nervosa among women has been reported to be 2%.°

© 2015 Wiley Publishing Asia Pty Ltd

from eating disorders sometime in their lifetime.” Dental
erosion can lead to pain from tooth hypersensitivity and
loss of form and function of the dentition, which requires
extensive and costly restorative work. Therefore, a practi-
cal oral care regime to prevent or control dental erosion
will benefit a large number of patients.

Incorporating agents to prevent or control dental ero-
sion in toothpaste is questionable, because toothbrushing
after an acid attack might further damage softened tooth
structures.>” Baking soda and fluoride rinse has been rec-
ommended to neutralize stomach acid and reharden
compromised enamel, respectively.'® Recently, a two-step
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mouthwash was developed for the prevention and control
of dental erosion from stomach acid exposure.'" The first
rinse of the two-step mouthwash aims to neutralize the
acid. The second rinse follows the first rinse to enhance
rehardening of the affected tooth structure. A previous
in vitro study demonstrated that the two-step mouthwash
significantly rehardened enamel softened by hydrochloric
acid when the rehardening was carried out in pooled
human saliva.'> However, the neutralizing aspect has to
be proven under clinical conditions.

There is currently no concrete protocol for the preven-
tion and treatment of dental erosion immediately after an
acidic episode. The purpose of this clinical study was to
test the effectiveness and neutralizing capability of two
different mouthwashes on salivary pH after an acidic
challenge in comparison to rinsing with water. The
administered acidic challenge was orange juice instead of
hydrochloric acid to simulate stomach regurgitation. The
null hypothesis was that there was no difference in sali-
vary pH after rinsing with the tested mouthwashes or
water following an acidic challenge.

Methods

After receiving institutional review board approval to
conduct a clinical study (14-03123-XP), healthy adults
between the ages of 18 and 60 years were recruited to
participate. The exclusion criteria included allergy or
hypersensitivity to milk or other mouthwash ingredients,
pregnancy or lactating, diabetes, under antibiotics or

Prescreen; n =23
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immune-suppressive treatment, using antigingivitis/an-
tibacterial oral care products within the past 2 weeks, par-
ticipating in any other oral/dental product studies, or
receiving elective dental treatment. Participants signed the
informed consent form prior to participation, and were
informed about confidentiality in accordance with the
Health Insurance Portability and Accountability Act Stan-
dards for Privacy of Individually Identifiable Health Infor-
mation guidelines. Procedures performed were reviewed
by the institution review board, and thus were in accor-
dance with the ethical standards of the Declaration of
Helsinki. Participants received monetary compensation, a
toothbrush, and United States Food and Drug Adminis-
tration-approved toothpaste (Crest cavity protection;
Procter & Gamble, Cincinnati, OH, USA) to use at home
during the study. Participants were told not to use any
mouthwash at home during the study.

The study used a randomized, three-treatment design.
It involved one prescreening/enrolment clinic visit and
three treatment clinic visits of one morning per week. A
total of 23 participants were prescreened, 15 agreed to
participate, and 12 completed all treatment visits (Fig-
ure 1). The appointment time was between 7.30 and
10.30 hours. Participants were asked not to use oral
cleansing products nor eat after 21.00 hours the night
before and the morning of each visit. A small sample of
resting whole saliva (approximately 0.5 mL) was collected
at baseline. The acidic challenge was carried out by having
participants rinse with 20 mL orange juice (pH 3.9)
(Minute Maid Premium Pulp-Free, Sugar Land, TX,

Enroliment Eligible for randomization; n = 15
Participated; n = 12
|
[ | 1
Allocation Group 1 - water Group 2 - Listerine Group 3 — Two-step
Visit 1 = n=3 n= 2
Allocation Group 1 - water Group 2 - Listerine Group 3 - Two-step
Visit 2 = =2 n=5
Allocation Group 1 - water Group 2 - Listerine Group 3 — Two-step
Visit 3 n=4 n=3 s 3
Allocation Group 1 - water Group 2 - Listerine Group 3 — Two-step
Visit 4 it i iz 2
5 Group 1 - water Group 2 — Listerine Group 3 - Two-step
Analysis
n=12 n=12 n=12

Figure 1. Participant allocation.
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USA) for 2 min, followed by saliva collection. Participants
then rinsed their mouth for 30 s with 20 mL water
(Ozarka 100%, Natural Spring Water; Stamford, CT,
USA) as a control, Listerine (Johnson & Johnson, Skill-
man, NJ, USA), or a two-step mouthwash, randomly
assigned for each visit. The two-step mouthwash is based
on bicarbonate, calcium, phosphate, fluoride, and natural
ingredients.'" The first-step rinse aims to neutralize the
acid. The second-step rinse follows the first rinse in order
to reharden the affected tooth structures. Listerine, an
over-the-counter mouthwash, was selected due to its pop-
ularity. The pH values of the first- and second-step rinses
were 8.9 and 6.1, and the pH values of Listerine and
water were 4.3 and 5.2, respectively. Neither the partici-
pant nor the investigators knew which treatment was
given at each visit. Immediately, 15, and 45 min after
rinsing, saliva was collected. During the visit, the
participants were told not to eat, drink, or chew gum or
candy.

Salivary pH was measured immediately with a 1.3 mm-
diameter glass combination electrode (Orion 9810BN
Micro pH Electrode; Thermo Scientific, Chelmsford, MA,
USA) connected to a pH/ISE meter (Orion 710A; Thermo
Scientific). The electrode was calibrated with pH 7.00 and
pH 4.00 buffer solutions (Fisher Scientific, Fair Lawn, NJ,
USA). Differences in salivary pH among the three rinses
and among the time intervals were statistically analyzed
with one-way anova, followed by Student-Newman—Keuls
post-hoc tests (significance level: 0.05).

Results

The demographic data of the participants are shown in
Table 1. All participants attended all three clinical treat-
ment visits. No adverse event was reported. Salivary pH
at different time intervals is shown in Figure 2 and listed
with statistical results in Table 2. There was no significant
difference in salivary pH among the three groups at base-
line. After rinsing with orange juice, the pH significantly
dropped in all groups. Salivary pH was raised back to the
baseline values immediately after rinsing with water or

Neutralizing salivary pH by mouthwashes

Listerine, with the pH significantly higher in the Listerine
group. The two-step mouthwash raised salivary pH signifi-
cantly higher than the baseline value, and significantly
higher than Listerine and water. Fifteen and 45 min after
rinsing, pH values in all groups went back to baseline level.

Discussion

Various oral care products containing fluoride and/or
calcium phosphate are readily available for caries preven-
tion or tooth erosion, but none has directly addressed

Table 1. Demographic information of participants

No. participants Total 12

Sex Male 4
Female 8

Age (years) Mean =+ standard deviation 36 + 12
Range 23-55

Race Caucasian 4
African American 8

10.0

9.0 1
8.0 1
7.0
6.0

5.0 4

pH

4.0 1
3.0 1
2.0 1
1.0
0.0

Baseline  After orange Immediately 15 min after 45 min after
juice after rinse rinse rinse

Figure 2. Salivary pH at baseline, after acidic challenge with orange
juice, and after rinsing with the two-step mouthwash, Listerine, or
water. (——) Two-step; (- =), Listerine, (--+-) Water.

Table 2. Mean + standard deviation of sali-

] ) i Rinse Baseline Orange juice Immediately 15 min 45 min
vary pH at baseline, after acid challenge with
orange juice, and after rinsing with one of  Listerine  6.74 + 0.45° 4.98 + 0.83* 7.00 + 0.60°®  6.64 + 0.67° 6.66 + 0.52°
the three rinses (immediately, 15 min, and  Two-step  6.83 + 0.46° 506 + 0.95° 8.16 + 0.57¢ 6.77 + 0.46® 6.78 + 0.42°
45 min) Water 6.75 + 037° 520+ 1.05° 633+ 080" 655+ 069° 678+ 0.56°
P-value 0.8493 0.8536 0.0001 0.6770 0.7945

Different uppercase letters in the same column indicate statistically significant differences
among rinses at the same time interval (significant only at ‘immediately’); different lowercase
letters in the same row indicate significant differences among time intervals within the same
rinse (anova followed by Student-Newman—Keuls post-hoc test, o = 0.05).

© 2015 Wiley Publishing Asia Pty Ltd
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neutralizing saliva acidity. Patients suffering from condi-
tions, such as GERD or eating disorders, are in need of
agents that can prevent or control tooth erosion by
increasing salivary pH. The present study was designed as
a proof of concept, mainly to obtain initial information
about the effect of mouthwashes on salivary pH. The
results confirm a common perception that rinsing washes
away the acid. Rinsing with water or Listerine raised the
acidic pH to the neutral level of baseline resting saliva.

The null hypothesis was rejected; the two mouthwashes
used in this study both significantly increased salivary pH
after acidic challenge more than rinsing with water alone.
Interestingly, Listerine is mildly acidic with a pH of 4.3.
However, after rinsing with Listerine, salivary pH increased
approximately two units, whereas the pH only increased
one unit after water rinsing. It was postulated that the taste
of Listerine stimulated salivary flow, and thus was more
effective than water in raising the pH. The two-step mouth-
wash was the most effective, as it increased salivary pH by
approximately three units. The mouthwash has been devel-
oped to provide neutralizing and remineralizing effects.
The pH values of the first- and second-step rinses were 8.9
and 6.1, respectively. The pH increase from rinsing with
either Listerine or the two-step mouthwash was transient.
Salivary pH returned to neutral baseline values after
15 min in all groups, and no further change in pH was
observed after 45 min. Therefore, rinsing after every acidic
episode would be necessary to prevent tooth erosion. Nei-
ther mouthwash showed prolonged retention periods.
Lindquist et al."> reported that antacid chewing tablets
raised the intra-oral pH to 7.5 after hydrochloric acid expo-
sure and maintained pH above the baseline level for
30 min. Although the antacid tablet was effective in
increasing the intra-oral pH, mastication could abrade the
softened enamel, and thus chewing gum or antacid tablets
is not recommended."*

Participants recruited in the present study were gener-
ally healthy. Although hydrochloric acid would have been
a better representation of stomach acid, orange juice was
chosen for this study due to the concerns of possible ero-
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Effects of an Antiseptic Mouthrinse on Salivary and Plaque pH.
3307 L. Steinberg®, 1. Mandol, | . Odusola, J. Vincent, and M. Barnett (Columbia
University, NY nndd Warner-1ambert Co., Morris Plains, NJ).

Twenty healthy adult subjocts participated in this crossover, controlled clinical study to
determine the effects of rnuing with Listerine antiseptic on salivary and plaque pH.
Following baseline pH determinations, 10 subjects rinsed with 20 ml of tap water for 30
sec and salivary pH was detormined at 2, 5, 10, 15 20, and 30 min. After a 10 min rest
period, subjects rinsod with 20 ml of Listerine for 30 sec (labe! directions)and the pH was
monitored as above. A second group of 10 subjects with two-day-old plaque rinsed with
water and plaque pl! was determined using touch electrodes at the above intervals over
30 min. These subjocts then repeated the procedure using Listerine. Rinsing with
Listerine produced a statistically significant (P <0.001) increase in salivary pH through 5
min post-rinsing compared to the water contro!. Mean 5-min pH values were 6.90+0.36
and 7.31+0.28 for water and Listerine, respectively. The salivary pH remained above
baseline values through 15 min. Rinsing with Listerine also resulted in an initiai
(nonsignificant) increase in piaque pH compared to rinsing with water, with a retum to
baseline for both rinses in about 20 min. Both salivary and plaque pH remained well
above pH 6 during the entire 30 min period of the study. These resuits demonstrate that
naing witn IS ac Q.13

2 €2 SO0y
Mnmawhwjmmwmemmm These
results are consistent with Listerine’s low buffering capacity versus the high butfering
capacity of mouthrinse-stimulated saliva. Supported by a grant from Warner-Lambert.
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Abstract

This clinical study evaluated the effect of rinsing with an
essential oil-containing antiseptic mouthrinse, with or
without 100 mg/kg fluoride ion, on the plaque metabolic
acid production and plaque pH response after a sucrose
challenge. This observer-blind, randomized study used a
three-way crossover design. Twenty-four subjects rinsed
with 20 ml of one of the following rinses: (1) essential oil
(EO) mouthrinse, (2) essential oil mouthrinse plus
100 mg/kg fluoride, or (3) negative control, for 30 s, twice
daily for 16 days. On day 17, 1 h after the last mouthrinse,
subjects rinsed with 20 ml of mass fraction 10% sucrose
solution for 1 min. Seven minutes after the sucrose chal-
lenge, supragingival plaque was collected from molar
and premolar teeth. Plague pH and metabolic acid ions
were analyzed using a micro pH electrode and capillary
electrophoresis, respectively. The results showed that
after EO mouthrinse dental plaque produced 36% less
lactate, 36% less acetate and 44% less propionate than
after the negative control rinse. The dental plaque also
exhibited a pH 0.42 unit higher after EO rinse than after
the negative control rinse. These results were not af-
fected by the addition of 100 mg/kg fluoride to the EO

mouthrinse. From these results we concluded that this
EO antiseptic mouthrinse, with or without fluoride ion, is
effective in reduction of plaque acidogenicity after a
sucrose challenge.

