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. Lilly Research Laboratories

A Division of Eli Lilly and Company

Lilly Corporate Center
Indianapolis, Indiana 46285
317.276.2000

January 25, 2000

Food and Drug Administration

Center for Drug Evaluation and Research

Division of Oncology Drug Products, HFD-150 TYPEA

Attn: Mr. Alvis Dunson, Project Manager MEETING REQUEST
1451 Rockville Pike

Rockville, Maryland 20852-1448

IND # 40,061 - LY231514 (MTA, MultiTargeted Antifolate) Serial No.: 203
Formal Type A Meeting Request to Discuss Changes of Vitamin

. Supplementation Instituted for the Ongoing Mesothelioma Registration
Trial

Reference is made to Eli Lilly and Company’s submissions to the MTA IND
(#40,061) on November 8 1999 (serial no. 191), on November 24, 1999 (serial
no. 194), on December 3, 1999 (serial no. 195), on December 22, 1999 (serial
no. 200) and on December 22, 1999 (serial no. 201). Additionally the FDA
Medical Officer has commented on these submissions in FAX communications to
Lilly on December 21, 1999 and on January 6, 2000.

As per the February 1999 Guidance for Industry, “Formal Meetings with
Sponsors and Applicants for PDUFA Products”, Eli Lilly and Company wishes to
request a Type A meeting (critical path meeting) to discuss recent changes in
the ongoing mesothelioma registration trial. Please see the attached “Formal
Meeting Request” with details regarding the proposed meeting.
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Food and Drug Administration Page 2
January 25, 2000

We again thank Division of Oncology Drug Products for their assistance in the
development of LY231514. Please call Mr. John Worzalla 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. Brophy, Ph.D.
Director
U.S. Regulatory Affairs

Enclosure (Formal Meeting Request)
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Fom Apgroved OMB No. 0910-0014.
DEPART MENT OF HEALTH AND HUMAN SERVICES o Dt S boeroses 30, 2002,
PUBLIC HEALTH SERVICE See OMB Staterment on Reverse
FOOD AND DRUG ADMINISTRATION . ]
. INVEST IGAT IONAL NEW DRUG APPLICATION (IND) s o T
(TITLE 21, CODE OF FEDERAL REGULATIONS (CFR) PART 312) investigation is in effect (21 CFR 312.40).
1. NAME CF SPONSOR 2. DATE OF SUBMISSION
ELILILLY AND COMPANY January 25, 2000
"[3.ADDRESS (Nurbe. Street. Glty. Side 070 Zip Cod) - 4. TELEPHONE NUMBER
Lilly Corporate Center {Indude Area Codk)
5. NAMER) OF DRUG (ndude dl avaidie names: Trade Ganaic Chariad, Cock) 6. IND NUMBER (If previously Gsigned)
Compound LY231514 Disodium (MTA) IND 40,061

7. INDICATIONG) (Covered by this submissian)
NA

8. PHASE®)OF CLINICAL INVESTIGATICN TCO BE CONDUCTED:
[OrHase 1 [JpHase2 [T]PHASES [ oTHERNA

Spedity)
9. UST NUMBERS OF ALL INVESTIGATIONAL NEW DRUG APPLICATIONS (21 CFR Port 312), NEW DRUG OR ANTIBIOTIC APPLICATIONS |
@21 CFR Pat 314). DRUG MASTER FILES (27 CFR Pot 314.420) AND PRODUCT LICENSE APPLICATIONS (21 CFR Part 601) REFERRED
TOINTHIS APPLICAT ION.

10. IND submission should be consecutively numbered. T he initid IND should be numbered
S esid number: 000." T he next submission (e.g, amendment, report, or cofrespondence) SERIAL NUMBER
should be numbered " S exidd Number: 01." SUbsequent submissions should be
. numbered consecutively in the order in which they ae submitted 20 3
11. THIS SUBMISSION CONT AINS THE FOLLOWING: (Check ol tha qodly)
[0) INITIAL INVESTIGATICNAL NEW DRUG APPLICATION (ND) [C] RESPONSE 7O CLINICAL HOLD
PROT OCOL AMENDMENT S ): INFORMAT ION AMENDMENT (S): IND SAFETY REPCRT (S):
[] New prOTOCOL ] CHEMISTRY MICROBIOLOGY [] INITIAL WRITT EN REPCRT
[] OHANGE IN PROTOCCL (] PRARMACOLOGY /T OXICOLOGY [J FOLLOW-UP TO A WRITTEN REPCRT
[[] New INVESTIGATOR J amnca.
[} RESPONSE TOFDA REQUEST FOR INFORMATION ] ANNUAL REPORT [X] GENERAL CORRES PONDENCE
[J REQUEST FOR REINSTATEMENT OF IND THAT IS WITHDRAWN, [} orHER _
INACTIVATED. TERMINAT ED OR DISCONT INUED S peoty)

CHECK ONLY IF APPLICABLE

JUSTIFICATION STATEMENT MUST BE SUBMITT ED W(TH APPLICAT ION FOR ANY CHECKED BELOW. REFER TOTHE CITED. CFR
SECTION FOR FURTHER INFORMAT ION. :

