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' FDA in response to allegations from articles published in The New York Times in 2006. In

denving Lilly’s request that this document remain under seal, Judge Rindner gave only

| passing reference 10 an Affidavit from Timothy Franson, Eli Lilly’s Vice President of Global

|

| |
|

| Regulatory Affairs, noting only that:

| Lilly relies on a declaration by...Timothy Franson (“the Franson
]" declaration™) to support its argument that the submissions and
{ communications contained in Plaintiff’s EX. No. 10106 “are so
| current that companies with products in competition with
Zyprexa and Symbyax could use this information to gain unfair
insight to their benefit as well as to exploit this information to
harm Lilly in the markelplace.”w

e ————— e —

The court’s order went on to state that the document did not contain trade secrets because

“Lilly’s possible knowledge of Zyprexa side effects, specifically hyperglycemia and diabetes,

were the subject of extensive testimony at trial.”" These statements reflect that the trial court
failed to consider the Franson affidavit’s discussion of the particular documents at issue and

the seriousness of the protections that must be afforded to regulatory submissions. AS

Franson’s affidavit explains,

Pharmaceutical comlpanies and regulatory bodies regularly
exchange confidential information to facilitate the drug approval '
and compliance process in an efficient and fair manner. These
protections encourage full and frank communications, and both
parties maintain these communications in confidence. ’

——
—

17 )
- The portion of Plaintiff’s Ex. 10106 at issue contains di ‘ i
and Lilly’s analysis of The New York Times's allcglgfiglizcgsgsmns of Lilly market research

actual questions used to conduct the research and Lilly’s r:s.nal},fsiasmsi:}ft tﬁgerei%?r%iny, g

!8 L L]
Exhibit A, June 13 Order Granting Motion to Unseal Records, at p. 16
19 .
Id at 17.
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| information that will give competitors

Regulatory submissions and communications between Lilly aqd
the FDA are private and confidential, not subject tO pu!:llc
disclosure. They contain confidential proprietary information,
confidential commercial information, confidential trade secret
information, and other confidential information. These
submissions and communications are exchanged between Lilly
and the FDA with an expectation and understanding that they will
not be disclosed or disseminated.”

Information that is submitted to the FDA and which contains Lilly’s internal

development must be protected from disclosure as trade secrets.

The Alaska Uniform Trade Secrets Act, which gives statutory protection to trade

secrets. defines "trade secrets” as information that

(A) derives independent economic value, actual or potential, from
not being generally known to, and not being readily
ascertainable by proper means by, other persons who can
obtain economic value from its disclosure or use, and

(B)is the subject of efforts that are reasonable under the
circumstances to maintain secrecy.”"

In addition to Plaintiff’s Ex. 10106, many of the other documents at issue contain non-public

Lilly’s strategies for market research, training and motivating of its sales force, and creation

of marketing and promotional campaigns. If this information became publicly available

competitors would be able to benefit from Eli Lilly’s significant investment of time, money

*Y Exhibit L, Franson Aff. at {9 8-9.
1 AS 45.50.940(3).

analysis and

insight to its market research and scientific

information Eli Lilly uses to create business plans, including documents that discuss Eli |




!

| and energy in developing its business.”> For example, information about the stralcgles El

| Lilly used when creating market research questionnaires would be of great interest and value
to a competitor because it would then be able to take research done by Eli Lilly to undermine

' the company’s marketing efforts or create < own marketing campaigns targeting Eli Lilly’s

| customers. Thus, the July 13 Order does not properly weigh the significance of the

. formation contained in Eli Lilly’s documents, and portions of this order should be

overturned.
S % Additionally, Bloomberg’s assertion that Eli Lilly relies on conclusory statements
: E: E ; and stories of “theoretical™ harm fails to acknowledge the extensive treatment Eli Lilly gave
5 :é é —% each document in its Supplemental Motion Opposing Unsealing of Bloomberg Documents.
g%ﬂé; In support of its motion, Eli Lilly submitted a declaration by Gerald Hoffman (Eli Lilly’s
% '=E‘i é‘*:":; Manager of Global Competitive Intelligence Strategy) and an affidavit by Timothy Franson
= E E Z (Eli Lilly’s Vice President of Global Regulatory Affairs). While it is true that the Hoffman
= ;ﬁ' declaration was originally prepared for another case, this document outlines the issues that.

I
are of concern when documents containing private company information are released into the

public domain. (e.g., “Public dissemination [of documents containing internal strategies and

processes for implementation| would reveal the manner in which the company considered or

developed research information, strategic plans, marketing plans, strategies, competitive

“ analyses, market research, clinical ftrials and non-clinical trials, and interactions with
; 1

* See, generally, Exhibit M, Hoffman Declaration.
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reculators or publishers.”) 23 The affidavit of Timothy Franson speaks directly 10 the
importance Of maintaining the confidentiality of regulatory submissions sought by

Rloombere in its discussion of the documents submitted to the FDA in response 10 articles
| 3 |

published in The New York Times.”* The trial court failed to adequately consider the
| }

applicability and significance of statements in these documents.

