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Dr. Andrew C. von Pac4mbae6, M.D.
Commissioner
U . S. Food ad Drag Administration
5600 Fishers Lane
RockvilleMD20857-OOOI

Deer Dr. tw E9chmhach;

I am writing i n response to an October 6, 2006, letter by Mr . David Boyer, FDA AssistantCommissioner for Legislative Aff4its, which responded to my in4virY about the
distribution of Medication Guides and the regulation of their distribution by the FDA. As
I stated in my August 31 . 2006, letter to you, I am concerned about a potentially alarming
situation in which young patients and their parents m ay not be receiving the ittf'omntion
needed to make My infonaad decisions about antidepressant medic ations .

My August 31, 2006, letter posed questions about the FDA's authority and asked for
suggestions on how any regulatory shortfalls can be Niminated . In order to understand
and evaluate the effadiveae35 of the current distribution system fir Medication Gui des, j
also wrote to a number of stalceholdas with roles in the distribution of the Medication
Guides. In addition to the FDA's response, I also received written responses from the
New Jersey State Board of Pharmacy, die Now le raay pharmacists Assoeietion, the
National Association of Chain Drug Swres, the National CaoounncitY Pharmacists
Association, Giuoftxiwxhne, Eli Lilly and c=panr, Wyeth Pharmaceuticals and
Pfizer, inc.

My initial inquiry to all of the stakeholders and their responses represent the fast step in
what I believe needs to be a determined and conceited effort to dedicate as much
attention a nd resom es as possible to ensure that patients and their guardians receive the
maximum informetipn possible when taking antidepressant and other medications that
require Medication Guides. Toward that end, I believe there we a riumber of steps that
the FDA can taky under present authority, to ansure the distribution of Medication
Guides when required

. Based on information from my constituents and others. there appears to be at leastanecdotal evidence that not all Medication Guides are being distributed as required by
your egaicy's regulation . 77u pharmecmrticat manufacturers I contacted insisted tha

t they adhere to the requirementand they provid ed documentation an the steps taken co
falfcll their obligations, including when the production and initial distribution to
pharmacists of the Medication Guides ar e outsourced to third-party vendors. Similarly,
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associations I contacted insisted that their arombasdisOtfEute, the Medication Guides to patients (though aoatephazmaciW' Profaasion8l
Associations did say their members do not always receive adequate numbers of
Medication Guides from the pharmaceutical manufactures or their tbssd-PartY vendors)

.
~ on responses to my iml~aries, what is apparent is the lack of uoifonniry o

f& by Allencies at the state and federal levels to ensure thePhamaceuticei mamufactures we distributing the Matication Phuna«affi andthat, in turn . pharmacists we diaWbufing the Medication Guidar~to~cposumen .
In the FDA's response to MY August 3 1 . 2006, ktta. Your agency stated its belief that iteuneaNy has the authority W W&raa its regulations on Medication Guides. HoweverYour also stated that as a matter of practice and Raources

. Your agency cannot ,enforce the regulation th1wiP,h the inspection of the thousands ofAhaanacies nationwide

In response to the second question posed in my August 31> 20p6, tettw, the FDA stated
that the agmoY does have the authority to contact entities such as state regulatory
authotitiea, national pINUMOCist bade orgaiiy~~ profnafoml Organizations and
individual p6umacius regarding Medica tion Guides and other important matters.
Amongst other Options, I am currently considering giving Your agenc

y resources to physically enforce the regulation in pb~p~
. Then options explored in the upcoming reauthorizationof th

e (I'DUFA), which will be considered bcfom theHume Energy
Drug UserFee Ac t

Regtndless> I believe that the FDA can itreiftake F~BY and Coueuerce Committa .
and budgMe, toward positive ~~ under existing authority
and ~jA ~S the I~Ptr d9ssanimtion of Medication aides to patients

For ex"le, regulation ofphaimacies is done by each individual state's board ofpharmacy. Thew bodies currently have jurisdiction over a ll the pharmacies. In responseM my letter, Joanne BoYer . R.Ph ., executive director of the New Jersey State Board of
Pharmacy, wrote :

"The Board of Pharmacy reviewed your cmmspppdence regarding Medication
Guidelines at the September 13, 2006, Board Meeting . The Board does haveauthority to enforce the federal regulation regarding the distribution of theseguides- An overview of this fedeaa l regulation will be included in the Board of
Pharmacy aowsldter with a statement addressing the need to be compliant and the
fact that our inspectors will be including this item in their normal inspection
routines. I will provide the inspectors with all necessary information regarding
Medication Guidelines and instruct them to assure compliance when they performtheir inspections in our retail pheninacies . Thosepharmacies identified as being
non-compliant will be brought to the Board's attention for review and action,which may include financial penalties,"

I strongly Mge the FDA co use its authority to contact all state boards of pharmacy tobring to their aumeion the Medication Gwides zcyuirmpeey, and ask that they fbllOw New



1e 3eS''9 example and secure commitments in writing to enforce the Medication Guideregulations in CFR 208.24Dfnributingand dispnttirig aMedication Guide .

In addiiion, in the Octob e r 6. 2006 . response to =y letter, the FDA stated that it has beenangagod With ~IGAC19tB' OYgao i 28tions and other COricaned parties about Sheentimn
Medication Guide distribution by allowing them to produce Medication Guides from an
decconic source in their pharmacy. It is also mentioned that the FDA is in the process of
preparing draft guidance about electronic dishi'bution.

Clearly. the distribution of Medication Guides with every required prescription is in new
of greater ovasi$M by the FDA and state regulatory age n c ies. 1 bdievq and your agmry
has stated, that the FDA has authority to take s teps to ensure seamless aomplience withthe Med ication Guidereqo iermeat. I urge your eBancY, as outlined above, to contact
cads state regulatory authority and quicken the t vlafakipg on the electronic distributionofMedicgtion Guides.

I look forward towork ing with you on this matter. Ifyou have any 9uea4ons, pteaswcontact meor Tom Fussarp ofmy staffat 202 225-536 1

Sincerely,

4'80
Member of 3
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