Copyright © 2004 S. Karger AG, Basel

Dental plaque contains oral bacteria that metabolize
dietary fermentable carbohydrates to produce short-chain
carboxylic acids such as lactate, acetate and propionate.
These metabolic acids can diffuse through hard and soft
tissues to produce a variety of biological effects in the
pathogenesis of dental caries [Margolis and Moreno,
1992], gingivitis [Niederman et al., 1996], and periodonti-
tis [Ohwaki, 1988]. Effective suppression of plaque meta-
bolic acid production may be an important approach for
prevention or reduction of dental caries and gingivitis.
Although fluoride is an effective anticaries agent, the
reported clinical effect by fluoride on plaque metabolic
activity was somewhat contradictory [Giertsen and
Scheie, 1995; Hamilton, 1990; Vogel et al., 2002]. Chlor-
hexidine-based antimicrobial mouthrinses, however,
have been shown to reduce plaque acid production and to
increase the postsucrose minimum pH [Giertsen and
Scheie, 1995]. Essential oils, which are often used as
‘over-the-counter’ mouthrinses, have also been shown to
reduce pathogenic bacteria [Fine et al., 2000] and control
plaque accumulation [Charles et al., 2001; Overholser et
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al., 1990]. However, quantitative measurements of meta-
bolic acid production and pH response after essential oil
antimicrobial mouthrinsing have not been reported. The
objective of this study was to determine the effect of an
essential oil mouthrinse, with or without fluoride, on
plaque metabolic acid production and plaque pH re-
sponse following a sucrose challenge.

Materials and Methods

Study Design and Subject Information

This controlled, observer-blind, randomized study used a three-
way crossover design. The study protocol was approved by the appro-
priate institutional review boards before subject enrollment. Each
subject completed an informed consent form. All subjects were 18
years or older with good general and oral health, and had no history
of significant adverse effects following use of oral hygiene products.
Twenty-four qualified subjects, 18 males and 6 females, entered the
study and all of them completed all three legs of the study.

Study Materials

Three treatment regimens were administered twice daily for 14
days with 20 ml for 30 s:

(1) An essential oil (EO) antiseptic mouthrinse, which contains
0.064% thymol, 0.092% eucalyptol, 0.060% methyl salicylate, and
0.042% menthol. Listerine (FreshBurst Listerine Antiseptic; Pfizer
Inc., Morris Plains, N.J., USA) was chosen as the essential oil test
rinse because its antimicrobial properties have been clinically proven
[Charles et al., 2001; Overholser et al., 1990] and it has the American
Dental Association Seal of Approval.

(2) Essential oil mouthrinse with mass fraction 0.022% NaF
(100 mg/kg or ppm F, EOF), which contains the same essential oils as
in the above rinse.

(3) A 5% mass fraction ethanol-water solution as a negative con-
trol.

Clinical Procedures

Prior to the study, the subjects were screened for the ability to
produce 48-hour resting plaque samples of at least 3 mg in mass and a
plaque pH <6.0, 7 min after a sucrose challenge. Of 31 subjects
screened, 24 subjects were qualified and completed all legs of the
experiment. For the first 14 days of each treatment leg, the subjects
rinsed unsupervised with 20 ml of a randomly assigned test mouth-
rinse twice daily for 30 s. The treatment period of 14 days was based
on previous results showing that Listerine mouthrinse was effective
against plaque and gingivitis after 2 weeks of treatment. Subjects
were provided with nonfluoride toothpaste to use through the entire
test period and were instructed to maintain their usual diet and
mechanical oral hygiene routine during this period. From the morn-
ing of day 15 through the morning of day 17 of each test leg, subjects
continued to use their assigned mouthrinse but abstained from
mechanical oral hygiene procedures to facilitate plaque accumu-
lation. On the morning of day 17 and after overnight fasting, the
subjects abstained from oral hygiene and rinsed with their assigned
mouthrinse for the last time. Sixty minutes after mouth rinsing they
rinsed for 1 min with 20 ml of mass fraction 10% sucrose, and 7 min
later supragingival plaque was collected. A washout period of at least
2 weeks separated each leg of the experiment.
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Plaque Sample Collection and Analysis

A plastic strip held by a hemostat was used to collect pooled
supragingival plaque from the buccal-interproximal areas of all pre-
molars, first and second molar teeth. The plaque was scraped into the
cap of a preweighed Microcon centrifuge filter (Millipore YM-100).
The plaque mass was determined and the sample mixed with 100 ul
of 80 mmol/l NaCl solution and centrifuged (Eppendorf model 5402,
approximately 15,000 g, at 4°C for 10 min). The pH of the filtrate
was measured using a combination micro pH electrode (Microelec-
trode Inc., model 401, Londonderry, N.H., USA).

Total plaque lactate, acetate, and propionate concentrations,
including ionized and unionized acids, in the plaque supernatant
were measured using capillary electrophoresis after appropriate dilu-
tion. The experimental conditions of the capillary electrophoresis
method have been described previously [Vogel et al., 2000]. A Beck-
man MDQ (Beckman Coulter, Palo Alto, Calif., USA) was used for
capillary electrophoresis analysis. The running buffer contained
5 mmol/I sorbic acid as the displaced ion, 0.6 mmol/I tetra-decyltri-
methyl-ammonium bromide to reverse the electro-osmotic flow, and
3.0 mmol/l MES (2-(N-morpholino)ethanesulfonic acid) to control
pH. Samples and standards were diluted into deionized water con-
taining 0.1 mmol/l pentane sulfonic acid as an internal standard
which was used to compensate for small shifts in peak location. The
standard uncertainty of the pH measurements was 0.01 unit. The
standard uncertainty of the capillary electrophoresis measurements
was 1-5% depending on the ion detected and its concentration.

Statistical Analysis

The efficacy response variables were postsucrose challenge
plaque lactate, acetate, and propionate ion concentrations and
plaque pH. Between-treatment comparisons for each efficacy re-
sponse variable were performed using an ANOVA model with sub-
ject, treatment, and period as factors. Each comparison was per-
formed at the 0.05 level of significance and was two-sided. No multi-
ple comparison adjustment was used. The error bars in graphs 1, 2
and 3 refer to the standard error which, in these experiments, was
used as a measure of the standard uncertainty.

Results

The mean plaque lactate, acetate, and propionate con-
centrations for all three treatment groups are presented in
figure 1.

The plaque pH after EO rinse, EOF rinse or negative
control rinse, followed by sucrose rinse, were 5.95 £ 0.09,
5.90 £ 0.10, and 5.48 £ 0.10, respectively. The average
pH was calculated as the average of the individual pH val-
ues rather than the negative log of the average hydrogen
1on concentration [Margolis and Moreno, 1992].

Average harvested plaque mass after essential oil rinse,
essential oil fluoride rinse and negative control rinse were
3.53 £ 0.36, 4.12 = 0.36, and 8.82 = 0.35 mg, respec-
tively.

For plaque lactate, acetate, and propionate concentra-
tions and plaque mass, the values for the negative control
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Fig. 1. Average of the plaque metabolic acid 0
concentrations (nmol/mg) after using differ-
ent mouthrinses and a sucrose challenge.
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rinse were statistically higher (p < 0.005) than that for the
EO or EOF rinses. With respect to the plaque pH, the val-
ue for the negative control rinse was significantly lower
(p < 0.005) than those for EO or EOF rinses. No signifi-
cant difference was observed between the EO and EOF
rinses for all five measured parameters.

In order to examine the influence of plaque quantity
on antiacid effectiveness from Listerine with or without
fluoride treatment, the correlation coefficient between
plaque weight after negative control rinse and lactate
reduction was —0.27 and -0.15 for EO rinse and EOF
rinse, respectively.

Discussion

Essential oil-containing mouthrinses have been shown
to reduce plaque accumulation [Charles et al., 2001]. This
reduction was reflected in the significant plaque mass
reductions seen in the current study between the negative
control and the essential oil mouthrinse groups. The acid
concentrations were normalized to plaque mass in order
to adjust for these differences. Heavy-plaque (>3 mg after
48-hour accumulation in negative control group) subjects
were selected in this study for the purpose that sufficient
plaque could be collected for chemical analysis. However,
the low correlation coefficient (-0.27 and —0.15) between
plaque weight and lactate level reduction, after either EO

Plaque Acidogenicity after Mouthrinse and
Sucrose Challenge

or EOF rinse, respectively, indicated that the quantity of
plaque did not have any influence on the reduction of
plaque metabolic acids after essential oil treatment.

The results for plaque acids are in agreement with the
previously reported range of these acids (17-20.5 nmol/
mg for lactate, 6-12.3 nmol/mg for acetate, and 3-11.0
nmol/mg for propionate) [Distler and Kroncke, 1983;
Oliveby et al., 1990; Simone et al., 1992]. The slightly
higher concentrations for lactate in the current study are
probably caused by the differences in subject population,
and the plaque sampling technique.

The approximately 36% reduction in the amount of
lactate, acetate, and propionate in the current experiment
after the EOF and EO rinses can be interpreted as a reduc-
tion in the total acidogenic activity of the dental plaque
microflora. Whether this reduction of plaque acidogenici-
ty is attributable to a plaque viability reduction, or to
shifts in the microflora to less acidogenic populations, or
to an effect on plaque metabolism is not known. Since
previous studies indicated that viable bacterial popula-
tions in plaque were reduced to a highly significant extent
[Pan et al., 2000], the reductions in acid production in the
plaques treated with the EO or EOF mouthrinses are
probably at least partially related to lower populations of
viable plaque bacteria.

Lactate is known to be the main carboxylic acid gener-
ated by dental plaque immediately after fermentable car-
bohydrate challenge. The observation in this study that
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lactate accounted for about 76% of metabolic acid pro-
duction agrees with this point of view. Acetate and propi-
onate accounted for only 18 and 6% of the total metabolic
acid production. However, since these acids have been
associated with gingival irritation [Niederman et al.,
1996, 1997, Stehle et al., 2001] and the ratio of acetate to
lactate increases with time in the resting starved plaque,
the observed reduction in acetate and propionate levels
might contribute to the reported reduction of gingivitis by
the EO mouthrinses [Charles et al., 2001].

As expected, the plaque pH fell after sucrose rinsing.
The minimum pH achieved after a challenge is an impor-
tant determinant of demineralization potential and there-
fore a factor in the pathogenesis of dental caries. The
mean plaque pH from resting plaque after the negative
control rinse and sucrose challenge was similar to pre-
viously reported means of 5.10-5.75 [Margolis and More-
no, 1992; Tanaka and Margolis, 1999; Vogel et al., 1998].
This value is within the range of the so-called ‘plaque crit-
ical pH, 5.0-5.5", below which tooth enamel is thought to
dissolve [Larsen and Pearce, 1997]. In comparison, after
EO or EOF rinses, the plaque pH was not only significant-
ly higher than that of negative control rinse, but also
above the critical plaque pH. An increase in postsucrose
minimum pH after antimicrobial mouthrinsing has been
reported previously [Giertsen and Scheie, 1995]. The sig-
nificantly higher plaque pH may imply a decrease of
plaque acidogenicity and possibly cariogenicity after EO
or EOF rinses.

Listerine mouthrinse contains a fixed ratio of four
essential oils: thymol, eucalyptol, methyl salicylate, and
menthol. The suppression of acid production after rinsing
with Listerine mouthrinse was due to the combination of
these essential oils.

All experimental variables (plaque mass, pH and
plaque metabolic acids) were very similar between the EO
rinse and EOF rinse, suggesting that the addition of
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ABSTRACT

bjectives: The aim of this work was to evaluate saliva and tongue coating pH in

oral healthy patients with morning bad breath before and after use of different oral
mouthrinses. Material and Methods: Saliva and tongue coating pH of 50 patients allocated
in 5 groups were measured respectively by a digital pHmeter and color pH indicators,
before, immediately after and 30 min after rinsing 5 different mouthrinses: cetilpiridine
chloride associated with sodium chloride, triclosan, enzymatic solution, essential oil and
distilled water. Results: Only triclosan and essential oil increased salivary pH immediately
after rising. The enzymatic solution decreased salivary and tongue coating pH immediately
after rinsing. Conclusions: Salivary pH tended to be acidic while tongue coating pH tended
to be alkaline, even after rising. Triclosan and essential oil mouthrinses increased salivary
pH immediately after rinsing. Enzymatic solution decreased saliva and tongue coating pH

immediately after rising.

