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The Honorable Michael Ferguson 3 4 7 13 ~12 :4;
U. S . HOUse of Representatives
214 Cannon House Office Building
Washington, DC 20515-3007

Dew Representative Fergusom

Wyeth Pharmaceuticals (Wyeth) appreciates the opportunity to respond to your
letter of September 15 , 2006, requesting information regarding Wyeth's rule in
ensuring the distribution of antidepressant Medication Guides in the United
States.

Before addressing the specifics of your later it is important foz you to know that
Wyeth is committed to supporting the appropriate use of our prescription
antidepressant medications. For physicians and patients dealing with the serious,
chronic, medical condition of depresa 'an, we believe that antidepressant therapy
continues to be an important component of treatment. With respect co use in
pediatric PoPutacions , it should be noted that Wyeth' s only antidepressant
medications, Bffoxor 7ctt (venlafaxine HCI Extended-Release Capsules) and
EffCxor (venlafaxme HCt Immediate-Release Tablets) . are not (and have never
been) approved for such use. P.ccoid ingiy, Wyeth shares your v iews regarding the
important role of Medication Guides in helping patients and their fam il ies make
fully informed treatment decision in consultation with their hea(tbcare provider.

In this regard, Wyeth, in compliance with the Food and Drug Administration's
(FDA) requirement. distributes Medication Guides affixed to unit-of-use
packages ' for its prescription antidepressants . Wyeth makes Medication Guides
available by additional means, including physician samples and multiple on-line
outlets . In addition, patients can call our medica l communications toll-ffee phone
number and request current prescribing informsdonY and further product
information . This ►eUCr further details Wyeth's efforts and answers the queries
contained in your September 15 letter .

'As described by the FDA, unit-of-uac packaging is a method ot provid'+n8 s medication in an
a r iQitwl oontainc, scaled and pre-labeled by the manufhenver

. =The contents of the Medication Guide we included at ft end of thepreusibing mfamation.a[s o
referred w aa the package inacr[
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Following the Fb.As Public Health Advisary on October 15> 2004, work began
for dissemination of the Medication Guide entitled "about Using Antidepressants
in Children and Teenagers." The preparations were conducted in closeconsultation between the FDA and a consortium of antidepressant aottuAicturers
(branded and generic) that included wycw. The consortium in order to expedite
the distribution of the Medication Guide, contracted with a service providur to
print and distribute tear-off pads to pharmacists and physicians throughout the
United States . A replenishment option was also made available. Distribution topatients began in January 2005.

Concurrently. Wyeth also began implementing a manufacturing plan for the
Effexor 7CR and Effexor product lines to achieve the FD.4s ultimate goal of
ensuring that Medication Guides be systematically provided co patients through
unit-of-use packaging. In December 2005, WYeth introduced its unit-of-use
packaging with Medication Guides and prescribing information leaflets firmly
affixed for all marketed strengths of Effexor XR and Effexor.3 In this regard, for
retail pharmacy dispensing, Effexor XR and Effexor are now sold only in the
following unit-of-use packages :

Efleawr Xlt Effesor37.5 mg _ bottles of 15, 30 or 90 capsules 25 rng - boRieg of 30 or 60 tabkns
75 mg - bottles of 15 , 30 or 90 capsules 37, 5 mg _bottles of 30 or 60 tablets
150 mg - bottles of 15, 30 or 90 capsules 50 mg - bottles of 30 or 60 tablets

75 tog - bottles of 30 or 60 tablets
100 - hottks of 20 or 60 tsblets ;

Enclosed for your reference, please find a unit-of-use package for Effexor XR ,
which is representative of all Effexor 7R and Etlexor units that are currently
stocked by retail pharmacies .

Wyeth's efforts in providing Medication Guides did not end with moving to unit-
of-use retail pharmacy packaging. Following the FDA Advisory in late 2004,
Wyeth also changed its physician sampk packages . In February 2005, Wyethbegan including an antidepressant Medication Guide in its sample packages for
Effexor XFL4 Enclosed for your reference, please find an Effexor XR sample

"Me interim tear-off pad program sponsored by the rAnsavum was discontinued in early 2006.whrn all antidepressant manufacturers were to have their own mews of distributing the required
Medication Guida As such . arrant distribution of the Medication Guide may vary frommanufaceiaaw m.nuSetwv.
'k'Y*th does not de physicianD~` F~YS santplcsoPimmedlatardeascE(feza.
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package, which is representative of all Efreactor XR sample units that are currently
distributed to physicians, and ultimately patients .

Wyeth also recognized that, for whatever reason, there might exist a situation
where the Medication Guide may not be available or is not p rovided with the
PreKribed Product . For example, a Medication Guide may inadvertently become
detached from the Packap, a patient or his or her family may misplace this
information, or in some cases, genetic manufacturers may not offer uau-of-usc
Packaging as a means of ensuring distribution of Medication Gnidea . To help
mitigate these circumstances, VVyWt makes the antidepressant Medication Guide
available at varioua on-line locations, including Wyeth's corporate websiu
(www.wyeth .comtproducts), the Effesor XR website (www.efrexorxr.com). and
the website for Wyeth's patient education and support Program for depressed
patients taking Effexor XR (www.tirnecotalk.eom). Furthermore, patients and
their families can also call the Wyeth Pharnweuticals medical Communications
department at 8W9345556 to request current presetting information and
further Product infomaetion.

In conclusion, Wyeth is in compliance with the FDA requirements regarding tlx
distribution of Medication Guides . We have taken numerous steps to help ensure
that patients who are Prescribed Sfiexor XR or Effexor (or their families or
ceregivers) receive a Medication Guide when they are dispensed their medicetioa
or have access to a Medication Guide at other times throughout the course of
therapy. We appreciate the opportunity to respond to your concerns and your
continuing commitment to your conacituonts . If you have questions or need
additional infarmatxin, please contact Leo Jazdot im our Washington, DC offic e
at 202-659-9320,

Sincerely,

'Of
D. Bruce Burlington, M.D.
Executive Vice President
Business Practices and Compliance
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