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Congressman Mike Ferguso n
House of Representatives
Congress of the 'United States
214 Cannon House Office Building
Washington, D.C. 20515

Dear Congressmen Ferguson ;

In response to your inquiry dated September b . 2006 addressed to Mr. John Honiu, I8mresponding to you on behalf ofEli Lilly and Company (Lilly) . You requestedinformation about the following topics :

• Lilly's policies negaNing the issuaocc of MedicaGOn Guides ,
• Lilly's role in ensming the distribution of Medication Guides, an d
• Lilly reviews that m being conducted to ensure disdibution of Meditation

Guides in compliance with federal ngulahow .

Lilly shares your belief that Medication Guides are avital communication tpoll . This
information Is needed to enable ILfOYE'IEd decisions about the use of antidepressant
msdications . In addition to The four Lilly products that require an antidepressant
Medication Guide, Lilly has two other products for wbich Medication Ouid e9 are
requirod . In the following PsBes. you will find information responding to your inquiry
that outlines the responsibilities of the manufacturers of drugs required to have
Medication Guides and who policies are in Place at Lilly to ensure compliance with these
regulations . We also outline actions we bike to monitor Lilly's compliance to these
regulations and have provided comments (Per Your request) on what we see as Bag
Practices.

BCndatOrY Reauiremenffi:

According to 21 Code of Federal Regulations (CFR) 208, Medication Guides are patient
labeling intended for outpatient products that pose a"serioua and significant public health
concem.° The Food and Drug Administration (FDA) may require a Medication Guide if
it could help prevent serious adverse effwts, if them are serious risks that may affect a
patient's decision to use or continue use of a praduct, or if Patient adherence to directionsis crucial to the drug's effecCVenecs. If a Medication Guide is required, pharmaceutical
manufsctwers must ensure them agency-approved Patient labeling documents we
available for distribution by either providing enough to dispensers to give one to each

Answers That Matier.
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dispensers include Phmmlsmsts and otherlxaidheare
provide drug products directly to pstiects. In addition, ~fessionala whoprovid

e the label of each container or manufacturers mug ensure that
authorized package includes prominent and conspicuous instruction r

odispensers to provide a Medication Guide to each patient to whom the ding iadispensed, and states how the Medication CDiade is provided. Distributors or wholesalers
musc pass on Medication Guides received from sponsors ; (.s., Lilly) to dispensers . Their,
"each autlwriud dispenser ofa prescription drug product for which a Medication Guide
is required under this part Shall, when the product is dispensed to a patient (or to a
p141O 's agent). Provide a Medication Guide directly to each Puia+t (or* the p'heeu's
agent} Wines an exemption applies under 208 .26.° .

Liilv'sPolfciesonthe[~rdrtev. 9eCkeCN[aadDisui6udall n~~u..t,~ehoaGuides :

Policies and procedures are corporate docnmmts that define and control how work
activities are completed. These documents are approved by management, reviewed and
updated (as needled) on a regular schedule- Compliance is expected Of all employees
whose work is governed by Owe specific doctmantL The following polices govern the
citation. Printin& and packaging of US labeling dacamrnte, which include the US
Package Inserts, Patient Package Inserts, and Medication Guides . (It is important to note
that each involved Lilly flmctional area and mmufacUUing site has local procedures to
supplement these policies.)

• Policy for US Pharmaceutical Labeling
• Printed Packaging Material Management for Finished Product
• packaging Opautions (M FWSW Product