9. Eli Lilly’s Motion for a Stay was Properly Granted Because Premature
Release of the Content of the Unsealed Documents Would Cause
Irreparable Harm to Eli Lilly.

Eli Lilly’s motion adequately 1lustrated that severe and irreversible harm would

occur to Eli Lilly if the contents of the documents were prematurely released. As Eli Lilly

states in its motion, once the documents have been distributed to the public, Eli Lilly will
have no recourse to keep its confidential information from the hands of competitors. Without
an opportunity to fully brief the merits of the June 13 Order, Eli Lilly would be unfairly
forced to endure the consequences of its private strategizing and internal business processes |

being displayed for competitors to emulate and undermine.

3.  Bloomberg Would Not Suffer Substantial Harm as a Result of the Stay.

Despite Bloomberg’s arguments that it will experience substantial harm, a
temporary stay would result in very little, if any, harm to Bloomberg and the public interest.

The documents Eli Lilly seeks to protect contain confidential business information regarding,

for example, Eli Lilly’s marketing and promotional strategies, Eli Lilly’s training programs
|| * Exhibit M, Hoffman Decl., § 18. :

** Exhibit L, Franson Affidavit, § 4, 8-13.
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I
il ‘ . a 25 ;
| for sales associates, and El Lilly’s communications with the FDA.” There 1S no harm
| L]

caused by prohibiting Bloomberg from publishing the contents of documents tO which they
| <hould have never had access; therefore, Bloomberg cannot claim It will suffer harm if the
| Court prohibits it from committing an act which it has no right to commit.

4.  The Public Interest is Not Harmed by Preventing the Public Access to

Confidential Documents which Contain Trade Secrets and Protected
Information.

|! The public interest in this information is minimal due to the information already
publicly available and the type of information Bloomberg would receive as part of the trial
court’s order. A good deal of information regarding Eli Lilly and Zyprexa was discussed
openly at trial and Eli Lilly has voluntarily removed the confidential designation from several
documents sought by Bloomberg.”® The public interest is satisfied by information contained
1 these documents and open discussions in court; therefore, there is no additional public
interest that outweighs Eli Lilly’s ability to seek protection of its private information. Any

information to which the public had access to by virtue of the documents being discussed at

trial or admitted at trial are sufficient to protect the public’s interest in information regarding

Eli Lilly and Zyprexa. Additionally, as discussed III.C.3 below, publication of partial

information obtained by Bloomberg through the Court’s Order would harm patient care by

25
=~ Examples of documents which fit into these categories i inti

s 1S ! gories include Pla xhibi
10106 which is a submission to the FDA containing (among other thiligg)ﬁ;lfm]‘%(et l?é;ialsf?ﬁ

| and information reveal research strategi it]
Or ' : egies. Additionally, some depositi
to filed deposition designations contain discussions of Lﬁly’s inner gmlgég:egxcerpts attaciss

26 T
See Exhibit 3 to Bloomberg’s Opposition [Lilly’
LLC @ih/a Bloomberg Now's Noticey to Eatervene woi to Dt L AAAE

Unseal Records].
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j picture of Lilly or s behaviors with regard to Zyprexa or the drug regulatory process.
|.

| C. The Temporary Stay Was Properly Entered Due To The Irreparable Harm
! That Would Be Caused By Publication Of The Documen-ts Contents And The
Lack of A Less Intrusive Means Of Prohibiting Publication.

Rloombere’s reliance on the prior restraint doctrine to establish that the temporary

| stay was improperly entered fails to take into account the significant harm that would be done
|

| to the FDA drug approval process, Eli Lilly, and Zyprexa patients WeIe Bloomberg to
ii

i’l prematurely publish the contents of the documents. A temporary stay is an appropriate

s & |
:é: 3 E | remedy to prohibit distribution of information or documents when (1) the damage caused by
Qs g5 =g . A -
= $&2 | the speech would be “great and certain”; and (2) there 1s no less intrusive measure to avoid
f; > s & | the harm that would be caused by the publication.
255
*: E 3 f 1. Harm to the Regulatory Process
2Z 38 As Eli Lilly has stated in its prior briefing, it is imperative that information
3~ a
2> © : : . PR
— £ | exchanged between the FDA and pharmaceutical companies remain confidential in order to
i) " b

facilitate the drug review and approval process. Submission of trade secret information to the

FDA has long been protected by statute and case law.’

