


Cetuximab Chronological Index of FDA Communications
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Date Type Addressee Subject #
* Outeome.of _ vstudy; Submission of
JFrom: K. Krantz Yo
5/10/1994 TCR {To: Dr. R, Cohen IMCL's plans for C225 and pre<IND mee*t_s_[]& 1
|[From: K. Schneider  JSubmissién of | to"
5/13/1994 TCR {To: J. Archbold : 1
From: K. Krantz. C22L  #IND meeting pians; - T
7/6/1994 TCR {To: D. Schneider Compassionate IND close-out SN 1
|From: ImClone Pre-IND Meeting Document for C225 - aEGFrAb Anti-
7/22/1994 Letter To: FDA Epidermal Growth Factor Receptor Chimeric Antibody 1
JFrom: K. Krantz ’
8/11/1994 TCR {To: D. Green €225 Toxicology. testing 1
{From: F.Kaltovitch )
8/18/1994 TCR 1To: K. Krantz C225 Pre-IND Review and Meeting 1
From: Dr. R. Nordin ;
9/9/1994 TCR 1To: K. Krantz, J. Gilly (G225 pre-IND Product Reviewer's Comments 1
10/14/1994  {Amendment 000 {Kathryn Zoon Initial IND application {(Release Protocol Lot 423704) 1
10/20/1994  |Letter Kathryn Zoon Additional:copies of Initial IND 1
From: K. Schneider o -
10/20/1994 |TCR To: K.-Krantz C225 #5804 1
From: FDA October 26, 1994 Letter advising the assignment of
11/3/1994 Letter To: K. Krantz an IND number for €225 (BB-IND 5804) 1
From: FDA" December 30, 1994-Letter regarding comments
1/5/1995 Letter To: K. Krantz following review of IND 5804 initial submission 1.
information Amendment - CMC (Release Protocol Lot
500301), Protocol Amendment Change in Protocol
2/6/1995 Amendment 001 {Kathryn Zooni (Version 2,0 CP02-8401) and New Investigator 1
Protocol Amendment - New Protocol (CP02-8502,
3/10/1995 Amendment 002 |Kathryn Zoon CP02-9503) 1
General Correspondence - Change in regulatory
3/23/1995 Amendment 003 [Kathryn Zoon contact 1
From: J. Gilly T
4/4/1995 TCR To: K. Schneider Status of submission IND #5804, Serial No., 002 1
) From: J. Gilly : o
4/10/1995 TCR . To: K. Schneider Review of protocoels CP02-9502 and CP02-9503 1
{From: M. Fauntieroy  IProtocol CP02-9502 and CP02-9503C225, Anti-EGF
4/13/1995 TCR To: J, Gilly receptor chimeric-antibody 1
) ’ Response fo FDA Request for information - product,
: manufacturing, clinical; Protocol Amendment -
4/17/1995 Amendment 004 [Kathryn Zoon. Change in Protocol (CP02-9401, Version 3.0) 1
‘ information Amendment - Ghemistry/Microbiology
7124/1995 Amendment 005 {Kathryn Zoon (Release Protocol Lot 950012) . 1
8/3/1985 Amendment 006 [Kathryn Zoon Initial Safety Report - Mfg: Control #95/02/00005 1
8/24/1995 Amendment 007 {Kathryn Zoon Initial Safety Report - Mifg. Control #95/02/00007 1
< Protocol Amendment - Change in Protocol CP02-
‘ 9502, Version 3.0.- Amendments 1 &2; CP02-9503,
9/5/1995 Amendment 008 [Kathryn Zoon Version 3.0 1
{ \ |Protocol Amendrment - Change in Protocol (CP02-
9/12/1995 Amendment 009 [Kathryn Zoon 9503) 1
From: Dr. R. Justice :
11/20/1995 |TCR To: J. Gilly Patient #1302-UVA-CP02-9502, compassionate use 1
* TCR- Telecontact Report 1 3/4/2004
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: AFrom: J. Gilly : )
11/20/1995 |TCR {To: K. Schneider Patient #1302-UVA-CP02-8502; compassionate use 1
JFrom: K, Schneider ] : T
11/2171995 |TCR JTo: J. Gilly Patient #1302-UVA-CP02-9502, compassionate use . 1
11/29/1995  |Amendment 010 {Kathryn Zoon __|Initial Safety Report - Mig. Control #95{02100009 1
' i Protocol Amendment - New Protocol (CP02-9502,
11/30/1985  jAmendment 011 jKathryn Zoon Version 3:1) 1
12/8/1995 Amendment 012 {Kathryn Zoon Initial Safety Report - Mfg. Control #95/02/00011 1
JFrom: J. Archboid g ‘
12/15/1995 |TCR 1To: K. Schneider Protocol changes to FDA/CBER 1
T Protocol Amendment - New Protocol (CP02-
: 9504)/Change in Protocol (CP02-9503, Amendments
12/18/1995 {Amendment 013 Kathryn Zoon 485 - 1
1/15/1996 Amendment 014 |Kathryn Zoon Annual Report ) 1
2/27/1996 Regulatory file  1J. Gilly Protocol CP02-8502 - Patlant #3407 5 1
Protocol Amendment - New Protocol (CPO2-
9605)/Change in Protocol (CP02-9504, Versions 3.0
3/13/1996 Amendment 015 |Kathryn Zoon &4.0) 1
To inquire'wha the raéviewer for 5804 lND and what
procedure. to follow for teleconference to discuss
-~ comments (12/4/94 letter) .
From: J. Archbold : . oY '
4/18/1996  |TCR _ To: K. Schneider § o oy ot 1
4/24/1996 Amendment 016 JKathryn Zoon _|Request for Telephone Conference 1
5/9{1996 Amendment 017 {Kathryn Zoon General Correspondence - s%n'gje patient exemption 1
From: J. Gilly Single patient exemption for 0225 therapy
5/9/1996 TCR To: K. Schneider (compassionatfe use) 1
From: K. Schneider Single patient exemption for G275 therapy
5/9/1996 TCR To: J. Gilly {compassionate yse) 1
From: J. Gilly Single patient exemption for C225 Therapy
5/10/1996 TCR To: K. Schneider (Compassionate Use) 1
5/15/1996 Amendment 018 {Kathryn Zoon Protocol Amendment - New Protccat {CP02-96086) 1
From: K. Schneider  [Submission Serial No: 016-Re Request for. _
5/115/1996  |TCR To: J. Gilly telephone conference ‘ 1
5/30/1996 Amendment 019 |Kathryn Zoon Other - Final Study, Report. (0P02~9401) 1
6/18/1996 Amendment 020 IKathryn Zoon Initial Safety-Report - Mfg Control #95/02/00018 1
From: Dr.J. LaBorda [IND Amendment letter: April 24, 1996; Serial No. 016
6/18/1996 TCR To:. J, Gilly {request for. phone conference) 1
From: J. Gilly
To: Dr. J. LaBorda, Dr. {Phone conference pertaining to IND Amendment
6/21/1996 TCR E. Bonvini letter: April 24, 1996, Serial No. 016 1
Information Amendment - CMC (Refease Protocol Lot
7/1/1996 Amendment 021 jKathryn Zoon 960159) 1
Information Amendment - CMC (Release Lot 960223)
Protocol Amendment - Change in Protocol (CPO2-
8/27/1996  |Amendment 022 |Kathryn Zoon {9503, Version 7.0; CP02-9605. Version 2.0) _ 1
Protocol Amendment - Change in Protocol (CPO2-
‘ 9504, Amendment fetter)/New Protocol (CP02-9607);
11/1/1996 Amendment 023 [Kathryn Zoon Information Amendment - CMC (Release Lot 960275) 1
From: J. Gilly Submission Serial- No. 023-Re: Chmcal protocol IMCL
11/1/1996 TCR To: K. Schneider CP02-9607 1

