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B 1

CBER/FDA Questions/Proposals re

Epicel: Animal procurement sources

and facilities

. 1.a. Regarding animal procurement sources and

source facility controls

o FDA believes that this category of safeguards need not be applied to
Epicel.

Subcommittee ; Agree



CBER/FDA Questions/Proposals re
Epicel: Screening of the

Xenotransplantation Product

. 1.b. Regarding Pre—procedure screening of the

xenotransplantation product

o Screening for infectious agents
= FDA has requested tests on the non-irradiated and irradiated
murine cell line
o Archive samples of xenotransplantation final product and nonhuman
cells, tissues, or organs involved in manufacture
= DA requests that retention samples of murine cells and of final

patient product be archived.

Subcommittee ; Agree



CBER/FDA Questions/Proposals re
Epicel: Recipient Education and

Surveillance

. 1.c. Regarding Education and Surveillance of

the Recipient

o Informed consent
s  FDA requests informing the patients that the procedure is
considered as xenotransplantation and the nature of the final
product and potential risks
o Extent and frequency of follow-up
»  FDA has no specific recommendations
o Behavioral modifications

= FDA has no specific recommendations

Subcommittee ; Agree 6, Disagree 6 , Abstain 2



CBER/FDA Questions/Proposals re
Epicel: Recipient Education and

Surveillance

« 1.c. Regarding Education and Surveillance of

the Recipient

o Archives of patient samples
= Since no known agents have been identified in the murine cell
line, FDA requests no passive monitoring, but rather archiving
baseline patient samples and samples as indicated only for
suspicious infectious episodes. It is acknowledged that long-term
recipient cooperation would be integral in compliance with this
request.
o Hospital infection control and health care workers
= Since no known agents have been identified in the murine cell
line, FDA has no specific recommendations beyond standard

precautions

Subcommittee ; Agree



CBER/FDA Questions/Proposals re
Epicel: Database

. 1.d. Regarding a database with ability to
track adverse events to animal source,

patient, protocol, etc

o Sponsor’s database currently includes demographic data, clinical
outcome and adverse event data.
o FDA recommends the database should also include ability to:
s« Link the lot number of the 3T3 cells to the patient
v Identify the data and location of any archived samples of the final
product, and samples from the patient
«  Document clinical episodes potentially related to murine-derived
infectious agents (e.g., fever of unknown etiology, neoplastic

conditions, neurological disorders)

Subcommittee ; Agree 13, Disagree 1, Abstain0



CBER/FDA Questions/Proposals re
Epicel: Blood donor deferral

. 1.e. FDA recommends that information on blood
donor deferral be made available to the
recipient, and requests the committee’ s
opinion on the whether deferral should be

recommended for:

o xenotransplantation product recipient
= FDA recommends deferral
o close contacts
= FDA recommends that deferral is not necessary in the case of
Epicel.
o certain health care workers
= FDA recommends that deferral is not necessary in the case of

Epicel.

Subcommittee ; Agree 6, Disagree 10 , Abstain 0
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