From: Khurana, Taruna

Sent: Monday, June 20, 2016 8:37 AM

To: 'Margaretten, Nadine'

Cc: Sweeney, Colleen; Steele, Matthew

Subject: RE: Status, HDM BLA 125592: revised mockup for blister for CBER review

Thank you Nadine,
Please provide revised mock up for carton label for review.

Taruna

Taruna Khurana, Ph.D.

Regulatory Project Manager

Food and Drug Administration

Center for Biologics Evaluation and Research
Office of Vaccines Research and Review
Division of Vaccines and Related Product Applications
10903 New Hampshire Avenue

Silver Spring, MD 20993

Tel: 301-796-2640

Fax: 301-827-3532

Email: Taruna.Khurana@fda.hhs.gov

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 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 received this document in error, please
immediately notify the sender by e-mail or phone.

From: Margaretten, Nadine [mailto:nadine_margaretten@merck.com]

Sent: Friday, June 17, 2016 11:13 AM

To: Khurana, Taruna

Cc: Sweeney, Colleen; Steele, Matthew

Subject: RE: Status, HDM BLA 125592: revised mockup for blister for CBER review

Dear Taruna, thank you very much for the feedback on the blister! | will inform the team to expect
comments on the carton. The team has an updated mockup on the carton which we can provide as it
might be helpful to you.

Best regards, Nadine


mailto:Taruna.Khurana@fda.hhs.gov
mailto:nadine_margaretten@merck.com

From: Khurana, Taruna [mailto:Taruna.Khurana@fda.hhs.gov]

Sent: Friday, June 17, 2016 10:27 AM

To: Margaretten, Nadine

Cc: Sweeney, Colleen; Steele, Matthew

Subject: RE: Status, HDM BLA 125592: revised mockup for blister for CBER review

Hello Nadine,

The revised mockup blister label reflecting all the changes as suggested by the Agency is
acceptable.

Your carton label query is under discussion and any comments and issues will be
communicated.

Thank you
Taruna

Taruna Khurana, Ph.D.

Regulatory Project Manager

Food and Drug Administration

Center for Biologics Evaluation and Research
Office of Vaccines Research and Review
Division of Vaccines and Related Product Applications
10903 New Hampshire Avenue

Silver Spring, MD 20993

Tel: 301-796-2640

Fax: 301-827-3532

Email: Taruna.Khurana@fda.hhs.gov

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 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 received this document in error, please
immediately notify the sender by e-mail or phone.
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