This right is protected to foster

candor between the FDA and drug companies. Without this protection, the FDA approval

process would be hampered because companies might limit the information they provide to |

'}ﬂ
I " Under 5 U.S.C. § 552(b)(4), FOIA's disclosure requirements “[d

: . ; 0] not appl
;rr?vilé 'ega{?reczic&gt:n?ﬂf,F?qﬂﬂtlflercml or financial 1nfonnation [obt]ained f 0?11&; n];ggfﬁ gﬁ
1940 (B.C. Cir. 2005)*13. nd see Jerome Stevens Pharmaceuticals, Inc. v. FD

A, 402 F.3d
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the FDA (and other regulatory agencies) for fear of their business practices and confidential

. : 28 .
communications becoming known to their competitors. Accordingly, the temporary '.:‘,tﬂyF

was necessary to allow Eli Lilly an opportunity to seek “elief from the trial court’s June 13

Order. so that it can protect 1ts communications with the FDA from being improperly |

| displayed for public consumption.
2.  Harm to Eli Lilly

Bloomberg minimizes the irreparable damage that would be done to Eli Lilly by.

= || classifying Eli Lilly’s justified attempts 10 protect its trade secrets as attempts to protect its
m;{! vanity and avoid public relations problems. Eli Lilly would be substantially harmed by

“elease of these documents, because they would provide competitors with insight into Eli
Lilly’s business structure, marketing and promotional strategies, and other internal processes

that have been developed through the investment of significant time, money, and energies of

LANE POWELL LLC
301 West Northern Lights Boulevard, Suite 301
Anchorage, Alaska 99503

Telephone 907.277.9511 Facsimile &

Eli Lilly. Eli Lilly has taken significant efforts to protect this information from the public

because of its value to Eli Lilly’s functioning and continued competitive success:” therefore,

it would be inappropriate for the Court to release unseal these documents until it has fully

| considered the true harm Eli Lilly if this information is disclosed.

Further, the documents sought by Bloomberg represent only a very small fraction
I

| of documents discussing Zyprexa. Bloomberg’s discussion of the documents would

** Exhibit L, Franson Aff. '
ELilly has exempted many of these documents from FOIA and has instituted policies within |
¢ company to protect the disseminati ' : e 1cies within
e 0_2£ Sze o R Fransonlil ff?fz‘a :t#gﬁ?on. See, Exhibit M, Hoffman Decl. at
u
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oven creater harm to Eli Lilly. AS Judge Weinstein wrote when discussing the irreparable

I harm that could be caused to Eli Lilly by publication of selected portions of Eli Lilly’s

confidential documents,

| The harm faced by Lilly is amplified by the fact that the protected
documents which respondents seek 10 disseminate are segments
I’ of a laree body of information, whose selective and out-of-
l-] context disclosure may lead to confusion in the patient
community and undeserved reputational harm — ‘what appears
damning may, in context, after difficult proof, be shown to be
neutral or even favorable to the defendant.”™

Consequently, publication of Lilly’s ‘ternal business strategies and processes will result in
harm to Lilly from its competitors, and implementation of the temporary stay is the only

remedy which will allow Lilly to brief this issue on the merits before it suffers irreparable

and unjustified harm.

3. Harm to Patients

The disclosure of selected portions of deposition transcripts and communications

between the FDA and Eli Lilly endangers a vulnerable patient population medicated with

Zyprexa.  Patients treated with Zyprexa suffer from life-threatening mental illnesses
. |

necessarily be skewed because of its limited knowledge of all of the facts. This would cause

———— ———
= S

including schizophrenia and bipolar mania. Publication of out-of-context information about

o
—

the inner workings of the company and its strategies for marketing and scientific

development will cause confusion and alarm in patients who may then discontinue thei
ir

30
~ In re Zyprexa Litigation, 474 F.Supp.2d 3
in Civil Trials: Some Tentative erw.gpé J ,L_gﬁi’;ﬁ]%(];ngg'éb%g??)’ quoting Note, Secrecy
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behaviors.

In sum. this Court properly limited Bloomberg’s ability 10 publish or otherwise

produce the contents of the unsealed documents because failure to allow Eli Lilly to protect

s trade secret information would cause harm to Eli Lilly, the FDA drug approval process,

and the Zyprexa patient population. This Court should continue to prohibit Bloomberg’s use

= S || of the documents until such time as Eli Lilly has an opportunity to challenge the trial court's
7 %’E Tune 13 Order unsealing the documents at issue. Any action short of a stay would allow
i it
::j i; E_'Eu_: Bloomberg and others to disseminate information that rightfully belongs to Eli Lilly and
= |
2 2% _ | should be protected by the trial court and this Court.
¥ 3 <
2§ &
ZE Eo IV. CONCLUSION
5258 =%
g % 2 For the foregoing reasons, Eli Lilly requests that this Court keep in place the stay
s B

which it granted Eli Lilly and allow Lilly to brief the merits of the Superior Court’s June 13
Order.

RESPECTFULLY SUBMITTED this 25th day of June, 2008.

LANE POWELL LLC
Attorneys for Eli Lilly and Company

B (4 V‘q——?W
Brewster H. J amieson, ASBA No. 8411122
Andrea E. Girolamo-Welp, ASBA No. 0211044
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