From: Krissy.Carrington@sanofipasteur.com [mailto:Krissy.Carrington@sanofipasteur.com]
Sent: Wednesday, September 09, 2015 11:05 AM

To: Rivers, Katie

Subject: RE: STN BLA 125563: PR5I Vaccine, ® @ and IR Follow-up Information

Dear Katie,

Thank you for providing this information. | will incorporate this information into the 27 Jul 2015 IR
response/02 Sep request for specification revision tables and update Module 3 sections. Kind regards,

Krissy

From: Rivers, Katie [mailto:Katie.Rivers@fda.hhs.gov]

Sent: Wednesday, September 09, 2015 10:55 AM

To: Carrington, Krissy (sanofi pasteur)

Subject: RE: STN BLA 125563: PR5I Vaccine, ® @ and IR Follow-up Information

Dear Ms. Carrington,

We have reviewed your September 4, 2015 amendment to STN125563/0 and have the following
recommendations regarding the (b) (4) ) discussed in the July 15, 2015 e-
mail and July 24, 2015 teleconference:

1. The release specification for the ® ®) test will be (B) (4)

2. Atthis time we agree to a dating expiry period of no more than 42 months for ' (b) (4)

3. ®® commercial scale lots of (B) (4)  per year should be put on the stability program, for at
least three years. After data are accrued and reviewed for those ? lots, the results will be
evaluated by CBER and the decision to test only one lot per year on the stability program may be
made in consultation with CBER. Please acknowledge.

Please let me know if you have any questions.
Thank you,
Katie

Katie H. Rivers, M.S.

Regulatory Project Manager, RRB1
FDA/CBER/OVRR/DVRPA

10903 New Hampshire Ave., HFM-481
Silver Spring, MD 20993-0002

Phone 301-796-2640
Fax 301-595-1244



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 by e-mail or phone.

From: Krissy.Carrington@sanofipasteur.com [mailto:Krissy.Carrington@sanofipasteur.com]
Sent: Wednesday, September 02, 2015 10:20 AM

To: Rivers, Katie

Subject: RE: STN BLA 125563: PR5I Vaccine, ® @ and IR Follow-up Information

Hi Katie,

Could you provide me with an email to confirm CBER’s final position on the expiry dating and post-
approval commitment. | am in the process of finalizing the responses to the 27 Jul 2015 IR letter and
will need this information to finalize the 3.2.P.5 and 3.2.P.8 sections. Thanks so much for your help.
Kind regards,

Krissy

From: Carrington, Krissy (sanofi pasteur)

Sent: Friday, August 28, 2015 5:50 PM

To: Rivers, Katie (Katie.Rivers@fda.hhs.gov); Hoffman, Kelsy (Kelsy.Hoffman@fda.hhs.gov)
Cc: Chattopadhyay, Rana (Rana.Chattopadhyay@fda.hhs.gov)

Subject: STN BLA 125563: PR5I Vaccine, ® @ and IR Follow-up Information

Reference STN BL 125563

Re: DTaP-IPV-Hib-Hep B/PR5I Vaccine — ® 4) |nformation
Dear Katie, Kelsy,

I am providing the following information via email in order to meet the timeline committed to you 24 Jul
2015 and status update dated 17 Aug 2015.

As requested during the 24 July 2015 teleconference held between Sanofi Pasteur and CBER, an
amendment to STN BL 125563 DTaP-IPV-Hib-HepB / PR5I is being filed to include additional ® 4) re-
test results in ® @ mice only.

Following review of this information, | appreciate if | could receive via email CBER'’s final position on the
product expiry dating and post-approval stability commitment. (This will facilitate the finalization of the
Sponsors’ cGMP documentation. We intend to update any impacted (b) (4) with the 27 Jul 2015
CMC response).

Please note, additionally within this e-amendment, we are providing a correction notice for the (©) ()
Investigation Report submitted on 25 June 2015 (Sequence 0012). The notice summarizing the
corrections made to the report is provided in the attached file “01_358-PR5I Correction Notice 25 Jun
2015 Section 1.11.1 (US) Quality Information Amendment”. We are also providing a corrected report.
This report is being provided to ensure accuracy and completeness of the BLA file. Importantly, no



conclusions are impacted as a result of this update. | apologize for the inconvenience this may cause
the reviewers but wanted to inform you of the correction presented to me during the approval of cGMP
documentation/report and to update the associated license documentation.

The official e-amendment will be transmitted via ESG 01 Sep 2015. | will also send the remaining
response from the 19 Jun 2015 CMC IR letter (Question 05) via ESG 01 Sep 2015. Please do not
hesitate to contact me in case of any questions or concerns (416-667-2066).

Kind regards,
Krissy

This communication and any attachments hereto may contain information that is confidential, proprietary or not intended for disclosure. If you
are not the intended recipient, please note that any review, dissemination, use or copying of this communication is strictly prohibited. Anyone
who receives this message in error should notify the sender immediately by return e-mail, and delete it from his or her computer. To
unsubscr be from our electronic mailing list, click here.

Cette communication ainsi que tout document joint aux présentes peut contenir des renseignements protégés par des droits, confidentiels ou
soustraits a la divulgation en vertu de la loi. Si vous n'étes pas le destinataire prévu, veuillez prendre note que la révision, la divulgation, la
distribution ou la reproduction de cette communication sont strictement interdites. Si vous avez regu cette communication par erreur, veuillez
immédiatement en avertir I'expéditeur par retour de ce courriel, et supprimer la communication de votre ordinateur. Pour retirer vos
coordonnées de notre liste d’envoi électronique, cliquer ici.





