GENEWIZ Quality System

Developed to support GENEWIZ operations, the GENEWIZ Quality System ensures that quality is built into all aspects
of our services. For the customer, the GENEWIZ Quality System means strict regulatory adherence and consistency in
all your data.

The GENEWIZ Quality System ensures quality through initiatives in design, assurance, and infrastructure.

Quality by Design

+ GENEWIZ GLP-compliant laboratories in New Jersey
« Regulatory compliance and SOP training
« Method and Assay Validation procedures
« Customized Test Study Protocol Preparation and Reporting to each customer's requirements.

+ Vendor Qualification Program to ensure use of vendors that meet GENEWIZ Quality System standards

Quality by Assurance

 GENEWIZ Out of Specification (QOS) Investigation System: to investigate unexpected and abnormal resuits

« Corrective Action/Preventive Action (CAPA) System: to identify problem root cause and continuously improve quality

« Quality Trending System: to identify variations or trends in data.

« Regular internal audits and management reviews

Quality by Infrastructure

« GENEWIZ Sample Handling and Tracking System: to control sample check-in, processing, storage, and disposal

« Laboratory with restricted access

« Installation, Operational, and Performance Qualification (IQ/OQ/PQ) Program all instruments used for GLP projects

« On-site fire-resistant data archiving

- Offsite data backup storage

GENEWIZ
Trusted Partner for Regulatory-Compliant DNA Services

GENEWIZ Headquarters
115 Corporate Blvd.
South Plainfield, NJ 07080

GENEWIZ Maryland Laboratory
20271 Goldenrod Ln
Germantown, MD 20875

GENEWIZ San Diego Laboratory
505 Goast Bivd. South
La Jolla, CA 92037

Sales & Support:
glp@genewiz.com
dnaseq@genewiz.com
1-908-222-0711 (voice)
1-908-333-4511 (fax)
1-877-GENEWIZ (toll free)

WWW.g iz.com

GLP / Regulatory-Compliant Services

DNA Sequencing
+ Double strand sequence confirmation
* Primer walking
* Nucleic acid extraction
« Reverse transcription PCR and sequencing
« PCR amplification and sequencing

Plasmid Preparation
* Mini-to-giga scales
+ Sequence confirmation
* Restriction enzyme digestion confirmation
+ Endo-free options.

@’f G E N E W I Z® * Custom Certificate of Analysis

Solid science. Superior service.



Why GLP?

Do you need GLP level services?

Plan now for future needs

GLPk G
development. GLP requirements are for non-clnical safety studies of drug
chemicals, and food control,
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Good Laboratory Practice (GLP) embodies a set of principles that provides a
framework within which laboratory studies are planned, performed, monitored,
recorded, reported and archived. These studies are undertaken to generate data by
which the hazards and risks ... can be assessed for pharmaceuticals, agrochemicals,
veterinary medicines, industrial chemicals, cosmetics, food and feed additives, and
biocides. GLP helps assure regulatory authorities that the data submitted are a true
reflection of the results obtained during the study and can therefore be relied upon
when making risk/safety assessments.
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Mecicnes and Healthcare products Regulatory Agency (MHRA)

agricultural pesticide

GENEWIZ GLP DNA Sequencing and Plasmid Preparation Services

GENEWIZ provides GLP (regulatory submission) DNA sequencing and plasmid preparation services to the nation's top pharmacettical,
wtical, biotechnology and clinical insttutions. You can expect Qualty, Reliabiity, and Ease of Collaboration from our scientific
and quaity thatyour fully met.

Services Include
DNA Sequencing Services Plasmid Preparation Servi
« Double strand sequence confirmation « Mini-o-giga scales
« Primer walking « Restiction enzyme digestion confimation
Jeic acid extraction « Sequence confirmation
« Reverse transcription PCR and sequencing « Endo-free options
+ PCR ampliication and sequencing « Custom Certiicate of Analysis
Final Report and Deliverables

vl provide an electronic and a bound, writen report that can be easily incorporated into
‘your regulatory submission. The final report includes:

« Description of allutiized materials and procedures
assemblies and the graphic Contig overview

=+ Consensus sequences

« Details of the mutations and insertions/deletions detected, if applicable

« Raw sequence data with accompanying quality scores

« Certiicate of analyss, if applicable:

« Signed QAU Statement

All of our GLP DNA Sequencing Services provide at least 4-fold coverage of sequences of interest.

All GLP project-related documentation is archived for five years.
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Our experienced PhD scientsts can determine the appropriate level of regulatory oversight and requirements for your current project and future goals. Our
familiariy with and understanding of regulatory requirements, research flexibilty, pace, cost, and qualty assurance ensures that you receive the level of services

suitable for your project

We work with you and design a specific plan for your project that surpasses your expectations. We have decades of PhD-level
research and development experience that is pariayed into the best sirategy and execution of your project. We guide you through

How do you benefit from the GENEWIZ Experience?

Design
Quality by: Assurance
Infrastructure

Case Study

tep u can ¥
We have gained the trust and repeat business of large, intenational i ind small biotech
dedication and:

« Technical consulation with dedicated PhD Study Director
« Fully customized services

« Validated SOPs, equipment, and facilty

« Intermal and client audits
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Audit Regulatory Compliance

Cusiomer requesis an audit From the moment samples amive, your GLP project is GLP
facil i it

Regulatory DNA Seq ipport Cell Bank C! iz submission
Client Profile
An intemational pharmaceutical, biopharmaceutical and medical device outsourcing company had a customer that was
developing a jent. The company Cel Banks for salety studies with the ulimate goal to

move the studies through pre-ciincal tials.

Business Needs
The company had a series of mammalian cell banks that needed GLP-evel Cell Bank Characterization. As part of the

requirements, i

DN ply with FDA regulations.

Technical Challenge

‘The company required the confirmation sequencing of transcripts from a stably transfected Master Cell Bank and an End of
Production Cel Bank as well used in their

GENEWIZ Solutions.

GENEWIZ assigned a PhD Study Director the client

understood. Through this individualized interaction and creative study design, GENEWIZ taiored a Study Protocol that it the
one of high qualiy reslfs. The GENEWIZ placed
in ualty red that in a timely, g

Results

By working closely with the client, GENEWIZ designed a strategy in the original constructs and
returmed high GENEW

ime.

of use, qualty, time.
evaluation by their intemal Qualty Control Unit of the completed GENEWIZ Study Report.

GENEWIZ Management Process of GLP Regulated Services

Customer inquiry

Y
GENEWIZ assigns a dedicated, PhD Study Director
A\
Study Director consults with customer to understand Needs, Wants, and Goals
A\
Through individualized interaction, GENEWIZ tailors a Study Protocol that fts client’s needs
A\
GENEWIZ Quality Assurance Unit approves Study Protocol
A\
Client approves Study Protocol, sends sample(s)
Y
GENEWIZ GLP Unit receives samples and assigns unique identifier
A\
Project completed under FDA regulations described in GFR Title 21, Part 58
Y

GENEWIZ Quality Assurance Unit and Study Director ship signed Study Report

Documentation Final Report

ments of cGMP compi ot

d data and documentations are signed > Statement confirming that all work was
s " accordar

l
rdance with the reguiations.