* TCR- Telecontact Report
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{From: K. Schneider | }Submission Serial No, 023-Re ‘Clinical protocel IMCL '
12/3/1996 TCR {To: J. Gilly CP02-9607 1
12/17/1996  (Amendment 024 jKathryn Zoon Initial Safety Report - Mfg. Control #96/02/00023 1
Amendment 026 {From: J. Gilly General Cori'aspondence single patient protocot
1/10/1997 (via Fax) To: K. Schneider exemption (CP02-9504) 1
From: J. Gilly Fax submission Serial-No, 025-Re: Clinical protoco!
1/10/1997 TCR To: K. Schneider IMCL CP62-9504 siﬂge patient exemption 1
From: J. Archbold Fax submission Serial No. 025-Re: Clinical protocol
1/14/1997 Fax To: Dr. B. Parker IMCL CP(2-9504 single patient exemptlon 1
Fax submission Serial No. 025-Re: “clinical protocol
From: Dr. B. Parker IMCL CP02-9504 smmle patient exemptxon {forwarded
1/14/1997 TCR To: J. Falcey 1
\ Fax submissmm Sefial No. 025-Re: dlinical protocol
From: Dr. B. Parker IMCL CP(2-9504 smgle patient exemptmn ¢
171411997 TCR To: J. Falcey has reviewed the protocol) 1
: General Oorrespondence Hard copy of faxed -
1/16/1997 . |Amendment 025 |Kathryn Zoon {documents 1
From: K. Schneider
1/15/1997 TCR To: J. Gilly €225 Review Team 1
1/28/1997 Amendment 026 [Kathryn Zoon Annual Rgport i 1
3/21/1997 Amendment 027 [Kathryn Zoon Other - Final Study Repmt QCPO:Z»QSOZ) 1
information Amendmem CMC {Releasé Lot 960430);
|Protocol Amendment Change in Protocol (CP02-
4/18/1997 Amendment 028 |[Kathryn Zoon 9607, Versfqn 4.0; CP02-9608, Version 4.0) 1
From: K. Schneider -
5/16/1997 TCR To: J. Gilly NBC Report re_gardtng ImClone products 1
5121711997 Amendment 029 [Kathryn Zoon Initial Safety Report - Mfg. Control #97/02/00028 1
’ Follow-up to a:Writteiv IND Safety Report - Mig.
5/30/1997 Amendment 030 ]Kathryn Zoon Control #37/02/00028 1
Protocol Amendment - Change in. Protocol {CP02-
6/16/1997 Amendment 031 |Kathryn Zoon 9504, Version 6,0);0ther - FDA Contact Authorization | 1
Protocol Amendment --New Profocol (CP02-9708,
71811997 Amendment 032 Kathryn Zoon Version 1.0) . 1
Information regarding,
3+ - BB-IND 5804. -
From: G. Toolan. experienced by Patient 1101 in CP02-9709 .
7/29/1897 Fax To: K. Schneider {filed as Serial No. 032) 1
From: J. Gilly, G. , o R
Toolan 3-day Telephone Report regarding «
7/29/1997 TCR To: K. Schneider ’ o ' ) 1
‘ Protocol Amendment - Change in Protocol (CP02-
9608, Version 5.0; CP02-9607, Version 4.1; CP02-
9605, Versions 3.0 &. 4.0); Protocol Amendment -
New lnvestigator (CP02~9605
information Amendment - Chemistry & Mscrobtology
7/30/1997 Amendment 033 [Kathryn Zoon (Release protocol Lot 9700{)2) 1
8/5/1997 Amendment 034 [Kathryn Zoon Initial Safety Report ~Mfg. Control #97/02/00034 1
Kathryn Zoon : S
((Attn: Sharon -, General Gé;:rrespmdence - Single patient exemption
8/25/1997 Amendment 035 [Sickafuse) protocol (CP02-9712) 1
* TCR- Telecontact Report 3 3/412004
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JFrom: J. Gilly,
|G. Toolan N
8/25/1997 TCR |To: 8. Sickafuse Protocol CP02-8712. Compassionate use 1
From: J. Gilly, G. ’ . i
AToolan LRI N o T s
8/27/1997 TCR 4To: S. Sickafuse 1
JFrom: G. Toolan '
9/2/1997 TCR 1To: 8. Sickafuse Compassionate Use. Protocol 1
{From: K. Schneider ’ ‘ \ T
9/2/1997 TCR |To: G. Toolan {Compassionate Use Protocol-CP02-9712 1
9/4/1997 Amendment 036 |Kathryn Zoon Initial Safety Report - Mfg. Control #97/02/00037 1
‘|From: Dr. B. Parker " ‘ ’
9/4/1997 TCR 170 G. Toolan Compassionate Use;PrgtocokCPoz-Qﬂz‘ 1
‘ ‘ Protocol Amendment - Change in protocol (CP02-
9/15/1997 Amendment 037 .jKathryn Zoon 9712) 1
) ; General Correspondence background information re:
, EGFr expression as requested by ‘clinical
10/21/1997  {Amendment 038 |Kathryn Zoon reviewer) 1
; Protocol Amendmenf New Protocol (CP02-9710,
11/14/1997 |Amendment 039 {Kathtyn Zoon Version 3.0, . =) Other - Meeting Request 1
11/14/1997 |Other |Kathryn Zoon Additional: Copxes of Amendment 039 1
1From: 8. Sickafuse
11/17/1997 |TCR JTo: G. Toolan Seriai,NO.;OﬁQ—TeIeconference request 1
jFrom: S, Dayton :
11/20/1997 |TCR 1To: G. Toolan Schedulmg of teleoonference 1
JFrom: G. Toolan Report i in CP02-
11/26/1997 |TCR {To: 8. Sickafuse 9608 1
o Protocol Amendment - Change in Protocol (CP02~
9504, Version 6.0; CP02-9608, Version 6.0);
Information Amendment - Chemistry & Microbiology
12/1/1997 Amendment 040 {Kathryn Zoon (Release Protocol Lot a70311) 1
12/5/1997 ~ |Amendment 041 Kathryn Zoon _|Initial Safety Report - Psl\;mg .Control #97/02/00041 4
12/16/1997  |Amendment 042 |{Kathryn Zoon Initial Safety Report - Mfg. Control #37/02/00042 1
) ) General Correspondence - Teleconference agenda,
12/23/1997  |Amendment 043 [Kathryn Zoon issues list and meeting attendees 1
-{Protocot Amendment - Change in Protocol (CP02-
9607, Version 5.0); Protocot Amendment - New
Investigator (CP02-9608, . CP02-9710, ~
12/29/1997 _ |Amendment 044 |Kathryn Zoon ) . 1
From: G.Toolan Verify telephone number for teleconference initiated
1/6/1998 TCR To: $. Sickafuse by ImClone 1
FDA Request for Information (Response to FDA's
1/12/1998  |Amendment 045 |Kathryn Zoon. letter of 12/11/97 re: human blood-derived products) 1
1/21/1998 Amendment 046 jKathryn Zoon _|General Correspondence - Mesting Minutes 1
‘tAnnual Report; General Correspondence - Meeting
2/2/1998 Amendment 047 |Kathryn Zoon ‘Request 1
From: S. Sickafuse .
2/3/1998 TCR To: J. Gilly _{Meeting request 1
Protocol Amendment - New Investigator (CP02-9710,
2/5/1998 Amendment 048 {Kathryn Zoon N 1
From: 8. Dayton Conference call to review > data and
2/5/1998 TCR To: J. Gilly strategy 1
* TCR- Telecontact Report 4 31412004
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February 19, 198 Letter of Mesting minutes.from
teleconference discussing sponsor's new Phase 2
‘ protocol (CP02-971 0) which studtes 0225 alone in
From: ‘FDA patients with .
2/25/1998 Letter {To: J. Gilly {amendments ov and 42} 1
l General Correspondence (Pr&mseting information for|
3/2/1998 Amendment 0492 |Sharon Risso virus vahdatson teleconferance) 1
From: G. Toolan
3/3/1998 TCR To: 8. Sickafuse Compass;onate Use Protocols-France and Japan 1
General Correspondence {Request for compassaonate \
‘ treatment of asingle patientwith- - - -~
3/5/1998 Amendment 050 {Sharon Risso 1
‘ “{Protocol Amendment - Change in Protocol (CP02-
3/6/1998 Amendment 051 [Sharon Risso 9710, Versions 4.0,4.1,4.2;; ‘ 1
{From: J. Gilly, ~
1G Toolan 3-day safety report and compassionate treatment
3/11/1998 _ ITCR {To: 8. Sickafuse protocol 1
. {FDA Request for !nformatzon (Response to two
questions.posed by during review of
3/12/1998 Amendment 052 {Sharon Risso lcompassionate treatment protocol). 1
From: Dr. B. Parker : '
3/12/1998 TCR To: J. Gilly, G. Toolan_{Pancreatic Cancer Compassionate Protgcol 1
3/13/1998 Amendment 053 JSharon Risso initial Safety Report - Mfg. Contfol #98/02/00070: 1
FDA Request for information (Revised IC as
Jrequested by © - ™ during 8/12 telephone
conversation regarding a single patient treatment
3/13/1998 Amendment 054 {Sharon Risso protocol) . 1
From: J. Gilly o
3/18/1998 TCR To: . Sickafuse. Protocol CP02«9811 1
From: 8, Sitkafuse
3/20/1998 TCR Ta: J. Gilly Protocol CP02-9811 . 1
4/6/1998 Amendment 055 [Sharon Risso = General Correspondence - Mee{mg Minutes 1
Protocol Amendmient - New Investigator (CP02-9710,
i B} 3 !nformatwn Amendment - Clinical
4/17/1998 Amendment 056 {Sharon Risso : ‘ 1
. initial Safety Reports. - Mfg -Control #98/002/0007 1
4/30/1998 Amendment 057 ISharon Risso . and #98/02/60072 1
May 5, 1998 Letter of Meeting minutes from telephone
canversatxon held on March 25, 1998 fo review
. ImClone's current viras validation program and to
From: FDA provide input as to the deve{opmeni of future
5/11/1998 Letter To: J. Gilly approaches to virus validation. | 1
Information Amendment ~ Chemistry (Release
5/18/1998 Amendment 058 [Sharon Risso - Protocol Lot 980077) 1
i Initial Safety Reports - Mfg Control #98/02/00074,
5/22/1998 Amendment 059 |Sharon Risso #98/02/00076, #98/02/00077 - 1
Information Amendment - Clinical (Addendum 1.0 to
Version 4.0 of IB); ‘Protocol Amendment - Change in
Protocol (CP02-9607, Version 6. :0; CP02-9709,
6/12/1998 Amendment 060 |Sharon Risso Versions 2.0-and 2.1} - 1
7/15/1998 Amendment 061 [Sharon.Risso Initial Safety Report - Mig. Control #98/02/00081 1
* TCR- Telecontact Report 5 31412004
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) ' ) Initial Safety Report~ Mfg. Control #98/02/00083,
7/23/1998 Amendment 062 :ISharon Risso #08/02/00084 1
‘ " Jinformation Amendment - Chemistry (Release
protocol Lot 980253); Protocol Amendment - New
Investigator : »
CP02-9608; A4 IRB approval for.
CP02-9710 revised Form FDA 1572 for’ -
8/17/1998 Amendment 063 _Sharon Risso CP02-971 0) 1
JFrom: S, Sickafuse
9/9/1998 TCR {To: J. Gilly IFNa and;C225 Combination Protocol 1
[From: 8. Sickafise ’ R
9/9/1998 TCR JTo: J. Gilly, G. Toolan_ |Regulatory Procedure for IFN-Trial 1
‘ FDA Request for Information (PLK information); Other -
Final Study Report (CP02-9503); General
9/18/1998 Amendment 064 {Sharon Risso Correspondence ~ Teleconference Requast 1
‘ {From: G. Toolan :
10/13/1998 |TCR {To:_S. Sickafuse C225 Phase Il Protocols—smgje meetmg request 1
{From: M. Serabian
10/15/1998 {TCR 1To: G. Toolan PK Submzssmn {Serial No. 064) ( 1
10/16/1998 |Amendment 065 }Sharon Risso Initial Safety Report — Mfg. Control #98/02/00095 1
’ . ' General Gorrespondence — Request for Meeting (pre-
11/2/1998 Amendment 066 {Sharon Risso pivotal trial mtg. €225 + radiation) 1
{From: Dr. D. Green \ ' ’
11/2/1998 TCR To: G. Toolan IND Serial No. 064-PK Information 1
From: J. Gilly .
11/3/1998 TCR To: Dr. D. Green Basis of C225 Dose Selestion Question 1
From: Dr. D. Green ( ‘
11/4/1898 TCR To: J. Gilly, G. Toolan jReview of interim PK Report 1
From: 8. Dayton ; T -
11/6/1998 TCR To: J. Gilly €225 Pre-Phase |li meeting-provide alternate dates 1
Meeting Announcement {confirming 1/7/99 meeting
From: S.Dayton date and time). To receive FDA input on designee of
11/9/1998 Fax To: J. Gilly Phase 3 trial 1
From: 8. Dayton. C225 Pre-Phase lil meeting-Only date avadable is
11/9/1998 TCR To: J. Gilly January 7, 1999 from 3-4:30pm 1
- Protocol Amendment — Change in Protocol (CP02-
11/13/1998 [Amendment 067 |Sharon Risso 9608, Ver. 7.0;. 1
12/711998 Amendment 068 [Sharpn Risso {General Correspondance ~ Meetmg Aftendees 1
o Information Amendment - Chenistry (Release
12/11/1998  |Amendment 068 {Sharon Risso Protocol Lot 980452) : 1
General Correspondence — Responsible Head
12/21/1998  |Amendment 070 {Sharon Risso -{Change 1
: General Correspondence ‘Meeting Attendees
12{24/1998 JAmendment 071 |Sharon Risso Revision - 1
1/4/1999 Amendment 072 [Sharon Risso Annual Report 2
From: G. Toolan i ‘ .
1/6/1999 TCR To: S. Sickafuse Scheduled meeting of January 7, 1999 2
* TCR- Telecontact Report 6 3/4/2004