Key words: Halitosis. Saliva. Tongue. Mouthwashes. pH.

INTRODUCTION

The existence of an association between tongue
microorganisms and those present in saliva has
been reported®. The anaerobic microbiota of the
tongue biofilm is one of the main responsible for
the release of sulfur-containing compounds (VSC),
which are directly involved in the occurrence of
halitosis. The origin of halitosis has been localized
in the oral cavity in up to 85% of people suffering
from this condition. In most cases, it is produced in
the mouth by the action of Gram-negative anaerobic
bacteria on sulfur-containing proteinaceous
substrates in the saliva, such as debris and plaque?°.

The most common source of bad breath in
individuals with good oral hygiene and healthy
periodontal tissues is from the posterior dorsum of
the tongue!®, where the crypts are the favored sites
for growth of the anaerobic bacteria responsible
for halitosis. Several studies have implicated
the dorsum of the tongue as the primary site
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of microflora putrefaction and the production of
VSC15,17.

Dry mouth is also related with oral malodort. A
reduced saliva flow during sleep in healthy patients
favors anaerobic bacterial putrefaction, giving rise
to so-called “morning breath” or physiological
halitosis, a transient condition resulting from
decreased salivary flow and decreased activity of
tongue and cheek muscles during sleep, which
promotes the proliferation of bacteria of the
oral cavity that are responsible for the emission
of the VSC, which disappears after a meal*°.
Pathologic halitosis is more intense and is not easily
reversible!°,

The importance of halitosis has led to the
formulation of different commercial products
that are claimed to have anti-halitosis effect.
The mechanisms of action of these solutions are
in general due to their antimicrobial or oxidizing
properties or their capacity to inhibit the formation
of VSC, even in the presence of oral bacteria.
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Antibacterial components such as chlorhexidine,
cetylpyridinium chloride, triclosan, essential oils,
chlorine dioxide, zinc salts, benzalkonium chloride,
hydrogen peroxide and sodium bicarbonate have
been used in the treatment of halitosis, either alone
or in combination, and either as a single mode of
therapy or together with the mechanical treatment
of tongue coating.

pH is the major regulating factor in the formation
of bad breath® and the chemical control of biofilm
with antimicrobial solutions may reduce the levels
of microorganisms and VSC in patients with
halitosis complaint. It is thus important to carry out
new studies with these products and their actual
influence on salivary and tongue coating pH, as
well as investigate the feasibility of the association
of these aspects and the development of halitosis.
The aim of this work was to evaluate saliva and
tongue coating pH in oral healthy patients with
physiological halitosis before and after use of
different mouthrinses.

MATERIAL AND METHODS

This study was approved by the Human Research
Ethics Committee of Bauru School of Dentistry,
University of Sdo Paulo (Process n° 008/2008).
Fifty oral and systemic healthy dental students,
aged over 18 years, from Bauru Dental School
volunteered to participate in this study.

The exclusion criteria were subjects with medical
disorders, such as diabetes mellitus, renal disease,
gastrointestinal disorders, respiratory diseases's,
evidence of recent bronchitis, sinusitis or tonsillitis?,
pregnant women?3, patients undergoing antibiotic
or other antimicrobial therapy, smokers and those
who, on pre-study clinical screening, presented
a probing depth =4 mm, cavitated caries lesion,
naso-pharyngeal alterations, mouth breathers and
patients with prostheses, orthodontic or dental
appliances.

Before examination, the patients received the
following guidelines to improve standardization
of data collection: avoid, 24 h before the second
consultation, spicy and flavored food, coffee, tea or
alcoholic beverage; the night before perform oral
hygiene as usual; be fasting for 8 h at the time of
consultation; do not perform oral hygiene, use any
kind of mint flavoring or rinse solution or drink water
before the consultation.

All patients attended two consultations, which
were conducted by the same examiner. In the first
consultation, prior to the clinical examination, all
subjects were asked to fill out a questionnaire*.
Next, clinical examination was performed, mainly
aiming the analysis of oral and systemic health of
the patients. In the second consultation, all patients
were seen in the morning, at 7 a.m., fasting for at
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least 8 h and without having performed any oral
hygiene procedures on the day of consultation'’, but
having performed oral hygiene as usual the previous
night at bedtime, with brushing and dental floss.

Each patient underwent three collections of
saliva samples: at the beginning of the consultation,
immediately after rising a specific solution, and
30 min after rising (phases before, after, and 30
min, respectively). Each volunteer was submitted
to a type of rinse with a specific oral mouthrinse
solution.

The patients were randomly assigned to 5 groups
of 10 volunteers each, distributed as follows:

- SC Group: rinses with sodium chlorite

Table 1- Mean and standard deviation (meanzsd) of
saliva pH in the studied groups

Group n Phase
before after 30min
SC 10 6.63+0.44  6.76%0.51 6.82+0.43
TS 10 6.58+0.36 6.87+0.43  6.74+0.26
ES 10 6.80+0.27 6.59+0.35 6.70+0.37
EO 10 6.62+0.41 7.01£0.32  6.73+0.31
CTRL 10 6.46+0.48 6.70+0.50 6.74+0.33
All 50 6.62+0.40 6.79+0.44  6.75+0.33

Table 2- Mean and standard deviation (mean+sd) of the
tongue coating pH in the studied groups

Group n Phase
before after 30min
SC 10 7.404£0.52 7.10+0.32  7.50+0.53
TS 10 7.30£0.48  7.50+0.53  7.20+0.42
ES 10 7.40+0.52 5.90+0.74  7.10+0.32
EO 10 7.30£0.48 7.40+0.52  7.20+0.42
CTRL 10 7.10+0.32  7.20+0.42  7.4040.52
All 50 7.30+0.46  7.02+0.77  7.28+0.45

Table 3- Multiple comparisons of pH in saliva between
groups

Group Phase
before after 30min
1 6.53+0.32° 6.54+0.332° 6.57+0.36°
2 6.48+0.2372 6.71£0.27° 6.51+0.212
3 6.57+0.28° 6.33+0.162 6.47+0.182
4 6.52+0.19° 6.78+0.17° 6.44+0.272
5 6.48+0.25° 6.52+0.30%° 6.52+0.212

Groups with same letter at each stage have no
statistically significant difference between themselves
(Tukey’s test, p>0.05).
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Table 4- Multiple comparisons of pH in saliva between phases

Phase Group SC Group TS Group ES Group EO Group CTRL
Before 6.53+0.322 6.48+0.232 6.57+0.28° 6.52+0.192 6.48+0.25%
After 6.54+0.332 6.71+0.27° 6.33+0.162 6.78+0.17° 6.52+0.302
30min 6.57+0.36° 6.51+0.212 6.47+0.182° 6.44+0.27° 6.52+0.212

Phases with same letter at each stage have no statistically significant difference between themselves (Tukey’s test,

p>0.05).

Table 5- Multiple comparisons of pH in tongue coating
between groups

Group Phase
before after 30min
SC 7.40+0.522 7.10+0.32° 7.50+0.532
TS 7.30+0.482 7.50+0.53° 7.20+0.422
ES 7.40+0.522 5.90+0.742 7.10+0.322
EO 7.30+0.482 7.4010.52° 7.20+0.422
CTRL  7.10+0.322 7.20£0.42° 7.40£0.522

Groups with same letter at each stage have no statistically
significant difference between themselves (Tukey’s test,
p>0.05).

combined with cetylpyridinium chloride - chlorine
dioxide (Saude Bucal®; Embatek Technology in
Cosmetics Ltd., Sdo Paulo, SP, Brazil);

-TS Group: rinses with combined solution of
triclosan (0.03%), sodium fluoride (225 ppm of
fluorine) and copolymer PVM/MA (0.20%) Gantrez
(Colgate Total Plax Classic® 250 mL; Colgate-
Palmolive and Industry Trade Ltd., Sdo Bernardo
do Campo, SP, Brazil);

-ES Group: rinses with enzyme solution -
Lysozyme, Lactoferrin, Glucose Oxidase and
Lactoperoxidase (Bioténe Mouthwash® 240 mL;
Laclede, East University Drive, Rancho Dominguez,
CA, USA);

-EO Group: rinses with essential oil (Listerine
Cool Mint® Oral antiseptic 1.5 L; Warner-Lambert
Co., Morris Plains, NJ, USA);

-CTRL Group (control): rinses with distilled water
(placebo).

Each volunteer rinsed with 20 mL of the solution
for 30 s followed by gargling for 10 s.

Before saliva collection, patients were kept
seated for 5 min, relaxed and without talking'2.
Unstimulated saliva was collected over a period of
5 min. Before collection, the mouth was emptied
by an initial swallow®. The examinator asked the
subjects to spit out the produced saliva each 30 s
in a plastic container (J-10; Injeplast®, Sao Paulo,
SP, Brazil)'*. This procedure was performed before
and after rising, and after 30 min.

Salivary pH was measured by a digital pH
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meter (Sentron Model 1001 pH System; Sentron
Incorporated, 33320, USA), calibrated with
standard solutions of pH 4.0 and 7.0. The electrode
was washed with distilled water and dried with
absorbent paper after each analysis8.

In the same consultation, tongue coating pH
was measured using pH indicator strips (pH 0-14;
Merck, Darmstadt, Germany). One strip was placed
on posterior tongue region, with the patient with
the mouth opened, for 1 min. The color change
in the strip indicated tongue coating pH. The
measurements were performed before, immediately
and 30 min after rising.

Data were analyzed statistically by two-way
ANOVA and Tukey'’s test. A significance level of 5%
was set for all analyses.

RESULTS

The measurements of salivary and tongue
coating pH in the 5 groups are presented in Tables
1 and 2. There was no statistically significant
difference (p>0.05) in the salivary pH between the
groups in the before and 30 min phases. In the after
phase, the ES group presented mean values smaller
than the EO and TS groups (Table 3). In the groups
CTRL and SC there was no statistically significant
difference (p>0.05) in salivary pH between the 3
phases. In the TS and EO groups, the mean pH
values in the after phase were higher than the mean
values obtained in the before and 30 min phases.
In the ES group, the mean pH values in the before
phase were higher than in the after phase (Table
4).

In the tongue coating pH analysis, there was
no statistically significant difference (p>0.05)
between groups in the before and 30 min phases.
In the after phase, the ES group presented smaller
mean values than all other groups (Table 5). In
the SC, TS, EO and CTRL groups, there were no
statistically significant difference (p>0.05) between
the 3 phases. In the ES group, average values in
the after phase were smaller than the average in
the phases before and 30 min (Table 6).
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Table 6- Multiple comparisons of pH in tongue coating between phases

Phase Group SC Group TS Group ES Group EO Group CTRL

Before 7.40+0.522 7.30+0.482 7.4010.52° 7.30+0.482 7.10+0.322

After 7.10+0.322 7.50+0.532 5.90+0.742 7.40+0.522 7.20+0.422

30min 7.50£0.532 7.20+0.422 7.10£0.32° 7.20+0.422 7.4.0£0.522
Phases with same letter at each stage have no statistically significant difference between themselves (Tukey’s test,
p>0.05).
DISCUSSION neutrality and alkalinity favor it'2. The same

The reduction in salivary flow during sleep and
consequent increase in the number of epithelial
cells scaled from oral mucosa lead to tongue
coating formation and therefore in halitosis,
even in healthy pacients?. Several masking and
antimicrobial agents have been proposed to control
both physiological and pathological halitosis. Their
clinical efficacy has often been tested on morning
breath#!! rather than in real clinical situations for
evident ethical reasons. It has been postulated
that a decrease in salivation during sleep promotes
proliferation of the oral bacteria responsible for
the release of the offending gases in morning bad
breath*!!. Strong evidence that morning breath
odor can be used as a model for investigation of
other offensive odors is still lacking but universally
accepted?®. This fact justifies the use of oral healthy
patients with morning breath odor in this research.

Saliva of individuals with “dry mouth” (common
situation after a night of sleep) often presents acidic
pH>*¢, However, there is a tendency that salivary
pH becomes more alkaline during the day, by the
act of talking or chewing. Salivary pH is slightly
acidic before its secretion in oral cavity. It becomes
alkaline at the time of gland’s secretion due to loss
of carbon dioxide (CO,) and increase of saliva’s
bicarbonate concentration when salivary flow is
increased?°. Hypothetically, body fluid pHs remain
relatively constant because of buffering systems,
fact that is not different in the saliva, which, many
times, keeps its pH constant, even after rising with
acidic solutions, for example. In the present study,
the most notable changes in pH were observed
immediately after rising, but were stabilized after 30
min. Moreover, salivary pH remained slightly acidic
in all stages in all groups, possibly due to the effect
of mouthrinses or the buffer capacity of saliva.

