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(File Attachment comment)
Hi Paul and Jim:

Please see the CMC Information Request below. We are asking for a
response by close
of business, tomorrow, November 30, 2017.

We note that the BLA submission (eCTD) has not been updated entirely for
all tests

and specifications for release of Drug Substance (3.2.S5.4.1), and Drug
Product

(3.2.P.5.1), in the submission to reflect the changes agreed upon.
Specifically, please

update the BLA to reflect the following changes:

a.

Drug Substance (3.2.5.4.1):

()

P e [ please refer to

Response to FDA Request for Information on 21 November 2017, Spark

response l.a. (1l)]

SR

[ (please refer to Response to FDA Request for Information - 15

September 2017, Under 1.4; we agree to your proposal to @y

.

()
|

[Please refer to Response to FDA Request for Information on 21

November 2017, Spark response 1.Db]

b.

Drug Product (3.2.P.5.1)

In Vitro Relative Potency of (@ by @ Assay @@
please revise from (By@ to @ [ please refer to Response to FDA
Request for Information on 21 November 2017, Spark response l.a. (1l)]

c.
Accordingly please update all the stability plans to the revised
acceptance

criteria for pH (Y@M, NN, in vitro

relative

potency of (@M Dy B)@m assay (Gy@mmmm) ., and in vitro

relative

potency of (EN@NIIIII assay  (Gy@m) -
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