S,

Ao

Cetuximab Chronological Index of FDA Communications

Binder
Date Type Addressee ' ) Subject. #
BB-IND 5804 - v
|From: P. Keegan, B. e e
\Parker B K
1/5/1999 TCR |To: H. Waksal ‘ 2
tFrom: 8. Parker Caltfor .
1/5/1999 TCR {To: J. Archbold- . 2
{From: 8, Sickafuse :

1/11/1999 TCR . {To: G. Toolan FDA Request for information 2
General Correspondence (Request for compassionate

1/19/1989 Amendment 073 ]Sharon Risso treatment:of patient with 2

|From: G. Toolan ) }

1/19/1999 TCR 1To: S. Sickafuse | Compassionate protocol @ . 2

|From: Dr. B. Parker - [Patient narratives for patients with - <and

1/21/1989 TCR {To: G. Toolan - single patient compassionate protocol 2

’ JFrom: 8. Sickafuse o . L
1/21/1999 TCR {To: G. Toolan Patient narratives for patients with - 2
1/22/1999 Amendment 074 {Sharon Risso General Correspondence (Minutes of Jan 7 mesting) 2
’ From: 8. Sickafuse “ ' i
1/26/1999  |TCR To: G. Toolan narratives 2
From: S. Sickafuse ’ ‘

1/27/1999  |TCR To: G. Toolan C225 Product Issues 2
FDA Request for Information (additional information
regarding patients with - . whife in a C225

1/28/1999 Amendment 075 [Sharon Risso study) , 2

¢ Protocol Amendment — Change in Protocol (CP02-
9710, ver 5;. 1), Protocol Amendment - New
. Investigater (Change in Pi - o )
i CP02-9710), Protocol Amendment — New
Protocol (CP02-9815,ver2,” -~ ), FDA Request
for Information (Response to request for plan to use
historical control for C225 alone in
2/11/1999 Amendment 076 |Sharon Risso - studies) ) 2
From: G.Toolan : 1 \

2/11/1999 TCR To: S. Sickafuse CP02-9815, version 2.0 2

‘ February 10, 1999 Letter of Meeting minutes -
January 7, 1999 pre-Phase Hi meeting with ImClone

From: FDA regarding Chimeric Monoclonal Antibody (C225) to

2/16/1999  |Letter To: H. Waksal Epidermal Growth Factor Receptor 2
From: G. Toolan ’

3/1/1999 TCR To: 8. Sickafuse Protocol CP02-9815 2
From: B. Shaw .

3/16/1999 TCR To: G. Toolan Update of projected subrission of BLA 2
From: G. Toolan ( ) L

3/17/1999 TCR To: B. Shaw Projected date of BLA filing (C225) 2
General Correspondence — Meeting Request (pre-

