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Good evening Dr L'Italien,

With regard to BLA 125694 /0 we have the following CMC information request.
Please respond no later than May 10, 20109.

1

4.

We note you have not provided the executed report which demonstrates that
you have control over the labeling of the frozen DP. Please provide report 1121-
validation of labeling for the DP referenced during the teleconference with FDA
on May 2 2019, or additional data which demonstrates this process is validated
and under control.

. Regarding the carton artwork submitted on May 2, 2019 in submission number

75, we do not agree with the statement “Infuse Within. days of receipt or prior
to expiry.” Please change this to “Must use within. days of receipt” or “Infuse
within. days of receipt” and submit the revised carton artwork.

. Please confirm that DP vials will not be distributed if they have less than.

days of shelf life remaining.

According to SOP-330, vector reference standard lots are monitored at least
- for long-term stability per an approved stability protocol. Please
provide this stability protocol.

In follow up to our May 2, 2019 teleconference, we continue to agree with your
updated DS and DP specifications. However, we do not agree with your plan to re-
test DP lots that are close to their expiration date. The DP shelf life will be 12 months
from the day of filling.

Please acknowledge receipt of this email.

Regards,

Candace N. Jarvis

Regulatory Project Manager

Center for Biologics Evaluation and Research
Office of Tissues and Advanced Therapies
U.S. Food and Drug Administration

Tel: 240-402-8315

candace.jarvis@fda.hhs.¢ov
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THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTTIAL,
AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person
authorized to deliver the document to the addressee, you are hereby notified that any review,
disclosure, dissemination, copying, or other action based on the content of this communication is not
authorized. If you have received this document in error, please immediately notify the sender
immediately by e-mail or phone.





