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IS 13450 (Part 2/Sec 16) : 2019--Medical electrical equipment: Part 2
particular requirements for the basic safety and essential performance: Sec

16 haemodialysis, haemodiafiltration and haemofiltration equipment

The standard, “IS 13450 Part 2 Sec 16.pdf,” defines terms and requirements for individuals involved
with haemodialysis equipment.

Definitions

e Operator: The standard does not explicitly define “operator”. It does, however, outline
numerous requirements that the operator must adhere to for safe and effective equipment use.

e Responsible Organisation: This also lacks an explicit definition. However, the standard
describes this entity as bearing responsibility for the overall safety and efficacy of the treatment,
including installation, maintenance, and operator training.

e Manufacturer: The source does not define “manufacturer.” However, it lays out numerous
responsibilities for this role, such as designing and manufacturing safe and effective equipment,
implementing protective systems, and providing clear instructions for use.

o Essential Performance: The standard defines essential performance as the functions that
haemodialysis equipment must perform within the tolerances specified by the manufacturer
under normal conditions. These functions ensure therapeutic effectiveness and include aspects
like blood and dialysis fluid flow rates, net fluid removal, dialysis time, and fluid temperatures.

Requirements and How They Are Covered
The standard addresses requirements for different individuals involved in haemodialysis:

e Operators: Operators must understand and respond to alarm conditions, clean and disinfect the
equipment properly, use appropriate accessories and materials, and verify data transfers from IT
networks. The standard covers these requirements by outlining specific tasks and procedures for
operators, emphasizing adherence to manufacturer instructions and the importance of training
and supervision by the responsible organisation.

e Responsible Organisations: The standard stipulates that responsible organisations must ensure
correct installation and maintenance, validate cleaning and disinfection procedures if they differ
from the manufacturer's instructions, manage IT networks safely, and oversee operator training
and risk management. These requirements are addressed through detailed instructions regarding
installation, maintenance, and validation procedures, as well as the importance of a
comprehensive risk management process.

e Manufacturers: Manufacturers are obligated to meet essential performance requirements,
implement various protective systems, provide clear instructions for use, and conduct thorough
risk management. The standard covers these requirements by defining the essential performance
criteria, specifying the necessary protective systems, and outlining the information that must be
included in the instructions for use. It also stresses the importance of a risk management process
that considers foreseeable misuse and single fault conditions.

The standard, “IS 13450 Part 2 Sec 16.pdf,” strives to ensure the safe and effective use of haemodialysis
equipment by outlining specific responsibilities and requirements for operators, responsible
organisations, and manufacturers. It achieves this by providing clear definitions, detailed instructions,
and a strong emphasis on risk management.