To discuss these findings of this study, we put
in question whether salivary pH, considered acidic
after sleeping, would have a direct influence in
halitosis or whether morning breath odor is only due
to increased mucosa desquamation and formation
of tongue coating. According to McNamara, et al.!?
(1972), pH is the major regulating factor in the
formation of bad breath and is clearly established
that acidity inhibits the production of odors while
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context is applied to tongue coating pH, which has
alkaline pH due to the production of odorivetores
during proteolysis?®. Among the final products of
proteolysis are amines, ammonia and urea, which
have alkaline pH, characteristic of physiological
or pathological halitosis?®. It is also questioned
whether the use of mouthrinses could change these
pH values and thus influence, in the reduction of
halitosis after their use. For that reason, it would be
logical that mouthrinses provide reduction of saliva
and tongue coating pH in order to reduce halitosis.

In the present study, there was no statistically
significant difference in salivary pH between the
groups, in the phases before and after 30 min of
rinsing. In the after phase, the ES group presented
smaller mean values than the 7S and EO groups. In
the CTRL and SC groups, there was no statistically
significant difference in salivary pH between the
3 phases. In the TS and EO groups, the mean pH
values in the phase after were higher than those
recorded before and after 30 min of rinsing. In the
ES group, the mean pH values before rinsing was
higher than immediately after rinsing. According
to the present research, rinsing with mouthwashes
based on triclosan and essential oils lead to an
increase in salivary pH, both lasting for 30 min.
This can be explained by the fact that mouthrinses
that cause mouth burning (fact reported by the
volunteers of the groups TS and EO) stimulate
salivation and thus increase salivary pH?°. For the
ES group, there was a pH decrease immediately
after its use; however, there was no information in
literature about pH decreasing caused by enzymatic
solutions.

In the control group, in which the volunteers
rinsed with distilled water, there was an increase
in salivary pH during the measurements. It can be
explained because of the increase in the saliva’s
bicarbonate concentration when salivary flow is
increased, a condition that is common over time:
salivary pH increases with the increase of flow2.
In the study of Suarez, et al.*® (2000), patients
with complete oral health were submitted to
measurements of bad breath after any kind of
oral hygiene and water only when necessary. The
authors observed that the concentrations of each
gas tended to decrease in the first hour after
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waking. After this period the concentration tended
to remain stable or increase in the next 7 h.

In our research, the analysis of tongue coating
pH showed no statistically significant difference
between the groups, in the phases before and
after 30 min of rising. In the after phase, the ES
group presented smaller mean values than all other
groups. In the SC, TS, EO and CTRL groups, there
was no significant difference between the three
phases. In the ES group, the mean values of the
after phase were lower than those obtained before
and after 30 min of rinsing. It is known that tongue
coating is the main cause of oral halitosis®120-22
and that its pH tends to be alkaline. Only risings
with enzymatic solution (ES group) provided pH
decrease immediately after its use; however, the
mechanism of action is not clearly described in the
literature. The beneficial impact of oral mouthrinses
on the bacterial load on the dorsum tongue is clearly
demonstrated in the study of Steenberghe, et al.'®
(2001).

This study was conducted in oral healthy
patients, which is a factor of extreme importance
to avoid the development of chronic halitosis,
since bad breath is closely associated to poor oral
hygiene. The measurements of saliva and tongue
coating pH in healthy patients with physiological
halitosis homogenized the method. Patients should
be aware that some bacteria are inevitably left
behind after mechanical plaque control, even with
an optimal technique. If the oral hygiene is not
performed properly, gingivitis, caries, periodontitis
and eventually halitosis may develop. The dental
professional could explain that antiseptic rinsing
kills additional bacteria and helps controlling plaque.
For absolute clarity, rinsing should be described as
an adjunct to an established daily oral-care routine,
rather than a substitute for brushing and interdental
cleaning’.

CONCLUSIONS

According to the methodology applied in this
study, it may be concluded that:

-In a situation of physiological halitosis, salivary
pH tended to be acidic while tongue coating
pH tended to be alkaline, even after the use of
mouthrinses;

-Only triclosan and essential oil mouthrinses
increased salivary pH immediately after rising;

-The enzymatic solution was able to decrease
saliva and tongue coating pH immediately after
rising.

ACKNOWLEDGEMENTS

The authors would like to thank Ovidio dos
Santos Sobrinho, Thelma Lopes Silva and José

94

Roberto Lauris for the support of this study. This
investigation was supported by CAPES.

REFERENCES

1- Almas K, Al-Hawish A, Al-Khamis W. Oral hygiene practices,
smoking habits, and self-perceived oral malodor among dental
students. J Contemp Dent Pract. 2003;4(4):77-90.

2- Bartlett DW, Bureau GP, Anggiansah A. Evaluation of the pH of
a new carbonated soft drink beverage: an in vivo investigation. ]
Prosthodont. 2003;12(1):21-5.

3- Borden LC, Chaves ES, Bowman JP, Fath BM, Hollar GL. The
effect of four mouthrinses on oral malodor. Compendi Contin Educ
Dent. 2002;23(6):531-46.

4- Bornstein MM, Stocker BL, Seemann R, Burgin WB, Lussi A.
Prevalence of halitosis in young male adults: a study in Swiss army
recruits comparing self-reported and clinical data. J Periodontol.
2009;80(1):24-31.

5- Bosy A, Kulkarni GV, Rosemberg M, McCulloch CA. Relationship
of oral malodor to periodontitis: evidence of independence in
discrete subpopulations. J Periodontol. 1994;65(1):37-46.

6- Casemiro LA, Martins CH, Carvalho TC, Panzeri H, Lavrador
MA, Pires-de-Souza FC. Effectiveness of a new toothbrush design
versus a conventional tongue scraper in improving breath odor and
reducing tongue microbiota. J Appl Oral Sci. 2008;16(4):271-4.
7- Claffey N. Essential oil mouthwashes: a key component in oral
health management. J Clin Periodontol. 2003;30(Suppl 5):22-4.
8- Delbem AC, Sassaki KT, Castro AM, Pinto LM, Bergamaschi
M. Assessment of the fluoride concentration and pH in
different mouthrinses on the Brazilian market. J Appl Oral Sci.
2003;11(4):319-22.

9- Gavido MB, Van der Bilt A. Salivary secretion and chewing:
stimulatory effects from artificial and natural foods. J Appl Oral
Sci. 2004;12(2):159-63.

10- Messadi DV, Younai FS. Halitosis. Dermatol Clin.
2003;21(1):147-55.

11- McDowell 1D, Kassebaum DK. Diagnosing and treating
halitosis. J Am Dent Assoc. 1993;124:55-64.

12- McNamara TF, Alexander JF, Lee M. The role of microorganisms
in the production of oral malodor. Oral Surg Oral Med Oral Pathol.
1972;34(1):41-8.

13- Nalgaci R, S6nmez IS. Evaluation of oral malodor in
children. Oral Surg Oral Med Oral Pathol Oral Radiol Endod.
2008;106(3):384-8.

14- Nikolopoulou F, Tzortzopoulou E. Salivary pH in edentulous
patients before and after wearing conventional dentures
and implant overdentures: a clinical study. Implant Dent.
2007;16(4):397-402.

15- Rosenberg M. Clinical assessment of bad breath: current
concepts. J Am Dent Assoc. 1996;127(11):475-82.

16- Rosenberg M, Kulkarni GV, Bosy A, McCulloch CA.
Reproducibility and sensitivity of oral malodor measurements with
a portable sulphide monitor. J Dent Res. 1991;70(11):1436-40.
17- Rosenberg M, McCulloch CA. Measurement of oral
malodor: current methods and future prospects. J Periodontol.
1992;63(9):776-82.

18- Van Steenberghe D, Avontroodt P, Peeters W, Pauwels M,
Coucke W, Lijnen A, et al. Effect of different mouthrinses on
morning breath. J Periodontol. 2001;72(9):1183-91.

19- Suarez FL, Furne JK, Springfield J, Levitt MD. Morning
breath odor: influence of treatments on sulfur gases. J Dent Res.
2000;79(10):1773-7.

20- Tarzia O. Halitose. 1%t ed. Rio de Janeiro: EPUB; 2003.

21- Tonzetich J. Production and origin of oral malodor: a
review of mechanisms and methods of analysis. J Periodontol.
1977,;48(1):13-20.

22- Yaegaki K, Sanada K. Biochemical and clinical factors
influencing oral malodor in periodontal patients. J Periodontol.
1992;63(9):783-9.









image6.emf

Annexure - F.pdf




Annexure - F.pdf

ORIGINAL RESEARCH
Dental Materials

José Eduardo Pelizon PELINO©
Alan PASSERO®

Airton Abrahao MARTIN®
Christine Ann CHARLES™

@Johnson & Johnson Consumer Companies,
Séo Paulo, SP, Brazil.

®)Johnson & Johnson Consumer, Inc., Séo
José dos Campos, SP, Brazil.

©Universidade do Vale do Paraiba — Univap,
Physics Institute, SGo José dos Campos,
SP, Brazil.

Declaration of Interest: Christine Ann
Charles was employed by Johnson &
Johnson at the time of the study.

Corresponding Author:
José Eduardo Pelizon Pelino
E-mail: jpelino@its.jnj.com

https://doi.org/10.1590/1807-3107bor-2018.vol32.0025

Submitted: August 29, 2017
Accepted for publication: January 26, 2018
Last revision: February 21, 2018

In vitro effects of alcohol-containing
mouthwashes on human enamel and
restorative materials

Abstract: The objective of this study was to evaluate the in vitro effects,
including surface morphological characteristics and chemical elemental
properties, of different mouthwash formulations on enamel and dental
restorative materials, simulating up to 6 months of daily use. Human
enamel samples, hydroxyapatite, composite resin, and ceramic surfaces
were exposed to 3 different mouthwashes according to label directions
— Listerine® Cool Mint®, Listerine® Total Care, and Listerine® Whitening
— versus control (hydroalcohol solution) to simulate daily use for up to 6
months. The samples were analyzed using scanning electron microscopy
(SEM), infrared spectrophotometry (u-Fourier transform infrared
microscopy), energy-dispersive X-ray (EDX) spectroscopy, and color
analysis before and after exposure. No relevant changes were observed in
the morphological characteristics of the surfaces using SEM techniques.
The physical and chemical aspects of the enamel surfaces were evaluated
using mid-infrared spectroscopy, and EDX fluorescence was used to
evaluate the elemental aspects of each surface. There was no variation
in the relative concentrations of calcium and phosphorus in enamel,
silicon and barium in composite resin, and silicon and aluminum in the
ceramic material before and after treatment. No relevant changes were
detected in the biochemical and color properties of any specimen, except
with Listerine® Whitening mouthwash, which demonstrated a whitening
effect on enamel surfaces. Long-term exposure to low pH, alcohol-
containing, and peroxide-containing mouthwash formulations caused
no ultra-structural or chemical elemental changes in human enamel or
dental restorative materials in vitro.

Keywords: Mouthwashes; Composite Resins; Hydroxyapatites;
Ceramics; Microscopy, Electron, Scanning,.

Introduction

Biofilm control is paramount in preventive dentistry and directly
reflects the oral health of individuals. Various methods, such as mechanical
procedures, chemical agents, or a combination of both, can be used to
achieve adequate biofilm control.*? Pathogenic microorganisms present in
the biofilm are a contributing factor to dental caries and periodontal disease,
suggesting that removal of biofilm can be essential to the prevention of such
conditions. Mechanical control of the biofilm continues to be important
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in preventing periodontal diseases and maintaining
oral health. In addition, the use of mouthwashes has
shown substantial ability for biofilm control.

The prevention of oral diseases and the promotion
of oral health must be comprehensively addressed to
control the initiation and development of dental caries
and periodontal diseases, which have been shown to
compromise both oral and general health. The Council
of Scientific Affairs (American Dental Association
[ADA]) has adopted a program to evaluate the efficacy
of various agents used to control gingivitis via biofilm
control. According to the criteria set forth, such agents
must be evaluated for over 6 months, by placebo-
controlled clinical trials and demonstrate a significant
improvement in gingival health when compared to a
placebo group. To date, 2 mouthwash agents have been
approved for use by the ADA to control dental plaque
and gingivitis: chlorhexidine and a fixed combination
of essential oils (eucalyptol [0.092%], menthol [0.042%],
methyl salicylate [0.060%], and thymol [0.064%]).

