Sample C: CIRM MANUFACTURING PLAN SYNOPSIS TEMPLATE
TEST ARTICLE
Describe the Test Article
STARTING CELL
Specify starting cell line or cellular source
MANUFACTURING PROCESS
Provide a brief description of the manufacturing process
Provide a flow diagram of the process from starting cell source to final test article
Describe the plan for shipment of released lot from the manufacturing facility to clinical sites
and describe the steps that will be performed at the clinical site
PROCESS DURATION
Specify the duration of a manufacturing run and time required to test and release a lot
PRODUCT RELEASE
Provide a list of the product release assays and acceptance criteria
IDENTITY ASSAY
Briefly describe the Identity assay(s)
POTENCY ASSAY
Briefly describe the Potency assay(s)
ADDITIONAL CHARACTERIZATION
Briefly describe any additional characterization assays routinely performed (but not required
for lot release)
LOT SIZE
Specify the average lot size (number of doses/treatments)
LOT REQUIREMENTS FOR PROPOSED CLINICAL WORK
Indicate the projected number of lots needed to support the proposed clinical work
LOT FAILURE
Specify the % failure of lot release
GMP MANUFACTURING FACILITY
Indicate where GMP manufacturing of the candidate cell therapy will be performed. Describe
the experience and track record of the manufacturing facility
RELEASE TESTING FACILITY
Indicate where Release Testing will be performed. Describe the experience and track record
of the testing facility

DOSE FORMULATION AT CLINICAL SITES
Briefly describe the plan for managing product quality control at clinical sites

CMC ACTIVITIES PROPOSED FOR FUNDING
Specify all CMC-related activities proposed for funding under this RFA and indicate which
activities will be funded by CIRM

RISKS
Identify potential risks (e.g. potential for clinical hold, lot failures) and mitigation strategies
TIMELINE
Provide a timeline for the manufacturing runs planned to support the proposed clinical
research and indicate relevant milestones
High Level Manufacturing Process Flow Diagram
Include - Material, Unit Operations and Analytical Methods (in process and release tests) and
Timeline

