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INDReady® produced plasmids exceed FDA and EMA regulatory
guidelines for cGMP vector production

Background

Over the last decade, there has been confusion and differing opinions on the regulatory requirements
for plasmids starting material in cGMP vector production. Some CGT vector manufacturers thought the
regulatory agencies would enforce a cGMP plasmid regulation in later phase clinical studies, while
others thought there was no requirement for cGMP starting material.

To clear the confusion, the FDA and EMA have both come out and definitively stated that there is no
requirement for cGMP starting materials®2. While both agencies have indicated that plasmid starting
material does not need to be cGMP manufactured, they did state requirements for manufacturing and
testing the plasmid starting materials®®. Reviewing these agencies’ requirements is vital to understand
what these agencies require for plasmid starting material used in cGMP vector production.

In 2002, Puresyn started a service to provide high-quality, highly documented plasmids for cGMP vector
manufacture. This service, INDReady®, was designed to exceed FDA and EMA regulatory guidance and
help keep collaborators’ clinical studies on track. A review of the agencies’ requirements and how
Puresyn’s INDReady® produced plasmids meet each requirement was produced.

Table 1: INDReady® adherence to regulatory requirements
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Cell Banking Yes Yes Yes
Bank Characterization Yes ko Yes®
Identity Yes Yes Yes
Sequencing Yes Yes Yes*
Purity Yes Yes Yes
Functionality Yes Yes No
Safety * * Yes*
Stability Yes Yes Yes*
Audit of Vendor Yes ** Yes
Risk Assessment Yes Yes Yes
Principles of cGMP Yes Yes Yes

* Sterility, Endo, RNA, Host DNA, protein, Mycoplasma
** Not specifically stated but previously recommended to start by regulatory reviewers
+Samples collected per collaborator require and sent for third-party testing
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About Puresyn

Puresyn incorporates a stringent Quality system in every aspect of our products and services and is committed
to providing our collaborators with products and services of the highest quality. To meet that goal, all Puresyn
functions are performed under the umbrella of our quality system. Puresyn maintains high standards to ensure
that products meet or exceed our established specifications and those of our collaborators. We work with our
collaborators to ensure the products and services we provide are of the highest quality possible to advance
research. Puresyn can do this through adherence to all applicable Puresyn policies and procedures, utilizing
good scientific practices, and adhering to all applicable government regulations.

Puresyn provides contract plasmid DNA manufacturing services including TransfectionReady, ResearchReady,
and INDReady® DNA for applications from Transfections to GMP Vector production, and has over 30 years of

DNA purification experience.
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