4/8/1999 Amendment 077 [Sharon Risso pivotal trial meeting ~ ECOG study) 2

From: S.Sickafuse | ) ’
4/12/1999 TCR To: G. Toolan FDA Submission Serial No. 077-Reguest for meeting 2
* TCR- Telecontact Report 7 3/4/2004
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: |From: G. Toolan \ ' :
4719/1999 TCR To: S. Sickafuse Compassionate treatment of | patient 2
) General correspondence ~ Compassionate treatment
4/20/1999 Amendment 078 §Sharon Risso CP02-9921 ¢ 2
i General Correspondence — Compassjonate treatment
4/21/1999 Amendment 079 Sharon Risso CP02-9920 (- ' 2
IFrom: G. Toolan \ .
4/21/1999 TCR |To:_S. Sickafuse Compassionate treatment-: - 2
|From: Dr, B. Parker 1 '
4/23/1999 TCR |To: G. Toolan . Compassionate treatment protocols 2
{From: G. Toolan , - ‘
4/23/1999 TCR 1To: 8. Sickafuse Compassionate freatment protocols 2
{From: G. Toolan 1. ‘ < o
4/26/1999 TCR {To: Dr. B. Parker- Compassionate Treatment-_ 2
{From: G. Toolan ' . ’ ‘
4/28/1999 TCR To: Dr. B. Pa!}er Compassionate treatment-, 2
{From: Dr. B. Parker ,
4/29/1999 TCR To: G. Toolan - |Compassionate Treatment *._ .. . patient _ 2
\ Protocol Amendment ~ New Investigator (CP02-9815;
5/7/1999 Amendment 080 {Sharon Risso I ‘ ’ 2
‘ General Correspondence — Compassionate treatment
5/7/1999 Amendment 081 {SharonRisso {CP02-9922 ) 2
From: G. Toolan : ' : . .
5/7(1999 TCR To: 8. Sipl_gafusa Compassionate treatment’ - patient 2
From: G. Toolan ' i
5/13/1999 TCR To: S. Sickafuse- Compassionate freatment- . .. . _ . _______- 2
~ From: S. Sickafuse ) ' \
5/13/1999 TCR To: J. Archbold BB-IND 5804 2
From: G. Toolan
5/27/1999  |TCR To: §. Sickafuse Change in Pl and site for study CP02-9922 2
‘ General Correspondence {Responsible Head
Designation); Information Amendment — Chemistry
(Release Protocol ~ Lot #990002 [(Finished Goods),
990001=Final Container]); Protocol Amendment
New Investigator (CP02-9922. . . CP02-9815,
6/11/1999 Amendment 082 {Sharon Risso H . ) o ) 2
From:. G. Toolan introductions and electronic vs. paper BLA
6/11/1999 TCR To:.S. Sickafuse. submissions 2
From: G. Toolan’ ' .
7/8/1999 TCR To:_S. Sickafuse Single patient compassionate treatment- 2
General Correspondence — Compassionate
7/12/1999 Amendment 083 |Glen Jones Treatment CP02:9924 ) L 2
Protocol Amendment — New Investigator (CP02-9815,
7/12/1999 Amendment 084 |Glen Jones ( ; : ' 2
From: 8. Sickafuse ,
7/14/1999 TCR To: G. Toolan Single patierit compassionate treatment- 2
From; G. Toolan ‘ ) - :
8/3/1999 TCR To: M. Fauntieroy Electronic BLA 2
From: M. Fauntieroy ’
B8/4/1999 E-mail To: G. Toolan JCALA questionnaire 2
, General Correspondence - Compassionate Treatment
8/6/1999 Amendment 085 {Glen Jones CP02-9927 ‘ 2
* TCR- Telecontact Report 8 3/4/2004
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From: K. Winestock
8/6/1999 TCR JTo: G. Toolan Compassaonate Treatment: 2
# Protoaol ‘Amendment ~ New Protocol (CP02-98186, \
. B3y " 1); Protocol
Amendment . New lnvest;gator (CP02-9815,
8/11/1999 Amendrment 086 {Glen Jones 2
] JFrom: Dr. 8. Jenian .
8/11/1999 |TCR {To: G. Toolan Compassionate exemption 2
|From: M. Trapani 5 T
8/12/199¢  |TCR To: S. Sickafuse {Plans regarding the Cetuximab BLA 2
‘IFrom: G. Toolan ) .
8/16/1999 TCR To: 8. Sickafuse Adverse Event 2
L v -{General Correspondence ~ Compassionate
9/1/1999 Amendment 087 |Glen Jones Treatment CP02-9928 - 2
JFrom: Dr. 8. Jerian . . A
9/3/1999 TCR {To: M. Trapani Compassionate treatment request 2
9/13/1999 Amendment 088 |Glen Jones Other — Meeting Requsst (Pre-BLA CMC Meeting) 2
1From; M. Fauntieroy ‘ )
9/14/1999 TCR 4To: G. Toolan Electronic BLA Guidance ’ 2
JFrom: S. Sickafuse : ‘
9/14/1999 TCR 1Ta: G. Toolan Pre-BLA cMC malngRequ%t 2
‘ Protocol Amendment-— New mvest;gafor (CP02—9709 ”
. . CP02-9815,
. E5397,% CP02-
~ . : 9816, ,
9/17/1999 Amendment 089 1Glen Jones i ; 2
From: S. Sickafuse Meeting Announicement: November 4, 2001 pre-BLA |
9/22/1999 Fax To: M. Trapani CMC . 2
From: M: Trapani ) ‘ N : .
10/1/1999 _ |TCR To: §. Sickafuse Pre-BLA CMC Mesting Package: 2
Information Package ~ Meeting November 4, 1999
10/6/1998 Amendment 090 jGlen Jones {pre-BLA CMC meeting) 2
. Protocot Amendment = New Pratocol (CP02-9923,
10/7/1999 Amendment 091 {Glen Jones S~ 2
information Amendment ~ Chemstfy {Release
protocol Lot 990261; Comparability protocols, RP0298.
01, DP0299~07 DP0299-10; Research report RR0298
10/13/1999  |Amendment 092 ]Glen Jones 15; Reseafrch report RR0299-02) 2
Protocol Amendment New Protocol Compassionate
10/15/1999  |Amendment 083 {Glen Jones . Treatment (CPO2-Compassionate, ! 2
10/21/1999  {Amendment 094 |Glen Jones “{initial Safety Repm’t - Mfg. Ccntml #98/02/00118 2
From: S. Sickafuse
10/22/1999 |TCR To: G. Toolan CP02~Compassmna’te 2
From: G. Toolan )
10/25/1999 1TCR To: S. Sickafuse CP02-Compassionate 2
\ General Correspendence (Compassconate treatment
10/27/1989 JAmendment 095 {Glen Jones release of product). 2
From: S. Sickafuse ’ T
10/271999 {TCR To: G. Toolan CP02-Compassionate - 2
{Protocot Amendment ~ New Protocol (CP02-9814 ver
10/29/1999 JAmendment 096 Glen Jones 2 : 2
* TCR- Telecontact Report 9 3/412004
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: Binder
Date Type Addressee Subject. #
' |From: 8. Sickafuse ‘ :
10/29/1899 |TCR JTo: G, Toolan Pre-BLA CMC Meeting 2
( FDA Request for Information (Correspondence to '
11/1/1999 Amendment 097 {Glen Jones Serial Nu: 093, Compassionate‘l‘reatment Protocol) 2
14/2/1999 Amendment 098 '|Glen Jones General Correspcnd&nce Mesting Questions (CMC) 2
11/2/1999 Amendment 099 ,|Glen Jones Compassionate Treatment ~ Patient Condition’ 2
117511999 |Amendment 100 -|Glen Jones : General Correspondence — Meeting Presentation 2
’ {From: G. Toolan Desk copy of Version 5.0 of the Cetuximab
11/10/1999 |Letter jTo: G. Frykman lnvssttgamr's Brochure 2
1171171999 |Amendment 101 _|Glen Jones IND Clinical Hold — Complete Response 2
From: M. Trapani ‘| To discuss the clinical hold on Protocol CP02-

11/16/1999 |TCR {To: Dr, Jerien Compasslonate » 2
11/19/1999  J|Amendment 102 1Glen Jonies IND Cross-reference —. 2
‘ S General Correspondence ¢
11/24/1999  jAmendment 103 |Glen Jones : : . 2

, . |Clinical Hold - CP02"
[|From: FDA 7
11/26/1999 |Letter JTo: M. Trapani s 2
From: M. Trapani
11/30/1999 JTCR JTo: 8. Sickafuse To confrm whether FDA g_@_:ged an emergency IND 2
I ‘{General Correspondence (IND Cmss reference
12/1/1999 Amendment 104 |Glen Jones . 2
\ General Correspondence (IND Cross-reference
12/1/1999 Amendment 105 |Glen Jones \ ) . 2
General Correspondence (IND Cross-reference -
12/1/1999 Amendment 106 |Glen Jones ; 2
‘|From: M. Trapani-
12/2/1999 TCR To: B. Friedman User fee discussion ’ 2
(|[From: FDA November 4, 1999 meeting minutes - pre-BLA CMC
12/20/1999 |{Letter ATo: M. Trapani _ {meeting . 2
, |Protocol Amendment ‘New !n\(esttgator (CP02~9815
12/22/1999 ]Amendment 107 ' |Glen Jones i 2
. [From: M. Trapani FDA Mestings Mmutes-NovembeM 1999 (distributed
12/27/1999 |Memo ATo: Alf internallyy 2
‘ General Correspondence (Cross Reference letter - g
1/12/2000 Amendment 108 .|Glen Jones ‘ 2
) Generai Cofiﬁsmndenm {Cmss Reference letter —
1/13/2000 Amendment 109 {Glen Jones 2
1 ’ (aenerat Correspondence (Cmss Reference letter
1/13/2000 Amendment 110 |Glen Jones 2

* TCR- Telecontact Report
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Date Type Addressee . Subject . #
j Response to FDDA Reguest for Information (Virus
1/14/2000 Amendment 111 . {Glen Jones clearance and vaiidéﬁdn'infomatmn) 2
‘ _IProtocol Amendment— New Protocol (CP02-9813,
\ : Protocol Amendment New
lnvestlgator (CP02-981 5,7 B
i - - CP02-997"
L CP02-9816 o
1/26/2000 Amendment 112 . |Glen Jones 2
21172000 Amendment 113 |Glen Jones Other — CALA Quasnonnaxre 2
{From: M. Fauntleroy
2/2/2000 TCR {To: G. Toolan EBLA teleconfe;ﬁence and.dema 2
2/15/2000 Amendment 114 |Glen Jones |Initial safety report (Mfg control# 99/02/00166) 2
_[From: G. Toolan, D. - ; \ ‘
JLynch
2/15/2000 TCR |To:_S. Sickafuse Follow up o Serial No. 111-Final . _«Plan 2
‘{From: D. Lynch - ) ) .
2/15/2000 TCR 4To: S. Sickafuse IND Safety Report - Serial No, 114 2
\ Generai Correspondence (Cross reference letter -
2/18/2000 Amendment 116 |Glen Jones 2
. Initial safety report follnw up — 7-day {Mfg control #
212212000 Amendment 116 |Glen Jones 99/02/00166) 2
{From: . Sickafuse Valsdat;on Program as submitted as IND Amendment
2/23/2000 TCR {To: D. Lynch Serial No. 111, 11January. 2000 2
) General Correspondenice (Cross reference letter —
2/24/2000-  JAmendment 117 |Glen Jones ’ 2
2/25/2000 Amendment 118 1Glen Jones Annual Report 2
2/28/2000 Amendment 119 |Glen-Janes - Extra copy of annual report 2
; * |General Correspondence (Cross reference letter —
2/29/2000 Amendment 120 }Glen Jones 1K L 2
? General Correspondence {Cross reference letter —
2/29/2000  |Amendment 121 |Glen Jones ' e . 2.
‘ ~ General Correspondence (Cross reference letter -
3/6/2000 Amendment 122 {Glen Jones ’ ] ' 2
Protocol Amendment ~ Change:in-Protocol (E5397,
Addendum 1; CP(2-9923, ver 2); Protocol
Amendment — New Investigator (CP02-9814,
3 __ CP02-9815, _ .
© «; CP02-98"
" CP02-9923, |
3/6/2000 Amendment 123 |Glen Jones o . 2
Response; to FDA Requesi fonmformation‘
3/8/2000 Amendment 124 }Glen Jones 2
Response to FDA Reque.;t for lnfonnatnon
3/10/2000 Amendment 125 |Glen Jones (Withdrawal of CPO2-Compassionate) . 2
From: Dr. Jerian: Follow-up discussion on the use of Protocol CP02- ‘
3/10/2000  |TCR To: M. Trapani Compassionate 2
From: 8. Jerian To determine the use of Protocol CP02-
3/10/2000 TCR To: M. Trapani Corapassionate 2
From: 8. Sickafuse :
3/14/2000 TCR To: G. Toolan Compassionate protocol.teleconference 2
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Cetuximab Chronelogical Index of FDA Communications

