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L. PURPOSE: To delineate policies and procedures for the processing and/or manufacturing and/or release of

cellular therapies for clinical trials at the University of California, Irvine (UCI).

1. DEFINITIONS: Cell therapy refers to the transfer of a specific cell type(s) or a cellular component into a

person to treat or prevent a disease.

. POLICY:

Investigational cellular therapy products as defined above for clinical trials must utilize the UCI GMP
Facility or a UCI FACT-compliant and dedicated Cellular Processing Lab for storage, processing, and
when required, for testing prior to dosing to ensure patient safety and compliance with the
corresponding, authorized investigational new drug (IND) application.

& Any Quality Control activities required for cellular therapy release for patient use must be performed
by UCI GMP Facility or UCI FACT-compliant Cellular Processing Lab personnel.

e  Release of investigational cellular therapy products for patient dosing must be authorized by quality
control staff of the UCI GMP Facility or a UCI FACT-compliant and dedicated Cellular Processing Lab.

V. PROCEDURES:

e  Per the UCI School of Medicine Interventional Clinical Trials Policy, all cell therapy clinical trials must
be administered by one of the central research coordinating units. These units are responsible for
ensuring that investigational cellular therapy products are compliant with the above policy when
contracting with the sponsor and principal investigator of the study, in addition to ensuring other
institutional regulatory oversight.

e  Failure to meet these requirements will result in the termination of the clinical trial contract.

e  Exceptions to this policy will be reviewed and granted through the Cellular Therapies Oversight
Committee.

V. QUESTIONS:

Questions regarding this policy can be directed to Eric Vilain, MD, PhD, Vice Dean for Clinical Research
(evilain@hs.uci.edu) or Shauna Stark, MS, Assistant Dean of Research Operations (starks@hs.uci.edu).
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