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Food and Drug Administration 
Center for Drug Evaluation and Research 
DMsion of Oncology Drug Products, HFDo~50 
Attn: Mr. Alvis Dunson, Project Manager 
"[45~t Rockville Pike 
Rockville, Maryland 20852-1448 

Briefing Document 

LY231514 (MTA, MultiTargeted Antffolate); IND # 40,061 Serial No.: 207 
Briefing Document for March 1 Meeting to Discuss Vitamin 
Supplementation in the Ongoing Mesoit3elioma Registration Trial 

Reference is made to Eli Lilly and Company’s submission to th~ LY231514 IND 
(#40,061) on January 25., 2000 (serial no. 203). 

We thank the FDA for granting the meeting on March 1, 2000 from 10:30 &M. 
until noon to discuss the implications of adding vitamins to the ongoing 
mesothelioma registration trial (H3E-MC~IMCH). The bdei~ng document is 
enclosed. The major points for discussion at this meeting are as follows: 

¯ The rationale for the intervention of adding folic acid for patient safety 
¯ The implications of adding folic aci6 to the ongoing mesothelioma 

registration tda! (H3E-MC-JMBQ) 
o Lifly’s proposal for changes in the second-line NSCLC registration trial 

(H3E-MC-JMBQ). 

,As related to the third point above, Lilly proposed changes to the current NSCLC 
registration trial (H3E-MC-JMBQ) on October 14, 1999 (sedal no. 186). On 
December 1, 1999 the Medical Reviewer, Dr. White, sent to Lilly several 
questions regarding the October 14 Lilly proposal. Lilly has not previously 
provided answers to Dr. White’s questions due to the fact that we were focusing 
on the folio acid supplementztion issue and also we were awaiting the resutts of 
the Oncology Drug Advisory Committee meeting in December where docetaxel 
for second-line NSCLC was discussed. 

FEB 16 281~t 16-’09 
PAGE. 

CONFIDENTIAL 
ELAP00013758 

Sandoz Inc. IPR2016-00318 
Sandoz v. Eli Lilly, Exhibit 1076-0001 

f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Lilly now is again proposing changes to this NSCLC regi~bation trial in today’s 
briefing document, and to aid the FDA in preparing to answer our questions 
regarding this trial, we have provided answers to Dr. White’s December 1 
questions (see Attachment 2 to the Briefing Document for these answers). 

We again thank the Division of Ontology Drug Products for its assistance in the 
deve~opmer~, of LY231514. P~ease cart Mr. John Worza|ta at (317) 276-5052 or 
me at (317) 277-3799 if there are any questions. Thank you for your continued 
cooperation and assistance. 

Sincerely, 

ELI LILLY AND COMPANY 

Gregory T. Bropfiy, Ph.D. 
Director 
U.S. Regulatory Affairs 
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DEPARTMENT OF HF.ALTH AND HUMAN SEP~V1CES 
PUBLIC HF.ALTH SERVICE 

FOOD AND DRUG ADMINfSTRA’RON 

INVEST~GATIONAL NEW DRUG APPLICATION (IND) 
~tTt~ 2f, CODE OF FEDERAL REGUL~ON_S ~’CR_R R~ 312) 

NAME OF ;SPONSOR 

ELI LILLY AND COMPANY 
ADDRESS (N~Jer. S~.~ C~. ~ 

Lilly Corpor~t~ Csnter 
Indianapolis, IN 462B5 

Compound LY231514 Disodium (MTA) 

I 
~. D AT~ OF SUSM]SS=¢N 

Februa~ 16. 2000 

4. TI:-’I.EPHONE NUMB~N 

(317) Z7~2000 

[ND 40,051 

PHASE(S) OF CUh[ICAL [N’,,’F...~’IGAT1oN TO e£ CON~JCTI~O: O Pl.t,~£ I L3 PHASE Z O PHAS~ 3 Q OTHER 

LIST NUMBE~RS OF ALL INVESTIGATIONAL N~gV ORU(3 APPMCAT|ON~ (2~ CFR P,~ 312~, N~.N’ DRUG OR ANTI~IO’1’~C AF’i:’LtCA’T1oNS 

~ CFR Part 314), DRUG MA~’~R RLES (21 GFR P-~1314.4Z0)o ~ PRODUCT LIC~.NSf~ APPLICATION~ ~21 C,~R PPJt 607~ RF_FERRED 
TO IN ~15 

NA 

IND submLss~on should be consecutJve]y numbered. The ir~tfai IND should be numbered 

*SePal number:. 000." The nP.x~ �4tbrai~ion (p_g. amendmen~ ~’epo~, or correspondence) 
shoufd be numbered "Serial Numbe~. 001." Subse~Jen= submissiot~ shouid be 
numbered consecul~el¥ in the order in wlde.h they are Submffted. 

