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Hi Dr L'Italien,

Please find attached an information request we’d like for you to respond to by COB
May 7, 2019.

Please acknowledge receipt.

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.gov
(2]

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL,
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.



Comments on LRP template submitted to BLA 125694/0.24 on 8™ Jan 2019

Please make the following modifications to the Lot Release protocol (LRP):

1. On each page of the LRP template please update the cc: line to STN/License No/FC (Final
Container or Bulk).

2. On page 1 of 11, please correct the non-proprietary name to include the suffix -xioi.

3. Onpage 2 to 3 of 11, under Drug Substance table please update the specifications (see
amendment 125694/0.60) for:

a.

4. On page 8 of 11, please update:
a.

5. On page 9 of 11, in Final container table please update the specifications (see amendment
125694/0.60) for:

Identity (protein) by

6. On page 11 of 11, Sterility - please remove the test results. Instead of this, for

the , please add the test result and date tested under Safety section of the

table (page 2).

7. Please add the following additional information for the following DS assays: (Use a separate
table, to report the test fo (remove it from the table 2 under Drug Substance)

8. Please add the following additional information for the following DP assays:

a. (Use a separate table for Ir-
test page 10 of 11 and remove the test from Final Container table):



table):

i. Foreach of the-
1.

ukwnN

: (Use a separate table for
and remove the test from page 10 of 11 of the Final Container

independent valid assay results, provide:
The lot number of the assay reference standard:

The slope of the assay reference standard:

The lot number of the assay control:

The relative potency of the assay control:

The relative potency of the test sample:




9. Please update the numbering of the Tables