The prevalence of gingivitis and periodontal
diseases is high, even in young people.>* For a
considerable proportion of individuals, mechanical
methods alone are not sufficient to maintain gingival
health and prevent the occurrence, recurrence or
progression of periodontal diseases. The addition
of chemotherapeutic agents for biofilm control can
augment the effect of mechanical methods and help
prevent the development of periodontal diseases.">*
Though essential oil-containing mouthwashes have
been proven safe and efficacious in daily use for over
100 years,” there are still safety concerns regarding
tooth enamel and dental restorative materials because
of their low pH (< 5.5),%’ the presence of peroxide (for
tooth whitening), and alcohol (used as a solubilizer
and preservative)."” Therefore, this in vitro study
aimed to compare the effect of 3 different mouthwash
formulations on human enamel, commonly used
dental restorative materials, and hydroxyapatite,
over a simulated 3- to 6-month period of daily use.

Methodology
Human teeth, comprising premolars and third

molars that were extracted due to orthodontic or surgical
indications, were obtained from the School of Dentistry

2 Braz. Oral Res. 2018;32:e25

at the University of Taubaté. Teeth with abnormal
features such as cracks, cavities, and fillings close to the
testing area were excluded. In total, 20 teeth were used
in this study, and the study protocol was approved by
the ethics committee of the School of Dentistry at the
University of Taubaté (Protocol# 388/10).

Teeth and specimen preparation

The crown of each tooth was separated from the
root, and 4 samples from each crown surface (buccal,
lingual, mesial, and distal), measuring 4.0 + 0.2 mm
x 4.0 £ 0.2 mm with a thickness of 6.0 £ 0.2 mm, were
obtained. The hydroxyapatite disks measured 5.0 =
0.2 mm (diameter) x 2.0 £ 0.2 mm (thickness) and
were white in color with no cracks (Lot # 080109-5
mm; Hitemco Medical, Old Bethpage, USA). Both
the composite resin samples (Tetric N-Ceran, Ivoclar
Vivadent; Shade A3.5, K42776, Exp. 2011-14), light
cured using LEC Prime (WL SN/528; MM Optics
Code: 10.02307), and the feldspathic ceramic samples
(shade A2) measured 6.6 £ 0.2 mm (diameter) x 1.40
1 0.2 mm (thickness). Irregular or stained samples
were discarded. The selected samples were rinsed
using distilled water and stored in artificial saliva
for <7 days (40 mL of complete saliva, Lot # 32699,
Northeast Laboratory, USA; Lab-Lemco powder,
proteose peptone, yeast extract, type Il hog gastric
mucin, sodium chloride, calcium chloride, purified
water, and 10% urea solution) at room temperature
until used for treatment.

Surfaces evaluation by scanning
electron microscopy

High-resolution 100x and 3,000% images were
acquired using a scanning electron microscope
(SEM) and formatted virtually by transcription of
the electron beam path between the sample and
the condenser lenses of the microscope, forming a
3-dimensional image that was used to evaluate the
surface morphology. The samples were attached
to the SEM stubs and sputtered with a mix of gold
and palladium. The morphology of the samples was
determined using the EVO LS SEM (Carl Zeiss SMT
GmbH, Germany), operated at 20 kV under high
vacuum at a working distance of 14-15 mm.







Mineral quantification by energy-
dispersive x-ray fluorescence spectrometry

Energy-dispersive X-ray (EDX) spectroscopy is
an analytical technique used for elemental analysis,
such as observation of demineralization in tooth
surfaces. Semi-quantitative elemental analyses of the
samples were performed using an energy-dispersive
micro-X-ray fluorescence spectrometer (u-EDX 1300,
Shimadzu, Kyoto, Japan), equipped with a rhodium
X-ray tube and a liquid nitrogen-cooled Si (Li) detector.
The equipment was coupled to a computer system
for data acquisition and processing (Shimadzu
p-EDX MP ver. 1.03). The voltage was set at 15 kV
with an incident beam diameter of 50 um. Data were
obtained by scanning 1.0 x 1.0 mm sections of each
specimen. Semi-quantitative elemental analyses of
calcium (Ca) and phosphorus (P) concentrations in
enamel and hydroxyapatite, silica (Si), and barium
(Ba) concentrations in composite resins. In ceramic
samples, Si and aluminum (Al) concentrations were
performed using the n-EDX 1300, operating at 50
kV with an incident beam diameter of 50 um. Line
mapping was performed using 40 x 1 points with a
10-pm step along each sample.

Infrared microscopy

The Fourier transform-Infrared Microscopy
(FT-IRM) technique enables detailed observation of
the surface through the reflection of the produced
radiance, which is directly related to the observed
chemical structure of the surfaces. Spectral FT-IR
data were obtained using the Spectrum Spotlight
400 device (Perkin-Elmer, Wellesley, USA), equipped
with a microscope fitted with both white light
and infrared optics and a liquid nitrogen-cooled

Table 1. Specimen distribution.

Enamel (E)
Groups (n = 5)
Group 1 - Essential Oils (EQ) Mouthwash (n = 20) EO E1
Group 2 - Essential Oils + Fluoride + Zinc Chloride
(EOFZC) Mouthwash (n = 20) ESHSE
Group 3 - 2.0% Hydrogen Peroxide (HP) Mouthwash

HP E3

(n=20)
Group 4 - Hydroalcohol Control Solution (H) H E4

(n = 20)

Pelino JEP, Passero A, Martin AA, Charles CA

mercury-cadmium telluride (MCT) detector. Spectra
were collected at a 2 cm™ resolution, in the range of
4000-750 cm™ from 64 scans by using a reflectance
technique with a point mode. The aperture size
was 50 x 50 pm, and the spectra were baseline
corrected, normalized, and transformed to the
absorbance spectra.

Colorimetric analysis

The color measurements were determined by using
a Minolta colorimeter (Konica Minolta model CR-400)
and analyzing CIE L*a*b* parameters. A white-colored
plate was used as a standard for calibration and as a
background for color measurements. CIE L*a*b* values
were evaluated based on reflectance measurements,
where L* indicates luminosity, a* indicates redness,
and b* indicates yellowness. Three analyses were
recorded before and after sample immersion.

Treatment

Table 1 presents the 4 treatment regimens that
were randomly assigned to samples. Four different
samples were immersed in 3 different mouthwashes
as follows: Essential oils mouthwash (EO; LISTERINE®
Cool Mint®), essential oils + fluoride (100 ppm) +
zinc chloride mouthwash (EOFZC; LISTERINE®
Total Care), 2.0% hydrogen peroxide mouthwash
(HP; LISTERINE® Whitening Original Pre-brush
Rinse), and 21.6% hydroalcohol control solution
(H). Table 2 describes the mouthwashes used in this
study. All samples were stored in artificial saliva
between treatments and after each period of analysis:
baseline, 1, and 3 months for HP, and baseline, 3,
and 6 months for EO and EOFZC. Samples were
immersed in the EO and EOFZC mouthwashes for

Hydroxyapatite (Ha) Composite Resin (CR) Ceramic (C)
(n=5) (n=5) (n=5)
EO Hal EO CR1 EO C1
EOFZC Ha2 EOFZC CR2 EOFzZC C2
HP Ha3 HP CR3 HP C3
H Ha4 H CR4 HC4
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3 cycles of 30 minutes each with three 30-minute
intervals to simulate 3 months of daily use, and in
3 cycles of 60 minutes each with three 60-minute
intervals to simulate 6 months of daily use. The total
immersion time for simulating 3 months of daily
use was 90 minutes. Similarly, the total immersion
time for 6 months of daily use was 180 minutes
(Table 3). The samples were immersed in the HP
mouthwash in 3 cycles of 10 minutes each with
three 10-minute intervals to simulate 1 month of
daily use, and in 3 cycles of 30 minutes each with
three 30-minute intervals to simulate 3 months of
daily use. The total immersion time for simulating
1 month of daily use was 30 minutes. The total
immersion time for 3 months of daily use was 90
minutes. The immersion time was based on a pilot
study that aimed to simulate clinical use (Table 4).

Data analysis and statistical methods

Analyses were based on data from all samples,
comprising human enamel, hydroxyapatite, composite
resin, and ceramic samples treated with the study
mouthwashes or control (H) solution without any
major protocol violations. A 95% confidence interval
of the least square (LS) means and Student’s ¢ test
were used to compare the means obtained from the
EDX and CIE L[*a*b* color analyses.

For the primary analysis, use of EO, EOFZC,
and HP mouthwashes and control (H) solution was
assessed according to the following aspects:

a. Possible overall morphological changes after
an equivalent period of baseline and 3 and

6 months of treatment with EO and EOFZC

compared with the initial morphological values

of the tested samples.

Table 2. Ingredients and active components of the tested mouthwashes.

Active components Brand name

Essential Oils LISTERINE® Cool Mint

Manufacturer

Ingredients

Johnson & Johnson, Sdo  Water, ethanol, menthol, eucalyptol, thymol, methyl

José dos Campos, SP, Brazil salicylate, benzoic acid, poloxamer 407, and flavor

Essential Oils + Fluoride +

®
Zinc Chloride LISTERINE® Total Care

LISTERINE® Whitening

o )
2.0% Hydrogen Peroxide Original Pre-brush Rinse

Hydroalcohol Solution

NA Johnson & Johnson, Séo
José dos Campos, SP, Brazil

(21.6% alcohol)

Table 3. Immersion time per group for the essential oils (EO) and
essential oils + fluoride + zinc chloride (EOFZC) mouthwashes.

gi]n/uciizsl Al mo?w‘rhs a2 mo?w‘rhs -

IP 30 60

INT 30 60

IP 30 60

INT iiZTL;T: ]/ 30 Analysis 2 60 Analysis 3
IP 30 60

INT 30 60

TIP 90 180

G1 = Group 1, G2 = Group 2, IP = immersion period, INT = interval,
TIP = total immersion period, A1 = baseline, A2 = analysis 2,
A3 = analysis 3.
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Johnson & Johnson, Sao
José dos Campos, SP, Brazil

Johnson & Johnson, Sao
José dos Campos, SP, Brazil eucalyptol, benzoic acid, poloxamer 407, and flavor

Water, ethanol, menthol, eucalyptol, thymol,
methyl salicylate, benzoic acid, poloxamer 407,
fluoride, zinc chloride, and flavor

Water, hydrogen peroxide, ethanol, menthol,

Water and ethanol

Table 4. Immersion time per group for the 2.0% hydrogen
peroxide (HP) mouthwash and control solution (H).

ifﬁ/u?ei, Al 1 month A2 3 months A3

IP 10 30

INT 10 30

IP 10 30

INT 2227;75 ]/ 10 Analysis 2 30 Analysis 3
IP 10 30

INT 10 30

TIP 30 90

G3 = Group 3, G4 = Group 4, IP = immersion period, INT = interval,
TIP = total immersion period, A1 = baseline, A2 = analysis 2,
A3 = analysis 3.







b. Possible overall chemical changes after an
equivalent period of baseline and 3 and 6
months of treatment with EO and EOFZC
compared with the initial chemical values of
the tested samples.

c. Possible overall L*a*b* changes after an
equivalent period of baseline and 3 and 6
months of treatment with EO and EOFZC
compared with the initial L*a*b* values of the
tested samples.

d. Possible overall morphological changes after an
equivalent period of baseline and 1 and 3 months
of treatment with HP compared with the initial
morphological values of the tested samples.

e. Possible overall chemical changes after an
equivalent period of baseline and 1 and 3
months of treatment with HP compared with
the initial chemical values of the tested samples.

f. Possible overall L*a*b* changes after an
equivalent period of baseline and 1 and 3
months of treatment with HP compared with
the initial [*a*b* values of the tested samples.
The regression models were adjusted for emphasis

in effect screening and the analyses were performed

using the JMP statistical software version 12 with
the significance level set at a = 0.05. Differences
with p-values of < 0.05 were considered significant.

Concerning colorimetric analysis, AE values < 3

were considered not clinically relevant since they

are weakly perceptible to the eye.

Results

Scanning electron microscopy

No changes were observed in dental enamel,
hydroxyapatite, and composite resin surfaces after
immersion in the EO and EOFZC mouthwashes as
well as the control solution. A superficial change
was observed on the enamel surface at 1 month after
using the HP mouthwash, which was reversed after 3
months of daily use. A trend toward change in erosion
without demineralization was observed after exposure
to the HP mouthwash and control solution. Most of the
changes were regular circular erosions, measuring 2 to
3 um, observed to a considerable extent on the ceramic
samples with respect to the HP mouthwash, and regular

Pelino JEP, Passero A, Martin AA, Charles CA

circular erosions, measuring 1 to 2 pm, at 1 month and
>10 um at 3 months with the control solution. There
was no change on the ceramic samples after exposure
to the EO mouthwash. The ceramic samples exposed
to the EOFZC mouthwash showed mild changes on the
surface after 3 months, but showed normal appearance
after 6 months of exposure (Figures 1-5).