Binder
Date Type Addressee Srubject #
3/15/2000 Amendment 126 {Glen Jones il Initial Saféty Report (Mfg control # 00/02/00193) 2
< Information Amendment ~ CMC. (Release Protocol,
Lot 990388 [(Finishad Goods), 990387*Fmal
4 Container} Lot 990609; Stability. Reports SR0086-01,
3/15/2000 Amendment 127 {Glen Jones ISR0101, SRO111) 2
: General Correspondence {Cross reference letter:
3/15/2000 Amendment 128 Glen Jones . 2
1From: G, Toolan for M. ‘ ’
|Trapani Draft Protocol for Cqmpasssonate Treatment
3/16/2000 Letter 1To: 8. Sickafuse Teleconference - via Fax 2
’ y General correspondence (Cross reference letter
3/21/2000 Amendment 129 {Glen Jones DAKO) 2
3/21/2000 Memo ) ODAC Meeting Minutes ° : 2
: : HND Safety report -7 day fonew—up (Mfg. Control #
3/22{2000 Amendment 130 {Glen Jones 00/02100193) 2
. ' IND Safety report =5 day (Mfg Control
3/24/2000 Amendment 131 |Glen Jones _ 1#00/02/00200) a 2
‘ Protocol Amendment — New- lnvestlgator (CP02 9815,
C " 1;CP02-9816. < CPO2-
9923, Dther (Cross
3/24/2000 Amendment 132 {Glen Jones reference, } 2
- |From; S.Sickafuse {To.arrange fora Teleconference o discuss ImClone’s
3/2472000 TCR 1To: D. Lynch Cetuximab _ Program 2
Withdrawal of protocol, i .
{To: M. Trapani . ) A . §
3/31/2000  |Letter from FDA |From: Glen Jones i 2
4/4/2000 Amendment 133 |Glen Jones Other - eBLA demo . 2
\ To request resubm&ssmn of ther ECOG Clinical
Protocol (E5379) contained in the March 6, 2000
~ (Serial No. 123) IND Amendment and follow-up to our
|From: S. Sickafuse request for a teleconference to discuss the viral
4/7/2000 TCR 1To: D. Lynch validation; iprogram__ ) 2
From: S. Sickafuse ' jArrange for teleconference to discuss Cetuximab
4/13/2000 TCR To: D. Lynch \program. 2
, ' Notification of availability of iImClone representatives
1Fram: D. Lynch. to discuss the Cetuximab Viral Validation plan. - Via
4/17/2000 Letter {To: 8. Sickafuse Fax 2
|From: D. Lynch ~ arrange for teteconference to discuss Cetuximab
4/18/2000 TCR |To: 8. Sickafuse \program \ 2
‘ | Noﬂﬂca’tian to be cautious notto use materials that
: may be contaminated with BSE and to take measures
|From: FDA Jto ensure that any materials used in production, that-
|To: Manufacturers of Jhave been recsived from countries where BSE exists,
4/19/2000 _|Letter |Biological Products do not contain BSE _ 2
|From: D. Lynch Telephone conference information; date, time, phone
4/21/2000 Fax To: 8. Sickafuse # to call and participant.code 2
{From: D. Lynch {To arrange for a teleconference regarding the
4/21/2000 TCR {To: Dr.Jerian Compassionate Use, Program : 2
HFrom: D. Lynch Teleconference to discuss Compassionate Use
4/24/2000  |TCR |To: Dr. Jerian {Program and Cetuximab, Devel opment 2
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Binder
Date Type Addressee Subject #
) Information Amendment.— CMC (Release Protocol,
{Lot 990764, Lot 990819; Stability Reports SR0059-04,
SR0060-04, SR0062-03, SRO072-03, SR0101-01,
4/27/2000 Amendment 134 | |Glen Jones. SR0109) 2
4 . Generai Correspondenma {Cross reference letter
4/28/2000 Amendment 135 |Glen Jones 2
; : Protocoi Amendmem - Ghange in Protocol (E5397,
Addendum 1); Protocol Amendment — New
Investigator (CP02-9815, - *E5397,
IMME s e, Lo
CP02-9816 T -, CP02-9923,
5/1/2000 Amendment 136 '|Glen Jones Yoo T : 2
! List of lmClone representatives who participated in
|From: D. Lynch . the 5/4/00 teleconference regarding the Cetuximab
5/4/2000 Fax {To: Dr. C. Fuchs viral vahdatlon program 2
From: D, Lynch
{To: Drs.Fuchsand  |Teleconference to discuss the Cetuxnmab
5/4/2000 TCR Webber Program 2
5 Response to FDA Request for Information (Copies of
' all current protocols & summary of all protocol
5/5/2000 Amendment 137 |Glen Jones amendments). 2
! Protocol Amendment — New Protocol (CP02-0035,
5/11/2000 Amendment 138 |Glen Jones version 1) 2
) {From: P. Delaney ‘ ‘
5/23/2000 TCR {To: J. Falcey ImClone’s. 800 number (Call Center) 2
Safety Report Second f’oﬂew up (Mig Control
5/24/2000 Amendment 139 |Glen Jones #99/02/00166) 2
General Correspondence (Reccwd of Contact — April
5/24/2000 Amendment 140- {Glen Jones 24, 2000 Compasslonate Use’ Pmtaool) 2
From: Dr. Jerian ’
5/31/2000 TCR To: G. Toolan jCompassionate protocol PPGZ—C?OSS 2
Protocol A?mendment - New Iavestigator (E5397,
. CP02-9816,
6/1/2000 Amendment 141 |Glen Jones CPO&-QQZ& . 2
7 Genera! Correspondence (Grosa reference letter —
6/1/2000 Amendment 142 1Glen Jones oo e 2
From: G. Toolan 4 ’ - \
6/7/2000 TCR To: S. Sickafuse Clinical Strategy Mea‘tingﬂays of week to request 2
From: Dr. Jerian”
6/9/2000 TCR To: G. Toolan Clarification of lung cancer expeﬂence 2
6/13/2000  JAmendment 143 |Glen Jones Other-Meeting Request (t,ﬁnicai Strategy) 2
‘ Jinvestigation of shipment error of June 9, 2000
Orphan Drug Submission ™ -
From: D. Lynch T T
6/13/2000 TCR To: Dr. J. Meisler . . o 2
investsgatren of shipment error of June 9 2000
, Qrphan Drug S+hmissiop
From: £, Lynch .
6/13/2000 TCR ;To: K, Robertson . S - 2
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Binder
Date Type Addressee Subject #
|Investigation of shipment error of June 9 2000
| Orphan Drug Submzssxon
From: D.Lynch
6/14/2000 TCR {To: K. Robertson B - T . 2
:E)?tensxon to the 90 day response timeframe defined
‘ in your fetter of March 20, 2000 for our Orphan-Drug
JFrom: M. Trapani Descgnat:cn Request for Cetuximab . - -
6/15/2000 Letter {To: M. Haffner {application.#00-1330) 2
; ‘ Cau was to alert the Office of Orphan Drugs that
JFrom: D. Lynch imClone will be requesting an extension for the

6/15/2000  |TCR {To: Dr..J. Bona ) Response to the Mamh 20, 2000 letter 2

1From: G. Toolan

6/16/2000 TCR {To: D. Elisworth Notlf catlon of cunstmctmn of commercial facﬂxty 2

{From: 3. Sickafuse
6/19/2000 TCR {To: G. Toolan. {Clinical strategy. meetmg %)neﬁng&book 2
{From: E. McFadden ) i
6/27/2000  jFax To: G. Teolan .{Meeting Announaementh 811 1/00 2
From: M. Trapani

6/27/2000 TCR To: K. Souter Request f(xr FDA meetmg—facmty 2
Initial 7 Day IND Safety Report (Mfg Control

6/28/2000 Amendment 144 Glen Jones #00/02/00316) 2

From: M. Trapasi ]

6/28/2000 TCR To: S. Sickafuse Fax regarding SAE . 2
initial 15 Day IND Safety Report (Mfg Control

6/29/2000 Amendment 145 {Glen Jones #00/02/00312) ; 2
Initial 15 Day IND Safety Report {Mfg. Control

6/29/2000 Amendment 146 {Glen Jones #00/02/00301) 2

) Initidl 15 Day IND Safety. Repart (Mfg. Control

6/29/2000 Amendment 147 {Glen Jones #00/02/00302) ' 2
Follow-Upto: 7 Day SNE Safety Report (Mfg. Control -

6/30/2000 Amendment 148 |Glen Jones #00/02/00316) 2

{From: M. Trapani .

