
Wyeth 
November 13, 2006 

Division of Dockets Management (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Rm. 1061 
Rockville, MD 20852 

RE: Comments on Draft Guidance for Industry on Drug Interaction 
Studies - Study Design, Data Analysis, and Implications for Dosing and 
Labeling (Docket No. 2006D-0344) 

Dear Sir/Madam: 

Wyeth Pharmaceuticals is submitting comments on the FDA draft guidance for 
industry entitled, "Drug Interaction Studies -- Study Design, Data Analysis, and 
Implications for Dosing and Labeling." This draft guidance for industry was 
announced in the September 12, 2006 Federal Register (71 FR 53696-53697) . 

Wyeth is one of the largest research-based pharmaceutical and healthcare 
products companies and is a leading developer, manufacturer, and marketer of 
prescription drugs, biopharmaceuticals, vaccines, and over the counter 
medications. 

Wyeth appreciates the opportunity to comment on this draft guidance . In 
general, we recommend that the final guidance focus primarily on topics that are 
relatively well characterized i.e., drug metabolism and clinical drug interactions . 
These topics are discussed; however, the draft guidance also summarizes topics 
that are presently not as well understood or well characterized in the scientific 
community e.g ., transporters other than P-glycoprotein (P-gp) . 

Moreover, the true clinical impact of these transporter-based drug-drug 
interactions is presently not well documented . Therefore, we believe that 
information regarding transporters other than P-gp has not been demonstrated 
sufficiently to support inclusion within formal written guidance at this time . 
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Wyeth Additional comments are attached. We trust that the Agency will also take these 
comments into consideration. 

Sincerely, 

Roy J . Baranello, Jr. 
Assistant Vice President 
Regulatory Policy and Operations 
Global Regulatory Affairs 
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