Energy-dispersive X-ray

No demineralization was observed on the enamel
and hydroxyapatite surfaces tested during any
examination period. The EDX analysis showed that Ca
and P concentrations remained the same before and
after exposure to mouthwashes. Similar results were
observed for composite resin and ceramic surfaces.
Moreover, Si and Ba concentrations remained the
same for composite resin surfaces and Si and Al
concentrations remained the same for ceramic surfaces
before and after exposure to mouthwashes (Table 5).

FT-IRM

A detailed observation of the surfaces was recorded
using infrared microscopy, through the reflection of
radiance to evaluate not only the visible image but
also the image formed by infrared spectrum (chemical
imaging). The spectra obtained from the studied
surfaces corresponded to the pattern spectra of the
enamel, ceramic, and composite resin; no change was
observed even after simulating 6 months of daily use.

Colorimetric analysis

The color measurements (Konica Minolta model
CR-400) were based on the CIE L*a*b* measurements.
Luminosity (L¥)/coordinate a* (variation between red
and green)/coordinate b* (variation between yellow
and blue) were determined. No change was detected
in the color properties of any specimen, except for
the HP rinse, which had a whitening effect on the
enamel surface (Table 6).

Discussion

The results showed that simulated long-term
exposure (up to 6 months) to alcohol-containing
mouthwashes (EO, EOFZC, and HP) caused no
morphological, ultra-structural, or biochemical change

Braz. Oral Res. 2018;32:e25 5
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10 um EHT = 20.00 kv Signal A = SE1 Date: 28 Jun 2011 10 um EHT = 20.00 kv Signal A = SE1 Date: 28 Jun 2011
WD = 7.0 mm Photo No. = 6160 Time: 15:04:40 WD = 9.0 mm Photo No. = 6164 Time: 15:11:29

WD = 8.5mm Photo No. = 6156 Time: 15:55:43

10 um EHT = 20.00 kv Signal A = SE1 Date: 28 Jun 2011
WD = 10.5 mm Photo No. = 6168 Time: 15:23:05

10 um EHT = 20.00kV  Signal A = SE1 Date: 28 Jun 2011

10 um EHT = 20.00 kv Signal A = SE1 Date: 5 Jul 2011
P

10pm | EHT=20.00kV  Signal A = SEI Date: 6 Jul 2011
WD=40mm  PhotoNo. = 6373  Time: 16:05:22 A .

WD = 9.0 mm Photo No. = 6458  Time: 18:24:33

10 um EHT = 20.00 kv Signal A = SE1 Date: 30 Jun 2011
WD = 9.5 mm Photo No. = 6219 Time: 15:23:16 WD = 5.5 mm Photo No. = 6454 Time: 18:18:16

10 um EHT = 20.00 kv Signal A = SE1 Date: 6 Jul 2011

Figure 2. SEM images of enamel surfaces after each treatment period: (A) EO after 6 months, (B) EOFZC after 6 months, (C)
HP after 3 months, and (D) H after 6 months (3,000%). EO, essential oils mouthwash; EOFZC, essential oils + fluoride + zinc
chloride mouthwash; H, hydroalcohol control solution; HP, hydrogen peroxide mouthwash; SEM, scanning electron microscope
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10 um EHT = 20.00 kv Signal A = SE1 Date: 5 Jul 2011
WD = 8.5 mm Photo No. = 6377 Time: 16:16:53 ﬁ

Signal A = SE1 Date: 6 Jul 2011
WD = 10.0 mm Photo No. = 6470 Time: 18:46:13

EHT = 20.00 kv Signal A = SE1 Date: 30 Jun 2011 Signal A = SE1 Date: 5 Jul 2011
WD = 12.0 mm Photo No. = 6228  Time: 15:46:16 WD = 7.5 mm Photo No. = 6397 Time: 17:26:32

Figure 3. SEM images of hydroxyapatite surfaces after each treatment period: (A) EO after 6 months, (B) EOFZC after 6 months,
(C) HP after 3 months, and (D) H after 6 months (3,000). EQ, essential oils mouthwash; EOFZC, essential oils + fluoride + zinc
chloride mouthwash; H, hydroalcohol control solution; HP, hydrogen peroxide mouthwash; SEM, scanning electron microscope

10 um EHT = 20.00 kv Signal A = SE1 Date: 5 Jul 2011 10 um EHT = 20.00 kv Signal A = SE1 Date: 5 Jul 2011
WD = 9.0 mm Photo No. = 6365 Time: 15:43:06 WD = 9.0 mm Photo No. = 6361 Time: 15:34:59

10um |, EMT=2000KV  Signal A = SEI Date: 5 Jul 2011
F——1 Wb-85mm  PhotoNo. = 6418 Time: 18:07:30

10um |, EMT=2000kV  Signal A = SEI Date: 30 Jun 2011
F—1 WD=130mm  PhotoNo. = 6224 Time: 15:39:36

Figure 4. SEM images of composite resin surfaces after each treatment period: (A) EO after 6 months, (B) EOFZC after 6 months,
(C) HP after 3 months, and (D) H after 6 months (3,000x). EO, essential oils mouthwash; EOFZC, essential oils + fluoride + zinc
chloride mouthwash; H, hydroalcohol control solution; HP, hydrogen peroxide mouthwash; SEM, scanning electron microscope
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. v

10 um EHT = 20.00 kv Signal A = SE1 Date: 5 Jul 2011 ZE1ss|
Hom =

10 um EHT = 20.00 KV Signal A = SE1 Date: 5Jul 2011 =—
WD = 8.0 mm Photo No. = 6389 Time: 16:44:57

WD = 8.0 mm Photo No. = 6385 Time: 16:33:16

10 um EHT = 2000 kv Signal A = SE1 Date: 30 Jun 2011 [ 10 um EHT = 20.00 KV Signal A = SE1 Date: 6 Jul 2011 =
F——1 WD-115mm  PhotoNo. = 6233 Time: 15:57:42 F——— wp=90mm Photo No. = 6442 Time: 17:48:06

Figure 5. SEM images of ceramic surfaces after each treatment period: (A) EO after 6 months, (B) EOFZC after 6 months, (C) HP
after 3 months, and (D) H after 6 months (3,000 ). EO, essential oils mouthwash; EOFZC, essential oils + fluoride + zinc chloride
mouthwash; H, hydroalcohol control solution; HP. hydrogen peroxide; SEM, scanning electron microscope

Table 5. Mean values for mineral elements in different surfaces and treatments obtained by EDX semi-quantitative mapping.

Enamel Hydroxyapatite Resin Ceramic

Time point Treatment

Ratio (Ca)/(P) Ratio (Ca)/(P) Ratio (Si)/(Ba) Ratio (Si)/(Al)
Baseline NA 1.82 =0.13 1.86 = 0.10 2.05+0.28 1.06 = 0.10
1 month HP 1.78 = 0.45 1.87 £0.11 2.01 =0.19 1.05=0.11
3 months HP 1.82 = 0.01 1.82 = 0.05 1.96 = 0.03 1.09 = 0.07
3 months EO 1.75 = 0.03 1.83 = 0.07 2.09 + 0.00 1.08 = 0.13
3 months EOFzZC 1.79 £ 0.17 1.81 = 0.05 2.07 =£0.16 1.11 +£0.12
3 months H 1.76 = 0.55 1.84 = 0.14 2.01 = 0.09 1.10 = 0.10
6 months EO 1.76 = 0.20 1.87 =0.18 2.03=0.19 1.00 = 0.08
6 months EOFZC 1.75 = 0.27 1.82 = 0.08 2.07 +0.12 0.99 = 0.09
6 months H 1.75 = 0.06 1.82 = 0.09 2.00 = 0.15 0.99 = 0.07

Note: Average obtained by surface mapping using 40 X 1 points with a step of 10 um along each sample until 1.0 x 1.0 mm. The average
was compared by LS means and Student’s t-tests and showed no significant variation.

Al = aluminum; Ba = barium; Ca = EDX = energy-dispersive X-ray spectroscopy, EO = essential oils mouthwash; EOFZC = essential oils +
fluoride + zinc chloride mouthwash; H = hydroalcohol solution; HP = 2.0% hydrogen peroxide mouthwash; LS = least squares.

inhuman enamel, hydroxyapatite, composite resin, and relevant change was seen as a result, although an
feldspathic ceramic surfaces under the experimental overestimation of exposure time seemed likely.

conditions simulating label directions. Furthermore, Certain results from the present study are not
the samples tested did not undergo remineralization consistent with findings from the available literature
phases that are typically experienced in vivo. No regarding the morphological and chemical stability as well
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Table 6. AE*ab, AL, and L*a*b mean and standard deviation values (n = 5).

Time point Treatment
Baseline No treatment
1 month HP

3 months HP

3 months EO

3 months EOFzC

3 months H

6 months EO

6 months EOFZC

6 months H

Material
Ceramic
Enamel
Hydroxyapatite
Resin
Ceramic
Enamel
Hydroxyapatite
Resin
Ceramic
Enamel
Hydroxyapatite
Resin
Ceramic
Enamel
Hydroxyapatite
Resin
Ceramic
Enamel
Hydroxyapatite
Resin
Ceramic
Enamel
Hydroxyapatite
Resin
Ceramic
Enamel
Hydroxyapatite
Resin
Ceramic
Enamel
Hydroxyapatite
Resin
Ceramic
Enamel
Hydroxyapatite

Resin

Luminosity (L¥)

70.54 (+ 0.51)
69.34 (= 0.27)
89.25 (+ 0.64)
80.06 (= 0.66)
70.37 (= 0.94)
74.71 (= 1.27)
89.40 (+ 0.12)
80.08 (+ 0.08)
70.63 (= 0.44)
76.80 (+ 0.70)
89.14 (= 0.29)
79.69 (+ 0.05)
70.93 (+ 1.70)
70.76 (+ 0.64)
89.08 (+ 0.23)
78.58 (= 1.12)
70.65 (= 1.00)
72.82 (= 0.79)
88.76 (= 0.15)
79.70 (= 0.57)
70.23 (= 1.13)
70.48 (+ 0.78)
88.14 (+ 0.62)
77.70 (% 0.60)
70.23 (= 0.51)
72.13 (= 0.72)
89.03 (= 0.18)
79.30 (+ 0.40)
70.61 (+ 0.54)
73.11 (= 0.92)
88.80 (= 0.04)
79.73 (+ 0.56)
70.00 (+ 0.78)
71.51 (= 0.91)
88.09 (= 0.41)
77.60 (= 0.55)

Red/Green (a*

1.43 (= 0.33)
0.46 (= 0.20)
0.35 (+ 0.15)
1.30 (= 0.15)
1.36 (= 0.23)
0.20 (+ 0.03)
0.39 (= 0.20)
1.33 (+ 0.03)
1.45 (+ 0.07)
0.17 (+ 0.05)
0.54 (+ 0.16)
1.28 (+ 0.04)
1.20 (= 0.11)
0.28 (+ 0.07)
0.42 (= 0.01)
1.25 (= 0.14)
1.17 (= 0.29)
0.28 (= 0.09)
0.42 (+ 0.02)
0.63 (+ 0.10)
1.32 (= 0.36)
0.11 (+ 0.06)
0.43 (+ 0.02)
0.89 (+ 0.02)
1.31 (= 0.14)
0.32 (+ 0.03)
0.42 (= 0.02)
1.71 (= 0.06)
1.43 (= 0.14)
0.28 (= 0.07)
0.42 (+ 0.02)
0.71 (= 0.11)
1.20 (= 0.23)
0.29 (= 0.36)
0.44 (+ 0.04)
0.89 (= 0.05)
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Yellow/Blue (b*)
18.06 (= 0.63)
7.84 (= 0.68)
1.67 (+ 0.12)
17.29 (= 1.01)
18.36 (= 0.41)
7.63 (= 0.09)
1.63 (= 0.12)
17.25 (= 0.06)
18.25 (= 0.19)
6.96 (= 0.47)
2.12 (= 0.33)
17.21 (+ 0.49)
18.36 (= 0.32)
8.29 (= 0.05)
2.44 (= 0.18)

9.83 (=
2.27 (=
16.08 (=
18.23
8.31 (
2.40 (
16.16 (
18.96 (
9.31 (
2.31 (
16.16(i J
17.89 (= 1.0
9.75 (
2.26 (
16.08 (=

