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Gary Buehler reminded all that a Citizen Petition submitted by Mylan Laboratories, Inc. (Mylan)
regarding overlays for fentanyl transdermal products is pending and that the FDA participants
would listen only and would not provide any decisions.

Mylan gave a slide presentation to support their request that all applicants of transdermal
fentanyl products be required to do the following:

1. Conduct a study to support the safe and appropriate use of a specified overlay.

2. Amend the respective labeling to provide instructions for the safe and appropriate use of
the identified and properly tested overlay.

3. Provide the properly tested overlay to patients in a responsible and controlled manner.



Mylan stated that it receives product complaints regarding its transdermal fentanyl system. A
large majority of complaints received by Mylan relate to inadequate patch adhesion, and some of
those calls have requested an overlay. Some patients state that they have previously used
Duragesic (Fentanyl Transdermal System) and have received overlays from Alza Corporation,
the holder of the approved NDA for Duragesic. Mylan does not currently provide an overlay
because they have not received approval from FDA to do so. Mylan’s current procedure is to
educate the patient on the correct application procedure.

Mylan has noted seasonal variability in adhesion complaints, with more requests for overlays
during the summer months. They also suggested that the adhesion problem is more prominent
with the increasing use of the product by relatively healthy chronic pain patients who are
physically active.

Mylan presented data regarding the bioavailability of their product with an overlay. Two
different overlays were evaluated in separate studies. Mylan also presented information
regarding the transient elevations in fentanyl concentrations that they have observed in their
bioequivalence studies.

In response to a question, Mylan stated that they have no information showing that any overlay
would affect the bioavailability of fentanyl from any patch. They have received reports of
patients using a wide variety of adhesive supports, ranging from band-aids or gauze wraps to
duct tape or Super Glue. They believe that a specific type of tape or overlay needs to be
specified to ensure the safe use of fentanyl transdermal systems.

J&IJ briefly summarized the results of their recent overlay study.

J&IJ also discussed the process by which they have provided overlays to their patients. First they
determine whether it is the Duragesic patch. If it is the Sandoz or Mylan patch, they give the
patient the appropriate contact information. They reinforce the application instructions. If the
patient calls again and is still having problems, they are instructed to use first aid tape, and if
they call back again with continued adhesion problems, then they are provided with a 4-month

supply of overlays. Patients reporting irritation are referred to their physician.

There was a brief discussion of the difficulty in ensuring consistency in overlays because they
are regulated as devices and can change without notification.

The meeting adjourned at approximately 4:29 pm.

Action Items: None.
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