Table 5: Vendor and Lab Information for Biocompatibility Testing Service

S/N|Vendor Description Service Area Certified Location Contact Info
1 |Toxicon* A life science company  |Analytical ISO, FDA, MA, MN, Tel: 781.275.3330
and Contract Research  |Biocompatibility — |GLP&GMP India, Japan [800.458.4141
Organization that Microbiology and Belgium |E-mail: info@toxikon.com
conducts compliance Japanese
studies for product safety |Genetic Toxicology
Reproductive and
Developmental
Toxicology
2 |SGS Northview|A provider of Comprehensive  [DIN, EN, ISO,  [NJ, IL, Tel: 888.747.8782
Laboratories, |Biocompatibility tests for |services. FDA, USDA Canada,
Inc. medical device and Belguim,
pharmaceutical France,
Germany
Switzerland,
India,
Thailand
Sinapore,
China,
Taiwan
3 |Pacific An independent EU/ISO, USDA |CA Tel: 510.964.9000
BiolLabs (PBL} |laboratory offering cGMP and NIH Fax: 510.964.0551

and GLP testing services

Email:
infoweb@PacificBiolabs.com
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Tel: 301.975.4016

Laboratories

laboratory that supports
medical device,
pharmaceutical, and
nutraceutical industries.

tests of initial and
supplementary
evaluation

FDA Registered

NVLAP* National Voluntary Provide third-party (ISO, IEC MD
Laboratory Accreditation |accreditation to Fax: 301.926.2884
Program, part of the testing and Email: nvlap@nist.gov
Standards Services calibration
Division within NIST's laboratories
Tech. Services.

A2LA* American Association for |[Comprehensive  [ISO/IEC MD Tel: 301.644.3248
Laboratory Accreditation, |services in lab Fax: 301.662.2974
a nonprofit, non-gov, accreditation and
public service, laboratory-related
membership society training

Nelson An independent testing  |Biocompatibility  |ISO, uT 6280 So. Redwood Road

Salt Lake City, UT
84123-6600-80
Tel: 800.826.2088

NAMSA

A private company
focusing on testing
services of medical device
and pharmaceutical

All biocompatibility
tests

industries.

1SO,
FDA Registered

OH

6750 Wales Road
Northwood, Ohio 43619 USA
US Tel: 866.666.9455
Outside US Tel: 419.666.9455
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S/N |Vendor Description Service Area Certified Location Contact Info
8 |Ethox Provides the medical Toxicology, IS0, NY 251 Seneca Street
International |device and analytical FDA Buffalo, NY 14204
pharmaceutical industries|chemistry, Registered, Tel: 800.521.1022
integrated OEM design  |microbiology GLP/GMP/QSR Contact: ethoxint.com
and manufacturing,
sterilization, toxicology,
analytical chemistry, and
microbiology.
9 |SPS Medical |One of the largest Sterilization 1SO NY 6789 W Henrietta Road
sterilizer testing maonitoring and Rush, NY 14543
laboratories package testing Tel: 800.722.1529
services
10 |Japan Food |Analytical services in Biocompatibility  |{ISO, MHLW,  |[Japan 52-1 Motoyoyogi-cho, Shibuya-
Research Japan for medical devicesjtests FSIS ku, Tokyo 151-0062, Japan
Laboratories  |and medicines, etc. http://www.jfrl.or.jp/e/index.htm
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