+

=+
=+

+
+

04)
27)

AL

|
o
N
®
I+
o
w
=l

o
o
N
T TS
©ooo =
Nr o=
&

I+ 1+

2.17 (= 0.91)
—1.16 (= 0.41)
—2.47 (+ 0.55)

AE*ab
0.72 (= 0.24)
5.38 (= 1.27)
0.23 (+ 0.15)
0.09 ( 0.07)
0.46 (= 0.15)
7.46 (= 0.70)
0.63 (+ 0.20)
0.56 (+ 0.16)
1.42 (+ 0.93)
1.51 (= 0.61)
0.81 (+ 0.23)
1.67 (= 1.67)
1.19 (= 0.14)
3.56 (+ 0.47)
0.90 (= 0.21)
1.61 (= 0.43)
1.55 (= 1.06)
2.42 (+ 0.31)
1.31 (= 0.52)
2.69 (= 0.66)
0.78 (= 0.27)
2.84 (= 072)
0.78 (= 0.21)
1.45 (= 0.27)
1.04 (+ 0.67)
3.76 (+ 0.53)
0.79 (+ 0.04)
1.42 (+ 0.09)
1.20 (+ 0.59)
2.98 (= 0.64)
1.33 (+ 0.33)
2.78 (= 0.62)

EO = essential oils mouthwash; EOFZC = essential oils + fluoride + zinc chloride mouthwash; H = hydroalcohol solution; HP = 2.0%

hydrogen peroxide mouthwash.

as durability of surfaces after using alcohol-containing
mouthwashes. The literature on the detrimental effect or
lack of effect of EO alcohol-containing mouthwashes on

microhardness (SMH),'>" surface roughness,** surface
strength,” fluid absorption,*" color stability,*#%% and
wear'? of direct restorative materials have demonstrated

that these findings were dependent on the type of
material used, study design, and analytical methodology.
It is well established that saliva provides protection

against caries. Inclusion of artificial saliva in this study

therefore increases the clinical relevance of the results.??

Several published in vitro studies have detailed the

detrimental effects or lack of effect of peroxide-containing

tooth whitening products on enamel microhardness,

enamel resistance to abrasion, dentin microhardness,

dentin roughening, and restoration microhardness.?*

The results are also based on the methodology used

and the tested materials or products. Numerous recent

studies have indicated that hydrogen peroxide- and

carbamide peroxide-containing products confer no

remarkable deleterious effects on SMH of human

enamel and dentin.®*
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According to studies, small chemical and
elemental alterations from EO alcohol-containing
mouthwashes in human enamel, ceramic, and
hydroxyapatite can occur; therefore, it is important
to consider the clinical relevance of this study on
the daily use of mouthwashes and its implications
on safety, durability, and esthetic aspects. The anti-
calculus effect of an EO-containing zinc chloride
formulation was previously evaluated using X-ray
diffraction, infrared spectroscopy, and SEM.*
The present study evaluated only the inorganic
components of human dental calculus and the ability
to inhibit calculus formation.

Degradation of restorative materials can occur
because of chemical and mechanical factors from
the oral environment, which may lead to changes
on surfaces?”?® as well as on composite resin
characteristics.' This degradation not only affects
the esthetics but can also facilitate an increase of
plaque buildup, inflammation, and recurrent caries.”
In the present study, no relevant morphologic,
elemental, or chemical change was observed on
composite resin surfaces during the examination
periods. The ceramic surfaces showed minor
changes, under 3,000% magnification, wherein
certain erosions were observed. New analyses
revealed that the erosions were present before the
treatment and were thus mostly caused by factors
such as the quality and preparation of the ceramic
material. A superficial change was observed on the
human enamel surface at 1 month after the use of
whitening mouthwash, which was reversed after
3 months of use. This may have been due to the
remineralizing effect of the artificial saliva used
as storage solution.

CIE L*a*b* analysis was used to evaluate changes
in color stability (AE). No alteration was detected in
the color properties of the composite resins, with
similar results to certain studies.’>”? The effects
of peroxide bleaching on the surface texture and
chemistry of the restoration are strongly dependent
on the type of restoration.** Overall, a composite
restoration seems to be more reactive to the effects
of bleaching.??!

Regarding surface staining, studies have
reported®3233435 that AE values >3.3 are clinically

10 Braz. Oral Res. 2018;32:e25

unacceptable. The present study showed AE mean
values of 1.72 and 2.03 for LISTERINE® Cool
Mint® and LISTERINE® Total Care, respectively,
0.70 for composite resin and 1.40 for ceramic
restorations by simulating 6 months of daily use.
LISTERINE® Whitening showed AE mean values
of 1.28 for composite resin and 0.78 for ceramic at
3 months, suggesting its safety and color stability
for restorative materials under experimental
conditions. The only relevant colorimetric change
was a whitening effect on the enamel surface
with LISTERINE® Whitening due to its hydrogen
peroxide content after simulating 12 weeks of daily
use, which is in agreement with findings from the
available literature.?**

Conclusion

Results of this in vitro study show that the ultra-
structure and morphology of enamel and dental
restorative materials did not present any meaningful
change with any of the mouthwash treatments after
up to 6 months of simulated daily use. No variation
in either relative Ca or P concentrations of enamel, Si
and Ba concentrations of composite resin, or Si and
Al concentrations of ceramic were observed before
and after all treatments. No change was detected
in the biochemical and color properties of any of
the specimens except the whitening rinse, which
had a whitening effect on enamel surfaces. Long-
term exposure of these alcohol-containing, low
pH mouthwashes (<5.5) caused no ultra-structural
and biochemical change on human enamel and
restorative materials.
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Abstract

This Supplement provides clear evidence that essential oil (EO) mouthwashes can be
a beneficial, safe component of daily oral health routines. However, despite the
wealth of supporting evidence, several issues are worthy of discussion. Patient
compliance is a clear issue with oral home-care routines, and the emphasis is on
dental professionals to communicate the importance of adherence. The reasons for
each step of the oral-care routine (i.e. brushing, flossing, rinsing) should be clearly
explained, and if required, additional motivation should be provided. Most
mouthwashes contain denatured alcohol as a delivery vehicle, and some concern has
been raised about the association of alcohol with oral cancer. However, a review by
the Food and Drug Administration and American Dental Association found that the
supporting evidence to date is inconsistent and contradictory. Some mouthwashes
have a pH below 5.5, and some researchers believe that this can lead to tooth erosion.
Studies have shown that although the pH of an EO mouthwash is below 5.5, salivary

pH remains above 5.5 following rinsing and for 15 min postrinse.
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Patient compliance

Convincing patients to comply
with mechanical home-care methods
depends on conveying the purpose and
value of each step, and not just com-
municating how to perform it cor-
rectly. Patients should be informed
that the main reason for brushing and
flossing is to control plaque and gin-
givitis, and not to just remove food
particles from around and between
their teeth.

The dental provider should explain
that some bacteria are inevitably left
behind after mechanical plaque con-
trol, even with an optimal technique.
If this number of bacteria remains
low, it will not harm the patient. If
the oral hygiene is not performed
properly, gingivitis and eventually
caries and periodontitis may develop.
Again, through use of an explicit

connection between the problem and
solution, the dental professional
could explain that antiseptic rinsing
kills additional bacteria and helps to
control plaque and gingivitis. For
absolute clarity, rinsing should be
described as an adjunct to an estab-
lished daily oral-care routine, rather
than a substitute for brushing and/or
interdental cleaning. One should also
realize that patients who are non-
compliant in oral hygiene may also be
non-compliant with the wuse of
mouthwashes and may require addi-
tional motivational efforts. Factors
such as taste or toothstaining may
have a significant effect on compli-
ance.

Vehicle

Most mouthwashes with antiplaque
properties [including essential oil

(EO) and some chlorhexidine mouth-
washes] contain  pharmaceutical-
grade denatured alcohol (ethanol) as
a vehicle to deliver antiseptic ingre-
dients (Ciancio 1995).

A 6-month study by Lamster et al.
showed that alcohol does not con-
tribute to a mouthwash’s efficacious
effects. Patients were asked to rinse
with either an essential oil (EO)
mouthwash, a hydroalcohol vehicle
or water. The plaque reductions in the
EO cohort were 20.8% vs. the
hydroalcohol arm and 22.2% com-
pared with the water arm. The simi-
larity of the efficacy vs. the two
control groups suggested that alcohol
provides no incremental effect over
and above the EO’s (Lamster et al.
1983). This lack of effect of alcohol
on plaque and gingivitis reduction
was also demonstrated in a 9-month
study by Gordon etal. (1985);







previously discussed in this Supple-

ment (Ciancio 2003, Santos 2003).

In view of the association between
excessive ingestion of alcoholic bev-
erages and oral cancer, concerns have
been raised about possible health
risks associated with use of alcohol-
containing mouthwashes (Ciancio
1993). It is recognized, however, that
the risk of oral cancer associated with
alcoholic beverages is related to cer-
tain carcinogens found in the bever-
age (e.g. urethane) rather than the
alcohol itself. The ethanol in mouth-
washes does not contain the trace
amounts of carcinogens found in
alcoholic beverages and ethanol has
never been demonstrated to be carci-
nogenic either in laboratory animals
or in humans.

A number of epidemiological
studies have sought to investigate a
possible association of the use of
alcohol-containing mouthwashes and
oral cancer. A review of the evidence
by the Food and Drug Administration
(FDA) and American Dental Associ-
ation (ADA) found the following
deficiencies (Ciancio 1993):

e lack of a dose-response based on
frequency and/or duration of
mouthwash use and inconsistent
findings between studies;

e lack of a scientific or biological

basis to explain inconsistencies
in findings between males and
females;

e absence of correction for alcoholic
beverage ingestion and tobacco
use;

e inclusion of cases of pharyngeal
cancer as oral cancer, an improper
classification, as mouthwashes are
only used in the oral cavity.

In summary, the findings are incon-

sistent, often contradictory and do

not fulfil basic pharmacological
requirements (Ciancio 1993). For
example, physiological mechanisms
prevent liquids from reaching the
pharynx, and even with deep garg-
ling, alcohol-containing mouthwashes
typically do not come into contact
with pharyngeal tissue. The predom-
inant contact during rinsing is instead
with the oral mucosa, and by defini-
tion, this excludes 265 of the pha-
ryngeal and throat cancers from the

866 cancers listed in the study by Blot

et al. (1983), which was funded by the

National Cancer Institute (NCI).

In addition, a 1995 review of all
case-controlled studies by Elmore and

Horwitz (Elmore & Horwitz 1995)
concluded that there was no evidence
to support a causal association
between alcohol-containing mouth-
washes and oral cancer.

Further, the most recent study
(Winn et al. 2001) of 342 cases of oral
and pharyngeal cancer in Puerto Rico
found no overall risk of oral cancer in
those who used alcohol-containing
mouthwashes. It should be noted that
this study was carried out by some of
the same investigators who, in the
early 1990s, thought that there was
an association between alcohol in
mouthwashes and oral cancer (Winn
et al. 1991). This study also included
patients with pharyngeal cancer. The
number of these cases with pharyngeal
cancer exclusively was not stated, but
even with the inclusion of these cases
in the statistical analysis (which infla-
ted the number of cases) a relationship
was not evident, even in patients
without traditional oral-cancer risk
factors.

Most professional organizations,
including European, Asian and
American dental associations have
awarded oral-hygiene adjuncts such
as EOs in Listerine® (Pfizer Con-
sumer Healthcare, Morris Plains, NJ,
USA), with their respective seals of
approval based on rigorous guidelines
and a broad spectrum of safety in its
120 years’ history. If there were any
question of safety, this would not be
the case.

There is therefore no reason for
patients to refrain from using alcohol-
containing mouthwashes [Listerine®
contains 21.6% (green and blue) and
26.9% (amber) alcohol] and it is
noteworthy that all ADA-accepted
mouthwashes (i.e. those that meet
their criteria for safety and effect-
iveness) contain alcohol (Ciancio
1993). The Association has stated:
‘According to a statement from the
NCI, it is premature to make rec-
ommendations about any alcohol-
containing mouthwashes. In the
meantime, the Association suggests
that patients continue to use the
therapeutic mouthwashes accepted
by the ADA’s Council on Dental
Therapeutics and recommended by
their dentists’.

