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Defendanl.

v.

FDA.

5. In Maroh 2001, In tho ccnloXt of III .ppnlVlblo 1etIol fom IlIlW lodlollllon for
Symbyax«> (combination ofoInnmpIne and fluoxotloo), tho FDA JtllIueotod certain aonIyse.o of
Zyp,eu cllnlonI Ida1 data with tho i_of~ tho UDItcd S_lobo!. Tho FDA modo.
s1mlllJ '"'I_in April 2001, In on approvablo lottF fbr • now illdlootJon for Z)'JIRlllL

6. In August and 8qltllmI>or 2001, Ully ..bmlllod the~od aonIy_1o tbl

)
)
)
)
)
) Case No. 3AN·06·S630 CIV
)
)
)
)
)

AlIFlDAVIT OF TIMOTHY R.1'RAN8ON IN SUPPORT OF DEFENDANl' ELI LILLY
AND COMPANY'S MOTION REQUESTING PROTECTION OF

R CO T

•

Exhibit L
Page { o'T:3-- --

I, TIMOTHY R. FRANSON, boI.g duly .worn, .l.Ito .. Collowa:

I, I BIll ourrently employod by Ell UIly and Company ("UIly") .. Vice
Pmldent, Olobo! ReguJallllY A1l'I1JJ.

2. Since 1996, I have hid RlBUWo'1lll1l1ll1pnoat ,.,ponslblHly In !he United
Statos for sIl prod..... withlD tho_~ thenopoutk IIU. I haw wotkocIcloo,oly wl1I> th.
Meulotory "ientlitt who bave primary raspo",lbllity fOr zyp,...,e,

3. During my tenuro, 1havo p"UoJpotcd In mecllolPl and cllfeUlsloc. with !he
Food IIDIl Drug AdmlnI!tratkm ("FDA'~ regI!ldlng ahanll"l to tha UoItcd SWol IaboI Cor
Zypr.... in 2003 and 2007,

4, 00 lmuary 12, 2001, tho FDA ....' Ully 01eUor lC<jIIOIIlng cotlaln
1nAmnst1o.ln raspan.. to ad:ItIos publl!h<d In 171. N... r.,.k1bll"" On Pobnlary 2et, 2007,
Ully subcnlUOd to the FDA tho solloltod '0'1'0lI<O, In thnlo pada. Port one ofthl! ...po....
ntnll:lurod ill iliRot reply to nIleptio•• In Th. nm" ad:Iclea, ofl'm Wily'. Yl_ regudlng tho
nIl.plio... The second part nDlllnlns litolaturo ""l"nstcd bY tha I'DA, and 1hc tl1Ird part oonlaIOI
dnlll JtllIucstcd by tho FDA.

-

IN THE SUPERIOR COURT FOR THE STATE OF ALASKA
THIRD JUDICIAL DISTRIcr

BU ULLY AND COMPANY,

STATEOP ALASKA.
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7. During thl. time, WI)' and the FDA alto otehangcd C<lIlIIllIlIlIcalIon.
regUlllng dmft l.belfng. Lilly mlsed I!ul Zyprexalabol 00 Oclobol S. 2007.

8. Pl1armaoontical componlc. and resuJalory bodIca rosuJarly exchango
oon1ldantlal !JIfllrIulI<>n to fllcliltal. the dnJg app<m'll and collljl1l.....procca' In III a/lIcIcnt
and We manner. Thes. protection...CCW1l8C !WI and ftank colllllUll11catlon., aDd 1>0111 pcrtJoa
mJlntalJl thcso «lIl1mlDleat.... ln oonMance.

9. Rcsu!alor7 .nbmltaloo. and oonl/lllll1lca1l01ll bclwccn UUy OIld tho FDA lIZ

pr!vat.1l!1d ccotldtnUal. not subJocllD pubUc d1JoIOSUCll. '!boy onnllln confidcntlal proprlcWy
!nforrn.ltlon, ccnlldcntlaJ ooDUnCrOlallnlbrmatloo, ooDlIdcntl.llrIdc _at InlbDllllloo, and
other conllden1lJllnfonnllloll. These sobmIJsJons IDd oornmllll!eallona arc cxcllonged '"""-'
Lilly and the f1)A with an~1ion and IlIldcraWldlng lbll they wlU Dot be dlaelooed or
di...mlnatod.

