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Biological and Veterinary Testing

Category: A
Biology/veterinary field - Test name Technique Matrix Equipment Std. reference
Tests
803 Culture of organisms in Microbial counts WI-LAB-015 Bioburden Medical devices WI-LAB-15 Bioburden |WI-LAB-015 based on ISO
liquid or agar based culture (Pour plate and membrane 11737-1:2018
media with visual or instrument filtration)

monitoring for growth - .01
Culture of bacteria

Sterility Tests WI-LAB-042- Sterility test |Medical Devices WI-LAB-042 Sterility, |WI-LAB-042 based on US
using TSB incubated at WI-LAB-041 and European
20°C - 25°C or FTM Bacteriostatis and Pharmacopeia (Current
incubated at 30°C - 35°C Fungistatsis Test Revision)
Sterility Test using TSB WI-LAB-042 based on EN
incubated at 28°C - 32°C ISO 11137-2:2013 and
WI-LAB-041 Bacteriostatis ISO 11737-2:2019
and Fungistatsis Test WI-LAB-041 based on US

and European
Pharmacopeia (Current

Revision)
803 Culture of organisms in Microbial counts WI-LAB-015 Bioburden Medical devices WI-LAB-15 Bioburden |WI-LAB-015 based on ISO
liquid or agar based culture (Pour plate and membrane 11737-1:2018
media with visual or instrument filtration)
monitoring for growth - .02
Culture of fungi
Sterility Tests WI-LAB-042- Sterility test |Medical Devices WI-LAB-042 Sterility, |WI-LAB-042 based on US
using TSB incubated at WI-LAB-041 and European
20°C - 25°C or FTM Bacteriostatis and Pharmacopeia (Current
incubated at 30°C - 35°C Fungistatsis Test Revision)
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Sterility Test using TSB
incubated at 28°C - 32°C
WI-LAB-041 Bacteriostatis
and Fungistatsis Test

WI-LAB-042 based on EN
ISO 11137-2:2015 and
ISO 11737-2:2019
WI-LAB-041 based on US
and European
Pharmacopeia (Current
Revision). Plus based on
EN ID ISO 11137-2:2015
and ISO 11737-2:2019

822 Detection of Bacterial
Endotoxins - .01 Kinetic
Turbidimetric, CE marked
commercial systems

822 Detection of Bacterial
Endotoxins - .03 Gel-clot test,
CE marked commercial systems

Endotoxin tests

Turbidimetric method: 0.01
to 10 EU/mL

Medical devices

WI-LAB-027-LAL

Method based on US and
Eurpean Pharmacopeia
(Current revision)

Gel Clot method: 0.007 to
0.25 EU/mL

Medical devices

WI-LAB-027-LAL

Method based on US and
Eurpean Pharmacopeia
(Current revision)
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