DTREATMENI’ IND 21 CFR 312. 35@) J TREAYMENI' PROI’OCOl 2'l CFR 312 35((0 D CHARGE REGJEST/NOTIFICATIQ! 21 CFR312 (co

FOR FDA USE ONLY
CDR/DBIND/DGD RECEIPT STAMP DDR RECEIPT STAMP DIVISION ASSIGNMENT:

IND NUMBER ASSIGNED:

FORM FDA 1571 (1059) PREVIOUS EDITION IS CBSCLETE. PAGE 1 OF 2
Creied by PSC MerRa Asts Brarch (301 $433854  EF
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12. CONTENTS OF APPLICATION
This goplioation contdns the following items: (Check dl that qodly)

3 1.FomFDA 1571 (21 CFR 312.23(9(1) ’ .
O 2.Tcde of Contents (21 CFR 312.23(0)(2)
Ej 3. Intreductory statement (21 CFR 312.23(Q(3))
[J 4. Generd Investigationd plan (21 CGFR 312.23(Q(3))
[ 5. Investigaar's krochure (21 CFR 312.23(Q)(5))
[ 6.Protocal(s) 21 CFR 312.23(q)(6)
] a Study protocd(s) (21 GFR 312.23(a)6)
[ b. Investigator data (21 CFR 312.23(Q@6XGiXE) or completed Form(s) FDA 1672
[ c Fadlities data (21 CFR 312.23(aQ6)GiB) o completed Forr(s) FDA 1572
[] d Institutiond Review Board data (21 CFR 312.23(aX6X(iMm)) or completed Form(s) FDA 1572
[ 7.Chemistry, monufoacturing and control daba (21 CFR 312.23(07))
[ Environmentd cssessment or dam for exdusion 21 CFR 312.23(@7XivXE)
1 8. Phamaoology and toxicdogy data (21 OFR 312.23(aX8))
1 9. Previous human experience (21 CFR 312.23(0(%)
[£010. Addtiond information (21 CFR 312.23(ax10)

13. 1S ANY PART CF THE CLINICAL STUDY TO BE CONDUCTED BY A CONTRACT RESEARCH ORGANIZATICN?  [T] YES NO
IF YES, WILL ANY SPONSCR CBLIGATIONS BE TRANSFERRED TOTHE QONTRACT RESEARCH CRGANIZATION? [TJves [JnO

IF YES, ATTACH A STATEMENT CONT AINING THE NAME AND ADDRESS OF THE QONTRACT RESEARCH ORGANIZATION,
IDENTIFICATION CF THE CLINICAL STUDY, AND A LISTING OF THE CBLIGATICNS TRANS FERRED.

14, NAME AND TITLE OF THE PERSON RESPONSIBLE FOR MONIT ORING THE CONDUCT AND PROGRESS CF THE CLINICAL
INVESTIGATICNS

James Rusthoven, M.D.

15. NAMEE) AND TITLEES) CF THE PERSON(S) RESPONSIBLE FOR REVIEW AND EVALUATION OF INFORMATION RELEVANT TOTHE
SAFETY CF THE DRUG

Same as #14 Above

1 agpee not to begin dinicd investigations until 30 days ofter FDA's receipt of the IND unless 1 receive earlier notificdtion by
FDA tha the studies may begin. | dso agee not to begin or continue dlinicd investigations covered by the IND if those
studies are placed on dinica hold | agree thd mn Institutiond Review Board (RB) tha complies with the requirements set
fourth in 21 CFR Pat 56 will be responsible for initid and continuing review and aoprovd of each of the studes in the
proposed dinicd investigdiion. | aree to condud the investigdtion in occordance with di other opplicable regulctory

recpiirements.
16. NAME OF SPONSCR OR SPONSOR'S AUTHCRIZED 17. SIGNATURE OF SPONSCR OR SPONSCR'S AUTHCRIZED
REPRESENT ATIVE REPRESENT AT JVE

Gregory T. Brophy, Ph.D., Director
U.S. Regulatory Affairs

18. ADDRESS (Numbe, Street, Oy, Sidte and Zip Coce) 19. TELEPHONE NURIBER 20. DATE
Eli Lilly and Company (ndiuds Ar >
Lilly Corporate Center (317)277-3799 January 25, 2000
Indianapolis, IN 46285

(WARNING: A willfully fdse stdement is oaimind offense. U.S.C, Titie 18, Sec 1001.)

Pubiic reporting burden for this cdllection of infarmction is estirmcted to average 100 hours per responses Indiuding the time for reviewing instrudtions,
secrching existing dfa saurces, gathering and manfdning the ddo needed ond completing reviewing the adlection of infamation. Send comments
regarding this burden estimate o any other cspect of this edilection of informdtion. indudng suggestions for rectidng this burden to:

Food end Drug Administrdion Food ond Drug Administrdtion " An ggency may not aonduct o sponsar, and
CBER (HFM-99) CDER (HFD-94) aperson is not required to respond to, @
1401 Rockville Pike 5516 Nichdson Lane cdlection of informction uriess it dspioys o
Rockvilie MD 20852-1448 Kersington, MD 20895 aurently vdid OMB oontrad number.®
Plecse DONOT RETURN this copiiodtion to this atdess.
FORM FDA 1571 (1099) PAGE 2 OF 2
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