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GENEWIZ provides Good Laboratory Practice (GLP) and current 
Good Manufacturing Practice (cGMP) regulatory-compliant services 
for FDA-level applications and submissions. High quality, reliability, 
and effortless collaboration with scientific and quality assurance 
teams, as well as commitment to excellence and consistent 
communication are just some of the advantages GENEWIZ offers. 

Regulatory-compliant services available for FDA applications and submissions 

include RNA/DNA Identity and Stability Studies for: cell bank, plasmid, virus, and 

vaccine. Additional services include Single Nucleotide Polymorphism (SNP) testing, 

as well as DNA/RNA preparation for biomarker assays and validated internal 

controls.
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GLP/cGMP Regulatory-Compliant Services

Final Reports & Deliverables

GENEWIZ provides both electronic and hard-boun

Con�dence in the GENEWIZ Experience

GENEWIZ Quality System

Quality System

Quality by Design

Quality by Assurance

Quality by Infrastructure

Audit Regulatory
Compliance Documentation Final Report

Custom reports are prepared 
in accordance with GLP 
regulations for easy, direct 
submission to the FDA.

All Studies are compliant with 
GLP/cGMP regulations and 
monitored by GENEWIZ Quality 
Assurance immediately upon 
arrival at GENEWIZ.

In accordance with regulations, 
all Study documentation is 
compliant with 21 CFR 58, and 
all GLP/cGMP Study data and 
documentation are archived for 
a minimum of five years.

Customer requests audit and 
schedules GENEWIZ facility visit.

GENEWIZ Value-Added Qual i ty :  Des ign,  Assurance ,  In f ras t ruc ture

GENEWIZ assigns dedicated Study Director

Study Director consults with customer to clarify Study needs, goals, and objectives

GENEWIZ develops custom Study Protocol to meet project-specific needs

GENEWIZ Quality Assurance approves Study Protocol

Customer approves Study Protocol

GENEWIZ receives samples in an isolated Regulatory Services area, monitored by GENEWIZ QA

Study completion is compliant with all applicable federal regulations 

GENEWIZ Quality Assurance and Study Director provide customized Final Report

GENEWIZ GLP/cGMP Regulatory-Compliant Services Management Process

GENEWIZ Commitment to High Quality & Expertise

Customer sends Study sample(s)

GENEWIZ Management Process commences upon receipt of Study inquiry

Designed in accordance with the FDA Code of Federal Regulations (CFR), the GENEWIZ
Quality System and Management Process are compliant with 21CFR 58 and 21CFR 211, 600, ICH Q7A.
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