IN THE SUPERIOR COURT FOR THE STATE OF ALASKA

THIRD JUDICIAL DISTRICT
)
STATE OF ALASKA, g
Plaintiff, )
Y. ; Case No. JAN-06-5630 CIV
BLI LILLY AND COMPANY, ;
Defendant. §

ILLY
AFFIDAVIT OF TIMOTHY R. FRANSON IN SUFPORT OF DEFENDANT ELI L
AND COMPANY'S MOTION REQUESTING PROTECTION F : |
REGULATORY COMMUNI INS NOT SUBJECT TO PUBLIC DISCLOBUIRE

I, TIMOTHY R. FRANSON, being duly sworn, state as follows:

{, 1eam currently employed by Eil Lilly and Company (“Lilly") as Vice
President, Global Regulatory Affuirs,

2. Since 1996, T have had regulatory management responsibitity in the United
States for ell products within the neuroscience therapeutic area. I have worked closcly with the
regulatory scientlsts who have primary responsibility for Zyprexa®,

3. During my tenure, 1 have parlicipated in meetings and dlscuasions with the

Food end Drug Administration (“FDA") regarding changes to the United States label for
Zyproxa in 2003 and 2007,

4. On Jenuary 12, 2007, the FDA seat Lilly a letter requesting cortein
information in response to articlss published in The New York T¥mes, On February 20, 2007,
Lilly submitted to the FDA the sollcited responss, in thres parts, Part one of this response,
structured in direct reply to allegations In The Times articles, offers Lilly’s views regarding the

allogations, The second part contains litsrature requested by the FDA, and ths third part contains
data roquested by the FDA.

5. In March 2007, in tho context of an approvable letter for & new indication for
Symbyax® (combination of olanzapine and fluoxetine), the FDA requested certain analyses of
Zyprexa clinical trial data with tho intent of updating the United Statos [abel. The FDA made &
similar request in April 2007, in an approvabls |sttar for 2 new indication for Zyprexa.

— 6. In Augus! and September 2007, Lilly submitted the requested analyses to ths

Exhibit L

Page __f___ o—f__é_



Jim
Highlight

Jim
Highlight


7. During this time, Lilly and the FDA also exchanged communications
regarding draft labeling. Lilly revised the Zyprexa label on October §, 2007,

8. Pharmacsutical compeanics and regulatory bodies regularly exchange
confldential [nformation to facilitate the drug approval and compliance process in an efficient
and falr manner. Thess protections ancourage full and frank communtcations, and both parties
meintain these communications in confidence.

9. Regulatory submissions and communications between Lilly and the FDA are
private end confidential, not subject ta public disclosure. They contain confidential proprietary
information, confidential commarolal information, confidential trade secret information, and
other confidentisl Information. These submissions and communications are exchenged betweon
Lilly and the FDA with an expectation and understanding thet they will not be disclosed or

disseminated.

10. Such rogulatory submissions and communications are not widely disseminated

within Lilly, but instead are restrictad to those employess with responsibility for regulatory
affairs. Lilly employees, in general, do not have aocess o these doouments.

I1. Within Lilly, measures are taken to gusrd the secrecy of these documents, In
addition t the measures Lilly takes to guerd its computer systems from exterpal disclosurss and
its physical plant follities with securlty personnel, Lilly employees ars bound by The Red Book

— Cods of Bysiness Cogduct, and by Global Lilly Policies, each of which delineates
confidentiality measures for Lilly Information Assets.

|2, Such regulstory submissions and communications ars not publicly avaflable,
nor have they been disolosed to the public,

13. These types of documents would not be subject to disclosurs under the
Freedom of Informstion Act (“FOIA™), even if requested.

THIS DOCUMENT CONTAINS TRADE SECRETS, OR
COMMERCIAL OR FINANCIAL INFORMATION,

PRIVILEGED OR CONFIDENTIAL, DELIVERED IN
CONFIDENCE AND RELIANCE THAT SUCH
INFORMATION WILL NOT BE MADE AVAILABLE TO THE

PUBLIC WITHOUT EXPRESS WRITTEN CON
LILLY AND COMPANY., oL
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SWORN TO AND SUBSCRIBED
BEFORE ME, NOTARY, this

294~ day of Fepruary, 2008
%Ef{%ﬂ__
0

Public

Lana Dishman
My.Gommission Expires;
February B, 2016
Rasldent of Johnson County
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