
NATIONAL ASSOCIATION OF
CHAIN DRUG STORES

September 22, 200 6

The Honorable Mike Ferguson ,
United States House of Representatives 1 3 2 7 AP: 13 PI ? .48
214 Cannon House Officc Building
Washington, A.C. 2051 5

Subject: Status of FDA Medication Guide Program

Dear Congressman Ferguson-

Thank you for your September 6 d' letter regarding the current staws of the FDA's
Medication Guide program . The National Association of Chain Drug Stores (NACDS)
represents more tlian 189 companies that operate nearly 37,000 community retail
pharmacies . We agree with you that it is important for patients to be provided the
information included in the Medication Guides in order to help them better understand
the risks and benefits of taking their medications, especially antidepressant medic;rtions,
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P.O. Bo: 1417-i?¢9 We have been working with the FDA and other stakeholders over the past several years

Alwami,;,,V;,Bo;, to improve the effectiveness of the Medication Guide program. In fact, a group of
22313-14e0 stakeholders just met with the FDA on September 20'" to discuss many of the issues you

raised in your letter.

In this regard, we regularly inform our members about the importance of providing
Medication Guides to patients, the identity of the drugs that require such guides, as well
as how to obtain these guides from manufacturers. We have also sponsored educational
forums for our members at association meetings and are working on a continuing
education program for pharmacy operators and pharmacists to help them better
understand the program . Finally, we are working with database companies and pharmacy
software vendors to improve the quanitity and quality of all prescription information
provided by pharmacies to patients, including these guides . We want to be sure that
patients find useful the information that is provided to them by pharmacies, and that it is
read and understood .

To make the program work most effectively, we also need to be sure that manufacturers
meet their obligations to provide sufficient quantities of these Medication Guides to
pharmacies so they can distribute them to patients . We understand that there have been
some cases where pharmacies have had difficulty obtaining Medication Guides from
manufacturers for distribution for patients, especially when a Medication Guide is
required for a class of drugs. We have identified these issues for the FDA and have
encouraged them to explore various solutions that would make it easier for pharmacies t o

(703) 5493001 obtain and dist ribute Medication Guides, including through electronic distribution .
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We have outl ined in great detail in the enclosed paper our view of the current status of the
Medication Guide program. The paper, en titled Patient Safety Imptfcations on Implementation of
the Current FDA-Mandated Medication Guide Program, was developed by NACDS along with
various other stakeholders to oudine potential solutions that on make the program more
effective.

We would appreciate the opportunity to discuss this paper wi th you in greater detail . We
appreciate you contacting us about the Medication Guide issue and look forward to work ing with
you on this program.

Sincerely.

Q Gt `f'~
Robert W. Han n an
President and CE O
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Prior to Pfizer's implementation of unit-of-use packaging for retail Zolo&, Pfizer, in
collaboration with several other manahictirm of branded antidepressants, contracted to
have teffipads of the Medication Guides regularly delivered to newly all pharmacies 1A
the muted States, This collaborative effort to provide retail pharmacies with tearpads of
the Medication Guide began in March 2005 and contractually exph-ea in March 2006 . As
Pfizer has implemented unit-of-use packaging for Zoloft, we did not renew our
participation in the collaborative effort.

It should be noted that Pfizer continues to distn"bute Zoloft in the traditional bulk
containe:s to hospitals and other institutional buyers- Hospitals invariably resist unit-
of-use packaging because (a) they do not have sut't'iciait shelf capacity to store the required
quantities of unit-of-use paciraginB, and (b) they dispense medications to their patients in
single doses. When Pfizer distributes Zoloft in the traditional 5000-count bulk botrks,
the shipment is uniformly accompanied by temPads of the Medication Guide such that
hospital pharmacies and other institutions can dispense the Medication Guides at their
discretion .

I also should add that Pfizer no longer has parent protection for Zola, and seitraline is
available gsneriealty from a number of generic manufacturers . Rfizcr, of course, is not in
a position to determine whether and haw a generic manufacturer ensures distribution of
Medication Guides to patients to whom generic sertralim (or any other prescription
antidepressant other than Zoloft) is dispensed. This point is worth noting because a
pharmacy now may dispense Seneric seitraline even if the physician has written a
prescription for Zoloft . As a result of generic substitution, a patient could discuss Zobft
with his or her doctor and even hand a prescription for Zoloft to the pharmacist, yet
unknowingly receive generic satraline.

Generic substitution is accepted practice mid an acknowledged method for realizing
savings in the provision ofhealth care. However, Pfizer agrees with you that it Is indeed
an alarming situation if young patterns and their parents are not receiving the information
needed to make filly informed decisions about their prescription medications .

The health we system works optimally only When all Suppliers and providers comply
with all fedcal and state regulations and practice guidelines and when patients receive
necessary health in£ormation. We fivther agree that Medication Guides are a vital
component in the neabnesrt of patients with antidepressants, and we stand ready to work
with you to ensure that this information is consistently provided to patients ,

Sincerely,
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