According to Lilly's policy for Iaboling, US labeling (including Medication Guides) must
comply with US regulations, US FDA requirements and Lilly corporate labdinB policies.
The Global Operations Labeling Department (GOLD) at Lilly facilitates the process of
developing LJS labeling coatenr, and than they work with the vs Regulatory Affairs
department at Lilly to identify reviewers and approver ; per Lilly's process for the iaternel
review and approval of US labeling documents . Reviewers are responsible for ensuring
the accuracy of the information contained in US labeling that is within their areas of
expertise. Approvers are accountable for confirming that the US labeling has been
reviewed for technical accuracy and completeness. Approvers have corporate
accountability for US labeling documents . GOLD is responsible for maintaining the
content and managing version control of US labeling real; therefare, GOLD serves as the
cawal repository from which all other departments must obtain labeling text
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. Packaging ofModir+tion Guides is processed similarly to all otherprinted~~including ~t+. (ebe1s, and aertone . They are physical ly athactud to or included with theproduct and handled using the ~ 4!+~h systems and p~oeedu ra. These efforts ensure
P ~nQ hne~~ p°~S ~ia1 i s provided 40~with the product on the

Packaged p`O& drug Product t6u has been crestedvia these processes coupyring them9vhed Medication Gu i des s Provided to wlwles atas and distributors to be Passeda long to the ultimate dispatum. Pa ck~ ~~YAmduct a~tsiuic8 raluinedMedicapoa Guides is provide d by con+PmY salesrepmsauatjvea to Lealt}rareFR011585iomis autharizal~ro Pr~~- Them effiorts ensure that we mod regulatory
°1~0II P~acft*cat maauficturors.
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With respect to the specific antidepressant Medication 011 i4i
Lilly Maintained closeinteractions w ith the FDA during the rmpkmersta8oa of the boxed warning labeling and

Medication Guide for all of our Produces . We made mimeroua regulatory submissions ofo urPlenned actions for both the labeling and Medication Guides from tha rueipt oftheirrequest on October 15, 2004 through FDA approval of the labeling and Mc dic at ioa Gutdeon February 1 S, 2005 . In addition. Lilly actively participated in a working group that w
ascomposad of FDA officials, phumaccut~ cmpmiM sum boards of pharmacy and

retai l phaTmpcies,Pabiishms OfpBtiCrtt Information mdCxfel3 and patient educationars+nizetions. This working group was organized to implCpq wt s unified andsundar4izod Pro"dm for Providing Medieelice Guides to patients receivingantidepressant medicetione. A Eemp orm Y Procedure was initiallyPut in piece to provideDhArmwia wit h bulk war-off copies of the Medication (3uides . This tamp oruy
~Med~' 'cauon~Owd~Li~Y {~~P~

ced by each meau~'s Process for distributingcia
~~ procedures; &cqn the Medi IIon Guide

l FDA mqueac as well as the
working Bro np•
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All areas involved in the croetimn, priotin8 . Packaging, and distribution of U5 1 abCling,i~+eludi% Medication Guides, have moni toring and auditing plane in place to ensure
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compliance with area policies and precadimm. In the US. Lilly Provides a ceneral callcenter to which healthcare Professional a nd Patient questions and concerns (e.g., requestsfor Medication Guides) can be directed. Comptamts from customers reg arding these or
other matters are forwatded to the appropriate technical areas for invea6ptioas, as
appropriate-

Best

In our review of current Lilly Pe actices> we idenqfied a number of approaches that appearto offer significant adva'tap ova otherpossible meUw ds that could have been selected .A few of these obsava4ons are briefly described below.

• Printing of the Medication nudes as a s eparate and distinct: document ftm

• Medication Guides we ~~packaged with or affixed LO each individual bottle or
multi- COlmi bottles Ot IDEdICdhOpr eliminating the aced for wholesalers an

d distributors totOkC any special actions to exiEUTE that the MCdICdUOII Gp j dcx
are delivered to d1Spetwei8 ({ . Q., these bottles move Ol[ol lfll the supply chain
in the same manne r as those not required to carry Maltcetiou Guides .)

• Medication Guides we made available on Product webaites for easy seem by
health c are professionals and patients .

We trust that you will find the information provided hi this letter to be wetw as you work
to understastd the genesis of the concerns reported to you by wine ofyou constituents.
Should you have additional questions regarding this mattei, do not hesitate to contact me
at (317) 277-1324.

sincerely, •

ELI LILLY AND COMPAN Y

4R. r4own &

Tim Frauson, M .D.
VicO President
aobai Regulatory Affairs
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