


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 wndorstanding thet they will not be disclosed or
disseminatad.

10. Such rogulatory submissions and communications are not widely dissenainated

within Lilly, but instead are restrictad to those employess with responsibility for regulatory
affairs. Lilly employess, in general, do not have access 10 these documents.

I1. Within Lilly, measures are taken to gusard 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.
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