
From: Krissy.Carrington@sanofipasteur.com 
To: Hoffman, Kelsy 
Cc: Rivers, Katie 
Subject: RE: Information Request for BLA125563/0 
Date: Friday, October 10, 2014 4:57:57 PM 

 
 

Thank you very much for the quick response and clarification.  Kind regards, 
Krissy 

 
 

From: Hoffman, Kelsy [mailto:Kelsy.Hoffman@fda.hhs.gov] 
Sent: Friday, October 10, 2014 4:25 PM 
To: Carrington, Krissy (sanofi pasteur) 
Cc: Rivers, Katie 
Subject: RE: Information Request for BLA125563/0 

 

 
Krissy, 

 
 

CBER’s comment is referring to the three facilities that manufacture the product and MCM Vaccine 
Company.  Please clarify if the MCM Vaccine company is the license holder and uses the three 
facilities (Sanofi Pasteur Limited, Sanofi Pasteur, and Merck) as contract manufacturers.   If not, 
please describe the manufacturing relationship between all four companies (MCM, Sanofi Pasteur 
Limited, Sanofi Pasteur, and Merck). 

 
It is acceptable to send the IR response via email by October 17, 2014, along with ESG submission 
the following week. 

Please let me know if you have any further questions. 

Thanks, 
Kelsy 

 
 

Kelsy F. Hoffman, Ph.D. 
Regulatory Reviewer/Project Manager 
FDA/CBER/OVRR/DVRPA 
10903 New Hampshire Ave. 
WO71-3205 
Silver Spring, MD 20993-0002 
Office- 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 
immediately by e-mail or phone. 

 
 

From:  Krissy.Carrington@sanofipasteur.com  [mailto:Krissy.Carrington@sanofipasteur.com] 
Sent: Friday, October 10, 2014 4:00 PM 
To: Rivers, Katie 



Cc: Hoffman, Kelsy 
Subject: RE: Information Request for BLA125563/0 

 

 
Dear Katie, 
This e-mail is a request to seek clarification regarding Question. 1.  The question listed three 
manufacturing facilities: 

· Sanofi Pasteur Limited Ontario, Canada (FEI: 3002888623) 
· Sanofi Pasteur ) 
· Merck Sharp & Dohme Corp.  

 
However, CBER also referred to the following: 
The relationship is referred to as a “partnership”, “co-developers”, or “joint collaboration.”  Please indicate if the  three 
facilities listed above are considered contract manufactures to MCM Vaccine Co. or if the manufacturing is considered 
either a shared manufacturing or divided manufacturing paradigm between the four facilities. 

 
Could you clarify what four facilities CBER is referring to? Thank you. 

 
 

I would also like to have your permission to send the IR response via e-mail by the 17th October 
2014 due date followed by the ESG submission the following week.  Thank you for your approval of 
this proposal.  Kind regards, 
Krissy 

 
 

From: Rivers, Katie [mailto:Katie.Rivers@fda.hhs.gov] 
Sent: Friday, October 03, 2014 10:25 AM 
To: Carrington, Krissy (sanofi pasteur) 
Cc: Hoffman, Kelsy 
Subject: Information Request for BLA125563/0 

 
Dear Ms. Carrington, 

 
We have the following information request (IR) for your BLA, STN125563/0: 

 

 
1.  There is no clear description in your BLA application as to the exact working 

relationship between MCM Vaccine Company and the following facilities: 
 

· Sanofi Pasteur Limited Ontario, Canada (FEI: 3002888623) 
 

 
· Sanofi Pasteur  

· Merck Sharp & Dohme Corp.  

The relationship is referred to as a “partnership”, “co-developers”, or “joint 
collaboration.”  Please indicate if the three facilities listed above are considered 
contract manufactures to MCM Vaccine Company or if the manufacturing is 
considered either a shared manufacturing or divided manufacturing paradigm between 
the four facilities. 

 
2.  Please provide the following information: 

 
a.   A detailed description of how MCM Vaccine Company will ensure that the 

(b) (4)
(b) (4)

(b) (4)

(b) (4)



manufacture of the drug substance and drug product complies with the applicable 
provisions of the BLA and the applicable regulations since the license holder has 
the ultimate responsibility of ensuring compliance. 

 
b.  A detailed description of how communications between the three facilities and 

MCM Vaccine Company will occur in instances such as manufacturing deviations 
and investigations. 

 
c.   A list of all standard operating procedures applicable to the working arrangement 

between the four facilities, as applicable. 
 
Please reply to this IR by Friday, October 17, 2014.  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 

 
Please note that our mailing address for regulatory submissions has changed, the new mailing address 
is: 
Food and Drug Administration 
Center for Biologics Evaluation and Research 
Document Control Center 
10903 New Hampshire  Ave 
WO71-G112 
Silver Spring, MD 20993-002 

 
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. 

 
 
 

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 unsubscribe 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 à la divulgation en vertu de la loi. Si vous n'êtes 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 reçu cette 
communication par erreur, veuillez immédiatement en avertir l'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. 



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 
proh bited. 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 unsubscribe from our electronic mailing list, click here. 

 
Cette communication ainsi que tout document joint aux presentes peut contenir des renseignements proteges par des droits, 
confidentiels ou soustraits a Ia divulgation en vertu de Ia loi. Si vous n'etes pas le destinataire prevu, veuillez prendre note que Ia 
revision, Ia divulgation, Ia distr bution ou Ia reproduction de cette communication sont strictement interdites. Si vous avez regu cette 
communication par erreur, veuillez immediatement en avertir l'expediteur par retour de ce courriel, et supprimer Ia communication de 
votre ordinateur. Pour retirer vos coordonnees de notre lisle d'envoi electronique,  c jqyer jcj 




