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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: 16 March 2027

Certificate Number: AT-1382.01

CERTIFICATE OF ACCREDITATION

The ANSI National Accreditation Board
Hereby attests that

Nelson Laboratories, LLC
1500 West Thorndale Avenue

Itasca, IL 60143

Fulfills the requirements of

ISO/IEC 17025:2017
and

Good Laboratory Practice for Nonclinical Laboratory Studies, Title 21 
CFR Part 58 Accreditation Program

In the field of

TESTING 

This certificate is valid only when accompanied by a current scope of accreditation document.
The current scope of accreditation can be verified at www.anab.org.
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SCOPE OF ACCREDITATION TO ISO/IEC 17025:2017 

GOOD LABORATORY PRACTICE FOR NONCLINICAL LABORATORY STUDIES, 
TITLE 21 CFR PART 58 ACCREDITATION PROGRAM 1

Nelson Laboratories, LLC

1500 West Thorndale Avenue
Itasca, IL 60143

Shana Sanders     630-285-9121
SSanders@nelsonlabs.com

TESTING 

Valid to: March 16, 2027 Certificate Number: AT-1382.01

Microbiological1

Specific Tests and/or 
Properties Measured

Specification, Standard, 
Method, or Test Technique

Items, Materials or 
Product Tested 

Key Equipment or 
Technology 

Bacterial Endotoxins

NEL-STP-0046;
USP<85>; 
USP<161>; 
EP 2.6.14  

JP 4.01
ANSI/AAMI ST72

Medical Devices,
Pharmaceuticals, Tissues Microplate Reader

Bioburden 
NEL-STP-0036;

ISO 11737-1
Medical Devices,

Pharmaceuticals, Tissues 
Biosafety Cabinet, Incubators, 

Laminar Flow Hood

Biological Indicator Sterility

NEL-STP-0079;
ISO 11138-1 to -4; 

USP<55>; 
ISO 11135; 

AAMI TIR 14

BIs, PCDs
BI Sterility Suite

ISO Class 5 Hoods
Incubators 

Product Sterility
Bacteriostasis / Fungistasis

NEL-STP-0077;
NEL-STP-0078; 

ISO 11737-2; 
USP<71> 
EP 2.6.1 
JP 4.06

Medical Devices,
Pharmaceuticals, Tissues 

Product Sterility Suite
ISO Class 5 Hoods

Incubators 

Biological Indicator
Population Verification

(Enumeration and Specified 
Organisms)

NEL-STP-0045; 
USP<55>; 

ISO 11138-1 

Medical Devices,
Pharmaceuticals

Incubators 
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Microbiological1

Specific Tests and/or 
Properties Measured

Specification, Standard, 
Method, or Test Technique

Items, Materials or 
Product Tested 

Key Equipment or 
Technology

Organism Identification
(Genetic and Gram Stain)

NEL-STP-0173;
NEL-STP-0105;

USP<1113>

Medical Devices,
Pharmaceuticals

Genetic Sequencer, 
Thermocycler, Automated 
Gram Stainer, Biosafety 

Cabinet, Microscope

TOC
NEL-STP-0028 based on

USP<643>
Medical Devices,
Pharmaceuticals

Washer/Disinfectors
Sterilizers (Steam)

UV/VIS Spectrophotometer

Radiation Dose Unit
NEL-STP-0044
ISO 11737-1
ISO 11737-2

Medical Devices

Biosafety Cabinet, 
Laminar Flow Hood

Product Sterility Suite
ISO Class 5 Hoods

Incubators

Mechanical

Specific Tests and/or 
Properties Measured

Specification, Standard, 
Method, or Test Technique

Items, Materials or 
Product Tested 

Key Equipment or 
Technology

Particulates

NEL-STP-0011 based on
USP<788>,<789>,
EP 2.9.19, 2.9.31,

BP Appendix XIII A,
BH EN 45502-1, 45502-2-1

ISO 8536-4

Medical Devices, Injectables 
and Ophthalmic Solutions,
Pharmaceutical Products

Liquid Particle Counting
System, Microscope

Chemical

Specific Tests and/or 
Properties Measured

Specification, Standard, 
Method, or Test Technique

Items, Materials or 
Product Tested 

Key Equipment or 
Technology

Ethylene Oxide (EO)
Residual Analysis

NEL-STP-0016 based on
ANSI/AMMI/ISO 10993-7, 

2008;
USP <621>

Medical Devices Gas Chromatograph (GC)

