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Guidance for Industry and FDA Staff: Classification of Products as Drugs and Devices
and Additional Product Classification Issues, Draft Guidance, June 2011

Guidance for Industry and FDA Staff: Interpretation of the Term “Chemical Action” in
the Definition of Device Under Section 201 (h) of the Federal Food, Drug, and Cosmetic
Act, Draft Guidance, June 2011

How to Write a Request for Designation (RFD), U.S. Department of Health and Human
Services, Food and Drug Administration, Office of the Commissioner

Office of Combination Products, April 2011

Guidance for Industry: New Contrast Imaging Indication Considerations for Devices and

Approved Drug and Biological Products, December 2009
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Guidance for Industry and FDA Staff: Early Development Considerations for Innovative
Combination Products, September 2006

Guidance for Industry and FDA Staff: Application User Fees for Combination Products,
April 2005

Current Good Manufacturing Practice for Combination Products (Draft Guidance),
DEPARTMENT OF HEALTH AND HUMAN SERVICES, Food and Drug Administration, 21 CFR Part
4, January 2013

Guidance for Industry and FDA Staff: Submission and Resolution of Formal Disputes
Regarding the Timeliness of Premarket Review of a Combination Product, May 2004

Guidance on Fixed Combination Medical Products, European Medicines Agency, February
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