EXhibit ..k..
Page l:: of -2.

12. Such rcsuIalory subml.rions aad oommUlllcadOlllaro not pubUcIy lvalJablc,
nor hAve ....y been dIJoloscd II> Ihc public.

13. Thosclypcs ofdocumCllts waulcl not b. anbjoctto dlJOloBWO undcrthc
Pleadom of lnformo1lon Aot ("POIA"), ..OIl if",qllCllM.

14. Dooum_ such OJ Ihc New DNa Applloatloos lin Zyproxa 0Ild Ibr Symbyu,
whleh typioaliy OOl1flIIn.uch mbml.alona aod DOmIIIlllIlcatIOlll, lbo aro not pub1lcJy avaIlablo,
nor hav. th.y bcOll dlsoloaed Ie lhc public, Such dOOUlJlCl1l. contalo I cover sIleet typIcally
rolIoctiag the CoIIowIng clJl"""Ilt

nns DOCUMENT CONTAINS l'RADBSIlCRETS, OR
COMMERCIAL OR FINANCIAL INFORMATION,
PlUVIU!OBD Oil CONPIDIlNTIAL, DBUVI!RED IN
CONFIDENCB AND lUlUANCB 'IlIAT SUCH
INFORMATION WILL NOT Bl! MADRAVAILAIlLl!TO TIm
PUBUC WTrHOUTBXPRESS WRI1TBN CONSBNT OP BLI
LILLY AND COMPANY.

Lill UIl 1S. alnIcaJ daIa ~iIousaod In Juch oubndaiom '"'" ....lmmiosllOUlls OWIIocl by
y. y dodIoaIcIll1IbsboItiII_of......... to clInkaI IrtIIa and dIIa. 0IlI1)'IIJ. The

daIa Is PfOprloIory booIIIJc It Iw do1lnabIo value to LUIy, and that value 00IlId be ttanarozred to
UUy'. colllpCl!ton ifdlsclaocd. WIlh ...... to .uch Intomution, COIllPOUIOU could galn

10. Suell "'sui-to" lllbmls.olons andoo~ "'" not wldoly dWcnlinItcd
wiIbin UUy, but Instead .... ",.Irtomd to tho.. cmployooo wUh lO<pClllIlbllUy for resuJatDlY
alTilzo. Ll1Iy ClDpIoyca•• 10 gonc:al. do not bav. ""OCIJ to thcac doownonI8.

II. Within [Jlly. m........ orelakcA to lluan:I thc CCJ <>fth... doom...... In
addition to the measures Ully IOkea to guard lis oollljlufor oyJI from cxteloal dlJCloanr.. and
ita~eal plJllrt flIollhlos wI1h ",oudly p....o...I. Lilly ....ploycoo In> bound by~

and by OlobBl Lilly Polloios,.ach or.,hkh d.linoat..
, oonfldcntlalily ...mna fur UUy lnfurmaliOllAaclJ.
\
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ClllIIidanble Wighl iole Uu,'. stra1cgl... plans. ~,ll'lola, end act!onL Th1J typOol
lDfonnoti<!. is usofu1 as. suido for ",,,npolitoll' 0"" drug dovolopmOnl end rosean:b olIOr\S.

16.1)lsJmrlnBtion oflho dslsand oflhm otIIloSlct could CIDIe COlIlIIlOIdal
I\aldShlp le Lllly and would bcnc1lllU~ In 1be1IIIlbtpI."..

17. III putlculsr, the 20071l1bmis.... 1Ild OOIlIIIlunio.dmlI 1O cur:caI tbIt
CQIIlllfJIIoI with produc:U In OClJ1lPClItion with ZWS'u and Symb1lX ..,wd chis lnfuunaIIon
to gain un1Ilr ioslahl1»lhctr bc:Dcfi~ as well ..", oxpIolt ibis InfbtmaIIon 1» Jwm Lilly In1be

mark<\PI...1Dday.

SWORN TO AND SUSSClUBED
BBj10RB MIl, NOTARY,Ihla

~clsy.t:P~. ~~.

• Publlo

Lana D\shman
My.~mni5tlon ExPIrea~

FebNary a, 2of5
Aooldont 04 Johnson OountY
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