Water Purity Analysis
TOC

NEL-STP-0028 based on
USP<643>

Water – USP TOC Analyzer

Water Conductivity NEL-STP-0147 USP <645> Water – USP Conductivity Meter

pH NEL-STP-0029 USP <791> Water – USP pH Meter
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Note:

1. Microbiological testing is in conformance to the U.S. FDA GLP (Good Laboratory Practice) Regulations per 21 CFR Part 58.

2. This scope is formatted as part of a single document including Certificate of Accreditation No. AT-1382.01.
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6280 S. Redwood Road, Salt Lake City, UT, 84123 

+1 (801) 290-7500       |      nelsonlabs.com 

RE: Statement of Compliance to GDUFA Self-Identification Requirement 

17 Jan 2025 

Dear Sponsor, 

Nelson Laboratories, LLC (NL), a Sotera Health Company, is a provider of full, life-cycle 

microbiology testing services for pharmaceutical, medical device, natural products, and 

processed tissue industries. NL’s main facility is in Salt Lake City, Utah, with Sotera Health 

located in Broadview Heights, Ohio. 

Under the Generic Drug User Fee Amendments of 2012 (GDUFA), all facilities involved in the 

manufacture and testing of human generic drugs are now required to electronically self-identify 

with the FDA. 

GDUFA has a list for the facilities that renew their registration. Our registration can be found on 

the FDA’s website: Generic Drug Facilities, Sites and Organization Lists | FDA for the current fiscal year. 

Darcy Bulkley 
Regulatory Affairs Manager 
Nelson Laboratories, LLC 
dbulkley@nelsonlabs.com 
O: 801-290-9009 

Docusign Envelope ID: 316FA3B1-430A-46D5-8F62-6B76211378D7
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 04 Sep 2024 

Regulatory Inspection History, GMP and GLP Compliance, and Debarment Statement 

Dear Sponsor, 

Nelson Laboratories (NL), LLC located at 1500 W. Thorndale, Itasca, IL 60143, is audited by the U.S. Food 
and Drug Administration (FDA) according to current good manufacturing practices (GMP), good 
laboratory practices (GLP), and good tissue practices (GTP), as applicable. We are also currently ISO 
17025:2017 accredited by the ANSI- ASQ National Accreditation Board (ANAB) as a testing laboratory. 

We certify that the facility, tests, and controls that are used in the analysis of your products are in 
compliance with the following: 

 Current Good Manufacturing Practices, as codified in 21 CFR 210/211 and 820
 Current Good Tissue Practices, as codified in 21 CFR 1270/1271
 Current Good Laboratory Practices, as codified in 21 CFR 58 or 40 CFR 160, when requested.
 Current E.U. and TGA Good Manufacturing Practices

10 Year Regulatory Inspection History 

Date Inspection Scope 
2016 11 Mar  CDRH, CDER, CBER, CVM  

2018 06-08 Nov CDER, CVM 

2021 14 Apr *FDA 4003a Document audit 

2024 22-25 July Pharma GMP  

Pursuant to Section 306(k) of the Federal Food, Drug, and Cosmetic Act (the Act) (21 D.S.C. 335a (k), as 
amended by the Generic Drug Enforcement Act of 1992 (GDEA), NL certifies that it did not and will not use 
in any capacity the services of any person debarred under subsection (a) or (b) of the Generic Drug 
Enforcement Act of 1992. No person employed by NL has currently or in the past five (5) years been 
convicted of any crime described in Sections 306 (a) or (b) of the Generic Drug Enforcement Act of 1992. 
NL has not been debarred by the FDA and is not currently involved in any debarment proceeding with the 
FDA. 

Sincerely, 

Rob Thoreson 
Director of Quality Assurance 
801-290-7618
RThoreson@nelsonlabs.com

1500 W Thorndale 
Itasca, IL 60143 

630-285-9121|
nelsonlabs.com

Docusign Envelope ID: 80C582A9-4C8B-45CB-9964-61F4C7EB089B
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