Annexure-H

TERMS OF REFERENCE FOR THE R&D PROJECTS

(Refer to the Guidelines on R&D Projects issued vide note AYD/R&D)
Title of the project: Determination of Microbial load in Herbal Materials uses in Ayush Medicine

1) Background: - 
i) Technical Committee: AYD-04 Unani Sectional Committee under Ayush Division council.

The use of herbal medicine is on the rise worldwide, and safety issues associated with herbal medicines may have an exacerbated impact in elderly because this population has an increased susceptibility and sensitivity to health complications due to the aging process.

Bacterial and fungal counts and identification of bacterial pathogens (Escherichia coli, Salmonella spp., Pseudomonas aeruginosa and Staphylococcus aureus) were founds in herbal drugs as the World Health Organization. 

The use of homemade and commercial herbal medicines is a major risk to the health of elderly who use these therapies due to the lack of microbial quality standards. The levels of viable bacteria and fungi that were above safety limits; in addition, so that the isolation of pathogenic from herbal medicines are most important.

Need of the Study: 

Due to the highly infected with microbial, contamination with microbial in herbal materials has turn out to be one of the major challenges faced by herbal medicine makers. The determination of microbial load is an important step in safety assessment of herbal materials. 

In this this view, the Ayush Divisional Council and Ayush Department in the Bureau of Indian Standards (BIS) has taken up the task of formulating Indian Standards for determination on Microbial Load in raw herbal medicine used in Ayush System. This standard is useful for the researchers, drug manufacturers, academicians, students, Ayush practitioners etc. 

1) Objective
The objective of the project is to estimation of the number of viable aerobic microorganisms present and for detecting the presence raw herbal medicine based on literature review/ field visits manufactural industry visit, and feedback from the clinical practitioner and users. 
1. To undertake the study the existing literature with regard to the Published Documents on microbial load in Ayush medicine, regulatory bodies such as PCIM&H, PLIM guidelines, Research Councils/ National Institutes, Indian Pharmacopeia guidelines, WHO-GMP guidelines, Regulations of Foreign bodies to be referred.  

2. Collecting of data from famer and local market, Manufacturer’s base from the Internet sources and other relevant database (Ministry of Commerce Web site, Ayush Web Site)

3. Collection of Export Details on the product and the Technical Regulations/Standard Specifications of the Countries to which the product is being exported. 

4. Construction of a Questionnaire on the specific requirements of the ayush medicine for each category of Industries, Clincal practitioner, Users and Consumer Govt. or Pvt. Organizations and NGO. 

5. Visit to the Industries (Small, Medium, Large, Micro) 

6. The survey must include the following aspects of the study:

a. Types of raw materials used

b. Manufacturing process followed 

c. In – house Test facilities available 

d. Types of test methods used 

e. Quality Parameters – Grade wise 

f. Safety and performance Parameters 

g. In process Quality Control – Checks

h. Marking requirements 

i. Packaging requirements 

j. Post Manufacturing Quality Control Tests 

k. Users feedback is very essential (after identifying user base) 

l. Sustainability procedures followed – for eg. Waste management, by products management, sources of energy used in the manufacturing; use of solar power; etc. 

m. Preparing an analytical report on the data/information collected as above. 
Scope:  Determine the test methods of Microbial load in herbal materials used in traditional medicine (Ayush Medicine).

RESEARCH METHODOLOGY:

The test for total aerobic microbial count using lactose broth or any other suitable medium shown to have no antimicrobial activity under the conditions of test in place of buffered sodium chloride peptone solution.
1. To conduct research in respect of the scope. 

2. Sampling Plan: The relevant organizations/associations can be contacted for information on sampling 

3. Sending Structured Questionnaires to the relevant industries/ Stakeholders/Consumer Organizations/Users for feedback. 

4. Industrial Visit -  Observation of the Process facilities and Processes; Focus Group Discussion with the help of structured Format; Sample testing; Please refer to Scope for further details 

DELIVERABLE:
Study report covering all the aspects mentioned in the Scope.
The following reports should be appended to the final study report 

1. Questionnaire report

2. Feedback report 

3. Focus Group Discussion report

4. Sample Tests report 

TIMELINES: 

4 months from the date of award of the Project: 

	Time line
	Method of progress

	0 to 30 days
	Literature review/Desktop Study

 Collecting the references (books/magazines/ national and international standards/regulation) and studying these standards to execute the project with appropriate knowledge on the subject. 

	31 to 90 days
	Carry out microbial tests from NABL Accredited lab/Ayush approved lab with necessary capability

The following microbes are testing in Ayush herbs. 

1. Escherichia coli (Primary Test, Secondary Test and Alternative Test
2. Salmonella
(Primary Test & Secondary Test
3. Pseudomonas aeruginosa
4. Staphylococcus aureus 


	91 to 120 days
	Visiting/Consulting or Taking feedback from at least 5-6 Govt./Private hospitals/ Clinical Practitioner 

Examining the results of samples tested, Analysing data collected through visit and literature survey/desktop Study

	121 to 140 days
	Consolidation of data, Submission of analytical report of the project.


Draft report to be submitted 1 week before the final.

1) Support BIS will Provide: -

All the relevant Indian Standards/ISO Standards or any other standards required during the project will be provided by BIS.

The following microbes are testing in Ayush herbs 

1. Escherichia coli 

i. Primary Test 

ii. Secondary Test

iii. Alternative Test

2. Salmonella

i. Primary Test

ii. Secondary Test

3. Pseudomonas aeruginosa
4. Staphylococcus aureus 
