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Food and Drug Administration

5630 Fishers Lane, Rm. 1061
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20852

Re: Docket No. 2006D-0344, CDER 20051

Dear Sir/Madam:
We would like to submit comments to the draft guidance document entitled: Guidance for Industry on
Drug Interaction Studies - Study Design, Data Analysis, and Implications for Dosing and Labeling.

The guidelines contain parameters to determine a properly functioning PGP-containing cell model system.
We believe these should be the primary determinants in the guidance - as opposed to type of membrane
used to culture the cells. For example, PC and PET are functional equivalents and there are several
references in the literature to support this (see references below). However, the guidance indicates PC
membranes are preferred.

Allowing multiple sources of membranes assures a more stable supply (e.g., the sole source high quality
polycarbonate film which was the basis for the TC membranes was discontinued).

As this is in the interest of all parties we respectfully suggest the guidance be modified to reflect
acceptance of PET membranes.

Kind regards,

Charles L Crespi, Ph.D.

David Stresser, Ph.D.

Marshall Kosovsky, Ph.D.

BD Biosciences Discovery Labware

Woburn, MA USA
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