6/30/2000 TCR To: R. Abrahams Request for FDA meeting«f,acility 2
Letter announcing that cetuximab qualifie- for orphan
designation for the treatment nf

From: M. Haffner )
7/3/2000 Latter To: D.Lynch i ST 2
From: M. Trapani Proposal ef meetmg dafes for the discussion of the
7/10/2000 _ iletter To: D. Elisworth design of the manufacturmg facility 2
7/11/2000 Amendment 149 {Glen Jones JOther ~ Maetn}_g Packa@ (clrmca! strategy meeting) 2
tnitial 7' Day IND Safety Report (Mfg Control
7/11/2000 Amendment 150 {Glen Jones #00/02/00324) 2
From: G. Toolan \

7/11/2000 TCR To: §. Sickafuse - Single patient exemption-CP02-0035 2
From: M. Needle o o

7/12/2000 TCR To: .Dr. Jerian _ JPatient exbmpﬁoa for Cqmpassipna’te Use 2
From: 8. Sickafiise

7/12/2000 TCR To: G. Toolan \ : =Compassionate Use 2

. . Safety Report»Foﬂow—up {Mfg. Control Nos,
7/13/2000 Amendment 151 |Glen Jones 00/02/00301, 00/02/00302 '00/02/00324) 2
7/13/2000 __jAmendment 152 ]Glen Jones Single Patéant Exempticsn Request 2
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: - Binder
Date Type Addressee Subject #
. |From: G. Toolan ’
7/13/2000__ |TCR {To: S. Sickafuse . Compassionate Use 2
- |From:. G. Toolan o
7/14/2000 TCR To: S. Sickafuse Single pattent exemption- CPOZvOOBS 2
: : Pre-clinical Safety &epo:t {Mfg. Control #PC
71172000 Amendment 153 . |Glen Jones 00/02/001) 2
1 Information Amendment~CMC {Release Pmtocol Lot
7/18/2000 Amendment 154 - |Glen Jones No. 009097 & Stability R«apott SR-0073-04) 2
. initial IND Safety Report-15 Day {Mfg. Control No.
712412000 Amendment 155 . [Glen Jones 00102/00_3%4) . 2
"[From: Dr. 8. Jerian O v 77 massag’e Re: iND Safety database
712412000 TCR {To: D. Lynch Review. 2
From: Dr. 8. Jerian Clarification of FDA Raquest regardmg the IND Safety.
7/26/2000 TCR .{To: D. Lynch Database Review, 2
JFrom: Dr. Serabian Additional inforimation for AsseSsment of BB-IND
7/27/2000 _ {TCR |To: D. Lynch 5804 Serial No. 153 Review 2
‘ 1 Response to FDA Request for Information (18 and
7/31/2000 Amendment 156 : [Glen Jones immunohistochemistry reports) -2
JFrom: G. Toolan - |Fax regarding tissue croqsureasﬁvity reports. and
7/31/2000 TCR |To:_Dr. Serabian Investigational Brochure 2
From: CA Cartier A
8/2/2000 TCR {To: P. Chao ’ Clariﬂcatim of export of clinical material. 2
8/3/2000 Amendment 157 |Glen Jones Other: Mesting Attendees 2
‘ Pre-clinical Safety Report Foﬁow~up {Mfg. Control
8/3/2000 Amendment 158 :|{Glen Jones #PC 00/02/0001) . 2
Response:to FDA Request for mformatzon ’
8/3/2000 Amendment 159 '|Glen Jones {information requested by i... & ....- ~ 7/27/00) 2
) . ; Response to FDA Request for Information (Bieedmg
8/4/2000 Amendment 160 |Glen Jones . events requested by 2
:{From: G. Toolan -
8/4/2000 TCR |To: Dr. M. Serabian . |Follow-up. of July-telephone call 2
Callto 8:! .. .- re! information requested to be
placed on . desk {sent via fax); verified
From: G. Toolan 8/11 mesting p!ace and request-for 5-10 addxttonal set
8/4/2000 TCR To; 8. Sickafuse |up. minutes 2
8/7/2000 Amendment 161 |Glen Jones - IND Safety Report (Mfg. Control #00/02/00349) - 2
JFram: ‘M. Trapani a
8/7/2000 TCR To: 8. Sickafuse FDA Contact-August 11 meeting 2
'|From: CA. Cartier ST )
|To: Reg., Sales,
|Marketing, Corp. e
8/8/2000 Memo {Comm., H. Waksal . jv. . . L , 2
; ' Caui was to alert the Office of Orphan Drugs that
From: D. Lynch imClone will be fequestmg an’ addmonai extension for
8/9/2000 TCR jTo: Dr. M. Lessing {the Respanse to the March 20, 2000 letter 2
JFrom: D. Lynch imClone's tecord of the August 1 1, 2000 meeting with
8/11/2000 Memo ~}To: Reg. File the FDA - 2
8/14/2000 Amendment 162 |Glen Jones —__|IND Safety Report follow-up (Mfg. 00/02/00349) 2
’ 1From: Drs. , ' o ‘ '
}SerabianJerian
8/14/2000 TCR To: G. Toolan Follow-up.information on the . 2
8/18/2000 Amendment 163 |Glen Jones information Amendment-CMC (Facility Renovations) 2
* TCR- Telecontact Report 15 31472004
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“|From: D.Lynch, G.
Toolan *
8/18/2000 TCR JTo: Dr. S Jerian Clarification of request for safely data 2
“fFrom: D. Lynch Confirm conference call for August 25, 2000 at
8/21/2000 _ |TCR {To: Dr. 8. derian 9:00am to d:scuss %ndependeni Review Charter. 2
.|From: Dr. Serabian
8/21/2000 TCR {To: G. Toolan Conversation with FDA-Monkey studies 2
Protocol ﬁmendment«Ne:w Protocol (CPO2-9816C ver
- 11.0); Change in Protocol (CP02-9709, ver 3.0; CP0O2-
9813, ver 2.0; CP02-0814, ver 3.0; CP02-0035, ver:
1.1: CP02~9816 ver 4.0% New !nvestsgator (ES397,
S s - CPO2-
Qui(B, =t . e o o~ . ©, CP02-0035,
: i ., Other — Autherized
8/22/2000 Amendment 164 .{Glen Jones . contacy I 2
From: JF, DL, MN, GT
8/25/2000 TCR {To: 84, GM August 25, 2000 te!eoog@encs meeting minutes 2
{From: -CA Cartier To inquire about the CBER process for requesting
8/29/2000 TCR JTo: W. Purvis acceptance of proposed propfigtary names. 2
‘|From: CA Cartier To inquire about'the: CBER process for brand name
8/31/2000 TCR ATo: Dr, K. Webber selection.. 2
|From: D: Lynch, J. To request clarification on “raw data” to be included in
{Tarnowski validation and characterization reports submitted to
8/31/2000 TCR ~ {To: Dr, C. Fuchs the IND and BLA. 2
9/5/2000 Amendment 165 |Glen Jones “JIND Safety Report (Mfg. Control # 00/02/00385) 2
( General Correspondence-Meeting Minutes (August
9/7/2000 Amendment 166 -|Glen Jones 11, 2000 Clinical Discussion) 2
L Request for evaluation & acceptance of proposed
9/7/2000 Amendment 167_{Glen Jones proprietary names 2
’ {From: M. Trapani_ Request for evaluation & aceepfance of proposed
9/7/2000 Letter 1To: W. Purvis proprietary names - DESK COPY 2
‘ ‘Hnformation Amendment - CMC (Release Pmtocoi Loy
9/8/2000 Amendment 168 |Glen Jones 00C00453) 2
General Gorrespondence-Mmut:es (August 25, 2000 )
9/11/2000 Amendment 169 iGlen Jones Teleconference) 2
‘ IND Safety Report-mmal (Mfg Contml #PC00/02/002;
9/14/2000 Amendment 170 {Glen Jones - 100/02/00389) 2
IND Safety Report 7-Day. F‘olzokup (Mfg. Control No.
9/19/2000 Amendment 171 {Glen.Jones 00/02]00316 (2)) 2
‘ From: CA. Cartier
To: D. Ellsworth, T. To inquire about available dates for a meetmg to
9/21/2000 TCR Emier ~|discuss the new manufactunng facility. 2
From: S. Sickafuse - September 22, 2000 Letter of Meeting minutes from
9/28/2000 Letter To: M. Trapani ) August 11, 2000- meetmg 2
From: S. Sickafuse {To inquire as to.the number of elecironic coptes FDA
9/28/2000 TCR To: D. Lynch requires for submission 2
Clinical Infosmation ~ Safety (Ndrratsves Gr. 384
9/29/2000 Amendment 172 {Glen Jones allergic reactions, b&eedmg events ‘deaths) 2
IND Safety Report Follow-up (Mfg Control
10/6/2000 Amendment 173 Glen Jones #PC00/021002 (2)) 2
From: 5 tynch To discuss the formatting requnrements for the
10/13/2000 {TCR To: M. Fauntieroy electronic version of Serial No, 172 2
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Date Type Addressae ___Subject #
|From: CA Cattier To inquire abcut the status’ of Cetuximab proposed
10/17/2000 |TCR To: W..Purvis brand name review, 2
:[From: CA Cartier o request clarification on Release Protocol data
10/20/2000 |TCR JTo: C. Fuchs ] submltted at Serial No. 168 2
] Protocol Amendment New lnvastzgator (CP0O2-9815,
T T - " ", CP02-9816,
‘x IR S CPD2~98160
; ) Lo, EB39r, -
10/27/2000 |Amendment 174 |Glen Jones e R CPGZ-GOSﬁ - .. 2
C!imcal In‘ﬂrmatxon Safety (Resubmisscon of
narratweb v e L
11/2/2000 Amendment 175 '|Glen Jones 2
" Chmcal %nformatmn—HACA Assay {SOP CSOP0014,
11/2/2000 Amendment 176 :|Glen Jones Protocol (;POG'! 3, Report CROG13) 2
11/6{2000 Amendment 177 {Glen Jories ]IND Safety Report—lnmai (Mfg_Control #00/02/00457) 2
JFrom: M. Trapani Toi inquire whether references were necessary for
11/13/2000 |TCR To: B. Goldman, Fast Track Desxgnatsan mquest ) 2
11/14/2000  jAmendment 178 :{Glen Jones Request for Fast Track ﬁesgr_@_t_ion 2
. IND Safety Report Foﬁowaup {Mfg Control
11/14/2000 ]Amendment 185 i|Glen Jones - #00/02/00457) 2
; {Information Amendment - Chemistry (Molecular -
11/15/2000 {Amendment 179 (Glen Jones characterization of DNA Sequencing} 2
‘ Information Amendment -- Chemistry (Purification
: process description, new process testing, viral
11/15/2000  |[Amendment 180 |Gilen Jones validation report and protocol) - 2
: : information Amendment — Chemistry {Cell culture
11/15/2000 |Amendment 181 {Glen Jones : prooess and testmg) 2
11/16/2000  JAmendment 182 |Glen Jones Information Amendment -- Chemistry (Viral Validation) 2
i Infozmatson Amendment - Chemtstr'
11/15/2000 JAmendment 183 {Glen Jones T 2
General CorrespondenceoChange in Regulatory
11/16/2000 ° [Amendment 186 {Glen Jones Contact 2
11/17/2000 [Amendment 184 |Glen Jones - Pre-BLA CTNMC. Mig. Request , 2
‘ IND Safety Report Follow-up (Mfg Controt #PC
11/17/2000  |Amendment 187 {Glen Jones . 00/02/002:(2)) , 2
. I To provide =~ wiupdate dn (1) moving forward
From: D. Lynch, N. jwith BLA; (2) demonstrating comparability of drug
Mehta . substance produced at and {3) IND
11/20/2000 JTCR To: C, Fuchs Amendments No. 17910 184 2
\ Information Amendment Chemistry {Confirmation of
11/21/2000  [Amendment 188 [Glen Jones successful outcome of clinical study CP02-9923) 2
From: N. Mehta BB IND 5804 for Cetuximab and our submissions 184
11/22/2000  |Fax To: 8. Sickafuse and 188 requesting d pre-BLA meeting. -2
From: D.Lynch - : ’ ' Co
11/22/2000 {Fax Alert To: S. Sickafuse Animal Death (#PC00/02/003) . 2
: ‘ To inquire-about the rationale for the APLS review )
From: CA Cartier results and recommendatmn of Cetummab proposed
11/29/2000 JTCR To: W. Purvis brand names 2
11/30/2000 JAmendment 189 {Glen Jones IND Safety Report-(Mfg. Control #PC00/02/0030(1)) 2
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] 1 o iND Safety Report-15 Day’ Report{Mfg Control
12/4/2000 Amendment 180 jGlen Jones . #00/02/00454) ‘ 2
- |From: S, Sickafuse - ‘ '
12/5/2000 Fax {To: N. Mehta Pre-BLA meeting_ announcemedt—ﬂ 18/01 2
From: N. Mehta. ) .
To: DB, RC, MB, AD,
1EH, MB, GN, JT, HW, . .
12/7/2000 Memo DL Pre-BLA Mesting announcement-1/18/01
{From: D. Lynch . T ‘ :
12/11/2000  {Fax Alert iTo: 8. Sickafuse Animal Death (#PC00/02/004) 2
