Accepted Manuscript

7 INTERNATIONAL JOURNAL OF

Title: Generic Drug Device Combination Products:
Regulatory and Scientific Considerations

Authors: Stephanie H. Choi, Yan Wang, Denise S. Conti, Sam
G. Raney, Renishkumar Delvadia, Andrew A. Leboeuf,
Kimberly Witzmann

PII: S0378-5173(17)31095-5

DOI: https://doi.org/10.1016/j.ijpharm.2017.11.038
Reference: IJP 17158

To appear in: International Journal of Pharmaceutics
Received date: 24-8-2017

Revised date: 16-11-2017

Accepted date: 19-11-2017

Please cite this article as: Choi SH, Wang Y, Conti DS, Raney SG, Delvadia R,
Leboeuf AA, Witzmann K, Generic Drug Device Combination Products: Regulatory
and Scientific Considerations, International Journal of Pharmaceutics (2010),
https://doi.org/10.1016/j.ijpharm.2017.11.038

This is a PDF file of an unedited manuscript that has been accepted for publication.
As a service to our customers we are providing this early version of the manuscript.
The manuscript will undergo copyediting, typesetting, and review of the resulting proof
before it is published in its final form. Please note that during the production process
errors may be discovered which could affect the content, and all legal disclaimers that
apply to the journal pertain.


https://doi.org/10.1016/j.ijpharm.2017.11.038
https://doi.org/10.1016/j.ijpharm.2017.11.038

Generic Drug Device Combination Products: Regulatory and Scientific

Considerations

Stephanie H. Choi®®, Yan Wang?, Denise S. Conti?, Sam G. Raney?, Renishkumar Delvadia?, Andrew A.

Leboeuf®, Kimberly Witzmann®

40ffice of Research and Standards, Office of Generic Drugs, Center for Drug Evaluation and Research,

Food and Drug Administration, Silver Spring, Maryland, USA

POffice of Generic Drug Policy, Office of Generic Drugs, Center for Drug Evaluation and Research, Food

and Drug Administration, Silver Spring, Maryland, USA

“To whom correspondence should be addressed. Mailing address: 10903 New Hampshire Ave. Silver

Spring, MD 20993. Office number: 240-402-7960. Fax number: 240-276-9327. Email:

Stephanie.Choi@fda.hhs.gov.

This article reflects the views of the authors and should not be construed to represent the views or policies

of the U.S. Food and Drug Administration (FDA or the Agency).

Graphical abstract

Page 1 of 38



Download English Version:

https://daneshyari.com/en/article/8519823

Download Persian Version:

https://daneshyari.com/article/8519823

Daneshyari.com


https://daneshyari.com/en/article/8519823
https://daneshyari.com/article/8519823
https://daneshyari.com/