THIS SUBMZS.~ON CONTAINS THE FOLLC~G: (Che¢~ a/l ~aza,o,o/j9 
O IN~ tNVEb"r’[GATIONAL N~ 0RUG~PPUCATiON {INO) I~ P~S~:~3NSE TO CUN!CAL HOLD 

PROTOCOL 
~ NEW PROTOCOL 

1~ ClI~NG~ IN PROTC~:OL 
I~ NE1N INV~rlGA’rOR 

INFORMATION 
I~ CHEMt,~£RY/MICRO 810f..OGY 

1~) PHARM~C~LOGWTOX ZCQLOGY 
~ CLINICAL 

~I~D SAFETt" REPORT, S|: 

O INtT~L WRrI,~_N REPORT 

C~. FOLLOW .AJP TO A WR~Ft"~N R~PORT 

CI f~SPON3E TO FDA REQUF.~’r FOR IMFOR~’nc~I Q/q~UAL REPORT 

C~ REQU£ST !=OR RE1N..~’AT=_.MENT OF INO THAT LR VO"I’HORAV~I. Q OTHER. 

INACTWATED, "~’RMINAT~O OR OISCON’r[NUL~D 

¯ GENI~RAL CORRI~SPONO~NCE 

CHECK ONLY 
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1. Fom~ FDA 157~ ~21 CFR 
2. Ta~Ie of Contents ~I CFR 

Q a. S~ pro~(s) 

B. P~~ and ~gy 
9. ~e~i~ human exped~ 
10. ~5on~ in~6on ~1 C~ 312.23(a)(10)] 

i~. ~ISANYPARTOFTHECLIN[CALSTUOYTOBICCONOUCTEDBY’A.C~’~TRACTF~$F.ARCHORGAN~O~ QYE,.~ QNO 

IF YES. WILL ANY SPONSOR (~ELIGATIONS BE TRANSFERRED TO THE C0~’r’RACT RESEARCH ORGANIZATI.0N? Q YES Q NO 

tF YES. ATTACH A ~’rA~F.,MENT CONTAINING; 1"H~ NAME AND ADDRE3$ OF THI~ coNTRACT RES,~A.RCH ORGANIZA’t3ON. 
tDENTIFICA’RON OF THE CUNICAL STUDY, AND A LISTING. OF "rH~ O~LIGA3IOhLS TRANSFIERRJE). 

I~’VSST~GAT] 0 ~.3 

James Rust~toven, M.D. 

~ OF ~E ORU~ 

Same as "#14 Above 

in 
~ccordacFe" -~h ,~J. {,t~e~’ apDtica~e regu~at0rf r~q,.dremen~, 

’~S, NAME OF SPONSOR OR SPONSORS AUTHORIZED 
REPR~SENTATIV~ 

Gregow T. Btophy, Ph.D., DirecIor 
U:S. Regu~a~on] 

EI~ Lilly and Company 
LSy Corpora~ Cerder 
Indianapolis, IN 46285 

(317) 277-3799 

Title I~ S~ 100%) 
~e 100 ~ ~r ~, ~g ~ dine ~ ~ng ~o~ ~ 

FORM FDA 1S’1I PAGE2 OF 2 
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TH IS DOCUMENT CONTAINS. T’RAD E. SECRETS, 

OR COMMERCIAL OR FINANCIAL INFORMATION, 
PRIVILEGED OR CONFID ENTIALDELIVERED 
IN CONFIDENCE AND RELIANCE THAT SUCH 
INFORMATIONWiLL NOT BE MADE AVAILABLE 
TO THE PUBLIC WITHOUT EXPRESS WRITI’EN 
CONSENT OF ELI LILLY AND COMPANY 
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