: ; General Gorr‘espond&nce {Cross reference - : .
12/12/2000 _|Amendment 191 1Glen Jones 2
12/13/2000  |Amendment 192 {Glen Jones {Annual Report - ’ ~ 2
‘ o “{information Amendment Chemlstry (Amended
12/15/2000 _|Amendment 193 |Glen Jones Background document for CMC meeting! 2
Protocol Amendment New Protocel (CP02-9932, ver
12/15/2000 jAmendment 194 {Glen.Jones 1.6, - 2
12/18/2000 JAmendment 195 |Glen Jones: IND Safety Repori: (Mig.. (‘cmtroi #PCOO!OZ/OOM) 2
IDiscuss ImClone’s piah to study Cetuxzmab in the
From: D.Lynch Jtreatment : S
12/18/2000  {TCR To: . Dr. 8. Jerian. (MC CP02-9932 ) .2
' ) TProtocol Amendment - New. Protocol (CP02-0036, ver
12/20/2000 jAmendment 196 |Gien Jones 1.0; CP02:9925, ver 1.0 . 2
From: D. Lynch To arrange for a iefemnf&rence to discuss Cetuxsmab
12/20/2000 |TCR To: 8. Sickafuse program. 2
: To arrange for a teleconference to discuss the :
From: D.Lynch Cetuximab comparabm’ty gorogram for the material
12/21/2000 |TCR To:.Dr. C. Fuchs product at 2
' From: S. Sickafuse  [To request lmClone pmwde 2 additional copies of
12/22/2000 {TCR To:-D. Lynch Serial No. 193. 2
From: D.Lynch : t
12/26/2000 [Fax Alert To: 8. Sickafuse Animal Death (#PC00/02/005) 2
" |To ask questions and discuss comments on the
From: M. Serabian December 13, 2000 Annual RepértllB (Submission
1/3/2001 TCR To: C. Cartier Serial No. 192). < 3
1/412001 Amendment 197 ]Glen Jones IND Safety Report {Mig. (,antmi #PCOGIOZOOS) 3
Arrange for a discussion of ImClone’s. three proposed
From: Dr. S. Jerian lung proto¢ols (CP02-9923 CP02-9925, CP02-0036)
1/8/2001 TCR To: D. Lynch on January 10, 2001 3
From: 8. Sickafuse  |Dates andtime for the requested Erbitux FDA
11782001 TCR* To: L. Lee ' meeting 1- BLA
From: 8. Sickafuse - Regardmg; our-request for a meeting to discuss the
1/8/2001 TCR* To: N. Mehta issues raised in the December 28 Letter 1- BLA
To: K. Webber 3 o )
1/9/2001 Fax From: N.Mehta imClone participants at teleconference 3
‘{To discuss FDA comments on imClone’s three
From: D, Lynch proposed lung. protocois (CP02~9923 CP02-9925,
1/10/2001 TCR To: Dr. S. Jerian CP02-0036) 3
' General Correspondence (Cross reference letter —
1/11/2001 Amendment 198 {Glen Jones: 3
M. Trapani January 3,2001 Let‘(er regarding Orphan Drug
1/11/2001 Letter from FDA  |Frd'd to N. Mehta Apphcatxon #00-1330 3
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Date Type Addressee 3ubiect #
(JFrom: G. Toolan
1/11/2001 TCR ‘1To: 8. Sickafuse . ‘{Clinical pre~BLA meetmg -and hrand names review. 3
' |From: D. Lynch {Draft Minutes of the: January 9, 2001 teleconference
1112/2001 Fax {To: C. Fuchs t_’_ggardmg dmg substance comparability 3
To inform - of ImClone's plans to provide for
FDA review draft meeting minutes of the January 9,
From: D. Lynch 2001 teleconference regarding; drug substance
1/12/2001 TCR To: Dr. C. Fuchs comparability., . 3
: Information Amendment«(:lmacai {pre-BLA meetmg
1/16/2001 Amendment 199 . {Glen Jones request) 3
1/17/2001 Amendment 200 ;|Glen Jones IND. Safety-Report- (Mfg C:ontref #01/02100522) 3
' Tdanuary 12, 2001 Letter regarding Fast Track -
1/18/2001 . fLetter from FDA |Nikhil Mehta Designatfon 3
1 {Re: Questions 1-6; furthemnformauon nieeded to
1/19/2001 Letter from FDA  |Nikhil Mehta meet criteria for Fasb-track designation 3
j Protocol Amendmenit-New Investigator (CP02-9815,
t:5397 ~
CPOZ—Qb g, CP02-9816C,
DRTIN CP02«9814 Other — Authorized|
1/2212001 Amendment 201 {Glen Jones Contact 3
‘JFrom: N. Mehta Request for telecon to clar:fy and discuss items hsted
112212001 Fax ATo: S. Sickafuse in the letter dated 1/19/01. 3
: Information Amendment—‘!‘oxscotogy (Amendment 2 to’
1/23/2001 Amendment 202 |Glen Jones {39-week mOnkay study) 3
{From: G. Toolan Faxed Dose calculations used for the toxicity protocol
1/24/2001 Fax ITo: M. Serabian 070-087 V 3
From: G. Toolan, N.
{Mehta (
1/24/2001 TCR 1To: M. Serabian Dose conversion calculations-Human to primate 3
‘From: G. Toolan - « o o
1/25/2001 Fax To; 8. Sickafuse Question proposed w the clinical reviewer 3
|From: M. Serabian o
1/25/2001 E-Mail 1To: G. Toolan Dose Extrapolation 3
{From: N. Mehta " - {January 26, 2001 teieconference dial-in information
1/25/2001 Fax {To: S. Sickafuse and ImClone re_gresentataves T 3
|To: E.McFadden - |Scheduling of the pre-BLA Clinical/Pre-clinical
1/26/2001 TCR {From: D. Lynch meeting for Cetuximab BLA . 3
1/30/2001 Amendment 203 |Glen Jones _JIND Safety Report (Mfg. QontreI:#RCOQlOZJO%(T)) 3
|From: E. McFadden : . ‘
1/30/2001 Fax 1To: N. Mehta Meeting Announcement-pre-BLA Clinical/Pre-clinical 3
Protocol Amendment- New Protocot (CP02-0037,
1/31/2001 Amendment 204 {Glen Jones ver1.0; CP02-0038; ver 1.0; CP02-0141, ver 1.0) 3
Discuss imClone's approach to submission of the IND
j , Safety Report Follow-up [PC00/02/005(1)] -
{From: D. Lynch b ST ‘
1/31/2001 TCR 1To: 8. Jerian feo B © . {CLE 0070-087). 3
* TCR- Telecontact Report
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Binder
Date Type Addressee - 5ubjact #
’ s General Carrespondenma«Meehng Minutes (1/9/01
, telecon and meeting minutes from‘lﬁ 8/01 Pre-BLA
2/1/2001 Amendment 205 ' [Glen Jones CMC mesting) 3
\ < Information Amendment-CMC g Vie e
2/2/2001 Amendment 208 ' {Glen Jones .  Authorization} 3
* Response to FDA R Request for lnformataon
2/2/2001 Amendment 207 {Glen Jones - 3
. |Frony:- CA. Cartier To mquu"e about the review status of brand names for
21212001 TCR |Ta: S. Sickafuse Cetuximab - 3
( : Response to FDA Request for 1nformatmn (Response
21612001 Amendment 208 - {Glen Jones. to Questton 1-Letter from FDA 1/19/01) 3
General Correspondence (1 126;t0~1 Meeting Minutes
2/6/2001 Amendment 209 : |Glen Jones from 1/10/01 telecon lo discuss clinical issues) 3
: {Response to FDA Requestfor information (ASCO
2/6/2001 Amendment 210 ' |Glen Jones dabstract): . 3
: From: N. Mehta" 3
{To: Internal Affairs
Staff
21612001 Letter " JHFEY-50) Export Authonzahon Regquest 3
Response o FDA Request for informatlon (SAP,
217/2001 Amendment 211 .|Glen Jones undegendent resgonse committée charter and CRFs) 3
‘ |From: D. Lynch - clarify the procedures to obtain
2/7/2001 TCR JTo: 8. Sickafuse FDA/thlone meeting minutes : 3
o Proposed table for the ‘presentation of the infotmation
‘ |réquested by CBER for the key" Cetuxrmab lots used
{From: D. Lynch in the in vivo prechmcai evaluat?ons and. clinical
2/9/2001 Fax JTo: C. Fuchs studies. 3
‘ ‘ - _ cetuximab lots used in
invivo preclinical evaluations and dlinical studies.
, P = of the'other disciphnes (chnical ana
|From: D: Lynch " - o ensure the content and format of the
2/9/2001 TCR {To: Dr.C. Fuchs. ) table meet the needs of the review.team. 3
|From: 8. Jerian ~[Toinquire.if the Compas.,ionate Use Protocol was
2/9/2001 TCR {To: D. Lynch opeﬂ for enroﬂment ) 3
JFrom: D, Lynch- >
2/12/2001 TCR {To: 8, Jerian To d!scuss the Comnassmnate Use Protocol 3
' 2 - iproposed
presentauon of the mformanon requested by CBER
; : reviewers (CMC, clinical, pharmytox) for the key -
{From: C, Fuchs Cetuximab lots used in the in vivo preclinical
2/15/2001 TCR {To: D.Llynch evaluations and clinié‘al studies.‘ 3
{From: FDA :
2(20/2001 FDA letter {To: N. Mehta 1/18/01 meeting mmutes 3
) ’ ~ {To notify FDA regarding. submission of the e-BLA
[From: M. Fauntleroy {Demo (Versron 2.0) and to inquire if extra desk copies
2/20/2001 TCR |To: CA. Cartier are, needed. 3
2/21/2001 Amendment 212 }Glen Jones Other - eBLA Demo 2 0 - 3
* TCR- Telecontact Report 20 37412004
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g Binder
Date Type ° Addressee Sub;ect #
o informaﬁxon Amendment — Clinical (Pre-BLA Clinical
2{22/2001 Amendment 213 |Glen Jones background docunient)- 3
‘ Information amendment-Pharmacology/Toxicology
212312001 Amendment 214 [Glen Jones {Cross reactivity study GRAQ0408) 3
i . |From: N. Mehta informing FDA we are sending 3 additional copies of
2/23/2001 Fax To: S. Sickafuss the Backgg‘ound document 3
; IND Safety Report;(Mfg. Control #01/62/00555Tumor
2{26/2001 Amendment 215_jGien Jones Necrosis—EiviR:stud}{} 3
lnfarmahon Amendment- Chsmxstfy (Release Protocol
Lot 00AD0661, Lot 00C00660. {(Finished Goods),
' OOCOOGBQ“Fmai Contamer} .ot 00C00963 [(leshed
2/2812001 Amendment 216 {Glen Jones Goods) 00009962“‘!‘&&31 Contamer] 3
. {From: M. Serabian
31512001 E-Mail To: N. Mehta - Potential Teleconference Ttmes 3
Response to FDA Request for information-
Pharmaco!ogyfl‘ omcoiogy (lnterlm report of 33-week
3/6/2001 Amendment 217 {Glen Jones study) 3
- {From: G. Toolan - Interim summary report fnr the ImClone/Merck KGaA )
3/6/2001 Fax To: M. Serabian 39 week monkey study ] 3
From: G. Toolan ,
3/7/2001 TCR To: K. Cressotti Export Authorization Request- 3
] From: G. Toolan ) o )
3(7/2001 TCR To: 8. Sickafuse " {Export Authorization Request’ 3
From: G. Toolan S ‘ j
3/8/2001 TCR To: K. Cressotli Export Authorization Request’ 3
i Response to Request for infermaﬁon (Pre-clinical lot 5
3/9/2001 Amendment 218 [Glen Jones |data) 3
) ResponSe to FDA Request for Infmmatlon (Response
3/9/2001 Amendment 219 {Glen Jones to irinotecan in patients who. progress on irinotecan) 3
’ Information Amendment ~Pharmacology/Toxicology
3/9/2001 Amendment 220 [Glen Jones (Serolagy report ARFC0294-11) 3
Protocol Amendment - Change in Protocot (CP02-
9816 version 5.0; CP02-0038, ver 2.0); New
fnvestigator {09027981,5, : '
- ' \ 1 E5397,
; - CP02~9816 I " TTP02-9816C,
311212001 Amendment 221 |Glen Jones -'CP02-0038, - ; 3
From: G. Toolan The names and addresses of the consignees
3/12/2001 Fax To: M. Limoli (Export Adthorization reguest) 3
" {Response to FDA R Request for Information (Percent
of patients receiving C225 by’ process designation;
table of pts. By clinical study, drug sub., Drug prod.
3/16/2001 Amendment 222 [Glen Jones and Ref. Mat.) 3
a ’ Response to FDA Request for Information” (EGFr
3/19/2001 Amendment 223 |Glen Jones positivity - Q4 and Q5 for letter dated 1/1 9/01) 3
lnfcrmaﬁon Amendment — Chemistry «
' 7 , .updated specification, CoA Lot
3/20/2001 Amendment 224 |Glen Jones 6259 and 00C00819) 3
! [From: N. Mehta ” i R \
3/21/2001 Fax To: S. Jerian Body of submission. serial no. 223 3
* TCR- Telecontact Report 21 . 31412004




