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DRAFT INTERNATIONAL STANDARD ISO/DIS 22610 

1 

Surgical drapes, gowns and clean air suits, used as medical 
devices, for patients, clinical staff and equipment — Test 
method to determine the resistance to wet bacterial penetration 

WARNING — The use of this standard may involve hazardous materials, operations and equipment. 
This standard does not purport to address all of the safety problems associated with its use. It is the 
responsibility of the user of this standard to establish appropriate safety and health practices and to 
determine the applicability of regulatory limitations prior to use. 

IMPORTANT — The equipment shall meet the requirements specified in this document and the 
measurements shall be carried out under the specified conditions with special attention being paid to 
specimen (pre-)treatment, strictly following the procedure prescribed in this document. Minor 
deviations from the equipment requirements, procedure and/or specimen handling can result in 
considerable loss of repeatability, reproducibility and accuracy of the measurement. 

1 Scope 

2 Normative references 

Packaging for terminally sterilized medical devices

Medical devices — Quality management systems — Requirements for regulatory purposes

Sterilization of health care products - Moist heat - Part 1: Requirements for the development, 
validation and routine control of a sterilization process for medical devices

3 Terms and definitions 

3.1 
agar plate 

3.2 
carrier material 
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2 

3.3 
donor 

3.4 
cover film 

3.5 
finger 

3.6 
replicate test 

3.7 
test specimen 

3.8 
reference material 

3.9 
resistance to wet bacterial penetration 

4 Principle 
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3 

5 Equipment, reagents and materials  

5.1 Biosafety cabinet class II

5.2 Incubators

5.3 Refrigerator,

5.4 Water bath,

5.5 Bacterial strain suspension, 

5.6 Peptone water

5.7 TGEA agar,

5.8 Petri dishes,

5.9 Donor material,

5.10 Cover film,

5.11 Reference material,

5.12 Pipettes,

5.13 Micropipettes
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