
This laboratory is accredited in accordance with the recognized International Standard ISO/IEC 17025:2017. 

This accreditation demonstrates technical competence for a defined scope and the operation of a laboratory 

quality management system (refer to joint ISO-ILAC-IAF Communiqué dated April 2017). 

 
Jason Stine, Vice President 

Expiry Date: 09 March 2026 

Certificate Number: AT-2561 
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The ANSI National Accreditation Board 
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SCOPE OF ACCREDITATION TO ISO/IEC 17025:2017 

FDA ACCREDITATION SCHEME FOR CONFORMITY ASSESSMENT (ASCA) 
PILOT PROGRAM - BIOCOMPATIBILITY TESTING OF MEDICAL DEVICES  1 

GOOD LABORATORY PRACTICE FOR NONCLINICAL LABORATORY STUDIES, 
TITLE 21 CFR PART 58 ACCREDITATION PROGRAM  2  

 
North American Science Associates, LLC  (NAMSA) 

6750 Wales Road 

Northwood, OH 43619 

Valerie D. Gnepper     419-666-9455 

 vgnepper@namsa.com      www.namsa.com  
 

TESTING 
 

Valid to: March 09, 2026    Certificate Number: AT-2561 
 
 

Testing to meet the requirements of ANAB Supplemental Requirements SR 2438, FDA Accreditation Scheme for 
Conformity Assessment (ASCA) Pilot Program - Biocompatibility Testing of Medical Devices 1 

Specific Tests and/or  
Properties Measured 

Specification, 
Standard, Method, 
or Test Technique 

Items, Materials, 
or  

Product Tested  
Key Equipment or Technology 

SC5b-9 Complement 

Activation (TM_00179) 

ISO 10993-4 Third 

edition 2017-04 

Biological evaluation 

of medical devices-

Part 4 (FDA 

Recognition No. 2-

248); 

ISO 10993-12 Fifth 

edition 2021-01 

Biological evaluation 

of medical devices �± 
Part 12 (FDA 

Recognition No. 2-

289) 

Medical Devices 
Spectrophotometer  

(minimum range: 200�±1000 nm) 
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Testing to meet the requirements of ANAB Supplemental Requirements SR 2438, FDA Accreditation Scheme for 
Conformity Assessment (ASCA) Pilot Program - Biocompatibility Testing of Medical Devices 1 

Specific Tests and/or  
Properties Measured 

Specification, 
Standard, Method, 
or Test Technique 

Items, Materials, 
or  

Product Tested  
Key Equipment or Technology 

Skin Irritation 

(TM_00136) 

ISO 10993-23 First 

edition 2021-

01Biological 

evaluation of medical 

devices �± Part 

23(FDA Recognition 

No. 2-291); 

ISO 10993-12 Fifth 

edition 2021-01 

Biological evaluation 

of medical devices �± 
Part 12 (FDA 

Recognition No. 2-

289) 
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Microbiological  

Specific Tests and/or  
Properties Measured 

Specification, Standard, 
Method, or Test Technique 

Items, Materials or  
Product Tested  

Key Equipment or 
Technology 

Bioburden Testing of Medical 

Products 

ISO 11737-1; 

USP <55>; 

USP <61>; 

USP <1231> 

Medical Devices, Materials 
ISO Class 5 Hoods, 

Incubators 

Bacteriostasis/Fungistasis 

Testing 

ISO 11737-2; 

 ISO 11137-2;  

 USP <71> 

Medical Devices, Materials 
ISO Class 6 Cleanroom, ISO 

Class 5 Hoods, Incubators 

Bioburden Recovery 

Validation 

ISO 11737-1; 

USP <1227> 
Medical Devices, Materials 

ISO Class 5 Hoods, 

Incubators 
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