However, alcohol-containing mouth-
washes are not recommended in
recovering alcoholics because its
presence may create the desire for
alcohol. Nor are they recommended
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in patients taking metronidazole or
disulfiram, as inadvertent swallowing
can cause gastrointestinal upset.

pH

As some EO mouthwashes have a pH
below 5.5 there is some concern they
may cause tooth erosion. While a pH
of 5.5 is considered the critical pH at
which demineralization of the tooth
can theoretically occur, the ultimate
effect of acid exposure will be
dependent on both the frequency of
exposure and duration of time that
the pH remains below 5.5. Although
Listerine® has a pH below 5.5, rinsing
with this EO mouthwash actually
significantly raised salivary and
plaque pH levels at the measured time
of 2 and 5 min postrinsing, and sal-
ivary pH remained above baseline
values through 15 min of postrinsing
(Steinberg et al. 1996). Listerine also
does not appear to exert any signifi-
cant influence on plaque Ca’>" and
phosphate contents, thereby suggest-
ing that no enamel demineralization
occurs (Nazari & Lynch 1997).
Therefore, the mouthwash does not
appear to have any negative effect on
the saliva’s propensity to act as a
buffer, protecting enamel against
demineralization.

Summarizing remarks

As well as controlling plaque and
gingivitis, EO mouthwashes offer
additional benefits to both dental
practitioners and patients. For
example, they control malodour for
up to 3 h by killing odour-causing
bacteria (Pitts et al. 1983).

In addition, when used as subgin-
gival irrigants, EO mouthwashes
inhibit plaque and gingivitis and kill
some subgingival plaque bacteria
(Ciancio et al. 1989). In patients with
dental implants, rinsing with EO
mouthwashes significantly reduces
plaque and gingivitis indices (Ciancio
et al. 1995).

After periodontal surgery, rinsing
with EO mouthwashes reduces inflam
mation, indicating a positive effect on
wound healing (Zambon et al. 1989,
Laspisa et al. 1994).

Finally, EO mouthwashes reduce
the amount of bacteria in dental
aerosols, for as long as 40 min post-
rinse (Fine et al. 1993, DePaola et al.
1996).
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Essential oil mouthwashes may
have an important place in the oral
home-care routine. They not only
reduce plaque, gingivitis and oral
malodour but also reach areas that
are difficult to access or highly vul-
nerable to plaque accumulation.

Mouthwashes should be recom-
mended to at-risk patients, as an
adjunct (not a substitute) for
mechanical ~ oral-care  methods.
Because mouthwashes work in a
non-mechanical way, they may offer
additional and  complementary
advantages to brushing and inter-
dental cleaning in the maintenance of
oral health.
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INNOVATIVE

To,

Dr. V G Somani
Drugs Controller General of India

| am representing CIDP Biotech India Biotech Limited, a multi-national CRO specialized in
dermatology clinical trials.

Given the context that BIS is proposing to adapt the ISO standard in India we had conducted
a feasibility exercise along with L'Oreal India to understand the distribution of different
phototypes in India basis ITA

The distribution of the panel is as below-

ITA®> 55° Very Light I 3 2
41°< ITA’< 55° Light Il 20 13
28°<ITA’< 41° Intermediate 1] 45 28
10°< ITA< 28° Tan A% 39 25

(-)30°< ITA’< 10° Brown Vv 35 22

ITA°<-30° Dark VI 17 11

As is reflected from the table above, about 43% of the subjects belonged to Phototype |, I,
[Il hence it is practically possible to conduct as per ISO method in India.

Globally CIDP has been conducting SPF testing as per the ISO method at our Romania center.
For performing SPF testing as per ISO method, it only requires technology transfer from
Romania center to New Delhi center.

Regards
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@ DN:cn=Rashi, 0, ou,
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32-B, 1% Floor, Pusa Road, Rajinder Nagar, New Delhi 110005, India | Tel: (91) 11 40793385 | www.cidp-cro.com

CIN: U74140DL2010PTC204385
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OBJECTIVES OF THE PRESENTATION

Role of the standard to provide adequate international methodology: ISO in vivo SPF method and its relevance for Indian skin types (IV to VI)
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OBJECTIVES OF THE PRESENTATION

		 In vivo SPF test method history





		 Presentation of the ISO 24444 in vivo SPF test method  



		 Relevance for Indian skin types 



		 Benefits of ISO standards
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IN VIVO SPF TEST METHOD HISTORY

1978 FDA USA

1984 German DIN 67501 

1991 JCIA

1994 COLIPA guidelines

1993/1998 Australian Standard

1998 SABS method

1999 FDA USA



2003 International SPF test method (Colipa, JCIA, CTFA-SA)

2006 International test SPF method (Colipa, JCIA, CTFA-SA, supported by PCPC (USA)



 first step of harmonization
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ISO TC217 - COSMETICS

1998 

Established following proposition from Iranian Standards Organisation, ISIRI

2000 

6 Working Groups formed (WG1 to WG6)

2006 

Sun protection working group (WG7) including European countries, USA, Latin America countries, Asian countries, Australia, NZ, South Africa…

*
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SPF TEST METHOD: ISO  PROPOSAL                           



Decision was taken to work on SPF in vivo method but first to do a review and evaluation of the methods used

A technical report ISO/TR 26369:2009 was finalized end of 2007 and published in 2009

This TR served as a technical/scientific framework to identify the most suitable methods for standardization

The International SPF test method 2006 was selected as basis for standardization 



*
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IN VIVO SPF TEST METHOD: ISO  WORK                         

In vivo SPF test method: ISO 24444



 Published on November 15, 2010

This method is very similar to the International SPF test method 2006 published by Colipa, JCIA, CTFA-SA

*
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IN VIVO SPF TEST METHODS

 US FDA published a new rules in 2011

 ISO 24444 and FDA 2011 In vivo SPF test methods  are both based on the 2006 International SPF test method and then are very close 

 Few differences which cannot induce different results

 FDA 2011 is “compliant” with ISO 2010

*



*
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		Selection of subjects ( phototypes I, II and III or ITA°> 28°)

		Number of subjects (at least 10, max 20)

		Standard products (for validation of the test)

		Quantity of product applied (standardized, 2mg/cm², weighing by loss)

		Test site (on the back)

		Product application (standardized , low pressure , duration between 20 and 50 sec)

		UV exposures (solar simulator calibration each 18 months)

		Reading of MEDp and MEDu in standardized illumination conditions 

		Calculation of SPF (statistical criteria, 95% CI ≤ 17% of the mean and standard in the acceptance range)



SUN PROTECTION FACTOR MEASUREMENT
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SUN PROTECTION FACTOR MEASUREMENT

		DEFINITION OF THE SPF:





SPF is a Ratio of:

 - the individual minimal erythemal dose on skin 

	protected by the product (MEDp)

and

- the individual minimal erythemal dose on 		   	unprotected skin (MEDu)



                   SPF = MEDp/MEDu



Individual SPF takes into account the individual sunburn sensitivity
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SUN PROTECTION FACTOR MEASUREMENT

		DEFINITION OF MEDs:





		MEDu: Dose of ultraviolet radiation



 	necessary to induce a minimal erythema on the unprotected skin 16 to 24h after UV exposure



		MEDp: Dose of ultraviolet radiation 



	necessary to induce a minimal erythema on the skin protected by the product 16 to 24h after UV exposure
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UV exposure: sites, subsites and UV doses 	

SUN PROTECTION FACTOR MEASUREMENT
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Reading of MEDu and MEDp 16 to 24 hours after exposure

SUN PROTECTION FACTOR MEASUREMENT
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INCLUSION OF VOLUNTEERS

*[Determined after 45mn 1st sun exposure  after winter)

Phototype I

Porcelain

Phototype II

Beige

Phototype III

Intermediate

Phototype IV

Medium Brown

Phototype V

Brown

Phototype VI

Black

Burns always easily 

Never tans

burns always easily

 slightly tans

burns

Moderatly

Progressively tans

Burns

slightly

Easily tans

Burns rarely

Tans immediately

Never burns

 Highly pigmented 















 PHOTOTYPES FITZPATRICK CLASSIFICATION (1975)

based on sunburn sensitivity (questionnaire*)
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MEDs values from phototypes I to V

We can find in the litterature values and  we confirm that it is possible to induce sunburn in phototypes IV and V

 Depending on the laboratory (radiometer, spectroradiometer)

MEDs for phototypes  IV and V compared to phototypes I  can be X 2.25 to 3.8.

So it is possible to induce sunburn on phototypes IV to V under laboratory conditions 

However, from a practical point of view, determination of SPF on phototypes IV/V is quite unrealistic

To determine a SPF 50+ (at least 60) it takes 1 hour under a solar simulator for phototypes I/III, so it would take 2 to 4 hours for phototypes IV/V

INCLUSION OF VOLUNTEERS
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Why all SPF test methods have only included phototypes I to III ?

Because the methods have been developed first in Europe and USA and because a higher risk for the population with fair skin 

It is also easier in laboratory conditions to include volunteers with fair skin and to produce sunburn in a short time of UV exposure and in an acceptable duration with product

It is easier to evaluate the redness on fair skin 

Because evaluation of MED is done visually by technicians and not by objective measurements, variability was observed between technicians especially when pigmentation is present

INCLUSION OF VOLUNTEERS
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Are SPF values different depending on the phototypes? 

There are data showing that SPF can vary between phototypes , higher SPF on phototypes I compared to IV/V 

However, that is not always true, there are different factors which can explain such results:

it depends on the sunscreen product: level of SPF and filtering system

Important point is the UVA absorption, if UVA protection is adequate, there is no pigmentation induced by the solar simulator on the dark skin 

I remind you dark skins are able to develop persistent pigment darkening (PPD) under UV exposure, so pigmentation can disturb the erythema reading

LINK BETWEEN SPF AND PHOTOTYPES
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THE IMPORTANCE OF UVB+UVA WELL BALANCED FILTERING SYSTEM

All products have the same SPF, however they have different UVA protection factors

So UVA pigmentation  can be produced during UV exposure
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To avoid some bias, it has been requested that Phototypes I, II and III should be mixed in the ISO 24444:2010 standard 

To select more precisely the subjects, in the ISO 24444:2010, there is the possibility to use the ITA° 

PHOTOTYPES AND SKIN COLOR 

Individual Typologic Angle:

ITA° = ( ArcTan( L* - 50 ) / b* ) x 180 / π



L* = Lightness

b* = Chroma Yellow-Blue

a* = Chroma Red-Green
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 SKIN COLOR : ITA° 

ISO 24444:2010  ITA° should be higher  than 28°so only very light, light and intermediate skin color on the back should be selected. 
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		Revised proposed standard: selection of the volunteers based on ITA° values, no more on phototypes because ITA° are more objective and skin color is precisely measured when the subject is participating to the test ( e.g. exclusion of phototypes II or III who are tanned )



  SELECTION OF SUBJECTS BASED ON ITA° 
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INDIAN SKIN COLOR : ITA° VALUES 



It is possible to find intermediate skin color in India even if the phototype has been qualified as IV 
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  EXAMPLE OF SPF RESULTS  

 







LINK BETWEEN SPF /PHOTOTYPES/ITA°

		SPF 
MEAN +/- SD		Caucasian subjects (phototypes I to III, ITA°> 28°)		Indian subjects (Phototypes  IV and V ITA°16° to 39°)

		P3 STANDARD		[13.8 – 18.7] ISO range		13.9 +/- 2.7



		SPF 
MEAN +/- SD		Caucasian subjects (Phototypes I TO III, ITA°> 41°)		Indian subjects (Phototypes  IV AND V , ITA°< 28°)

		SUNSCREEN A		 25.2 +/- 4.5		22.5 +/- 7.6
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Even for phototypes IV and V with ITA< 28°, the SPF values for the standard P3 and for a product SPF20 are equivalent to the SPF values determined in Caucasian skin with phototypes I, II and II and ITA° < 28° 



Determining the SPF for sunscreens with higher SPF in dark skin is very difficult because of the duration of the test and of the pigmentation induced by UVA especially when the product doesn’t absorb correctly the UVA 



Inclusion of phototypes IV and V with ITA° < 28° is a risk of error on the SPF determination 



Inclusion of phototypes IV and V with intermediate skin color ITA° > 28°on the back is possible in India 

LINK BETWEEN SPF /PHOTOTYPES/ITA°
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ISO FDIS 24444





*

 C1 – Usage interne 



BENEFITS OF ISO STANDARDS





When adopted by regulatory agencies:



They provide guidelines allowing for conformity to a regulatory reguirement

They provide reference methods which could be used for in-market control 



To provide points of reference for other key stakeholders (industry, consumers associations,..)

To avoid local retesting  not useful especially when  in vivo human testing  
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BENEFITS OF ISO STANDARDS



 Using all the same method allows better comparability between products 



 Better reproducibility can be also expected if standards are well defined, improvement of standards can be done when revision is proposed 



Even if very good standards, laboratories should be always very well trained and should take care on the accuracy of their results  
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