Cetuximab Chronological Index of FDA Communications
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Date Type Addressee &uhject #
312272001 Amendment 225 |Gien Jones IND Safety Repcwt (Mfg Control #01/02/00555(1 )) 3
" IFrom: N. Mehta' A copy of submission nc. 223 (EGFr test kit; filed
3/25/2001 Fax . |To: Dr. C. Fuchs 5/19/01) 3
Response to FDA Request for !nfnrmatuon {additional
irt vivo results in a refractory tumor setling — xenograft
3/26/2001 Amendment 226" |Glen Jones models) : 3
Fax forwarded - tat Twinbrook Conference
- |From D. Lynch - . j 1 regardmg agenda
3/26/2001 Fax |To: N, Mehta for March 27, 2001 meeting 3
. |From: D. Lynch o T .
3/26/2001 Fax To: 8. Jerian Copy of IND Amendment - Serial No. 226 3
To request *
 fFrom: D.Lynch " patient with Cetuximab under a physxclan
3/30/2001 TCR To: 8. Jerian sponsarad smgte patient IND. 3
« JFrom: G. Toolan -
3/30/2001 TCR . {To: C. Fuchs Export AuthonzatmmRequest - 3
Protocol Amendment — Change in Protocol (CP02-
9925, ver 2.0, CP02-9932, ver 2.0; CP02-0036, ver
2.0}; Protocol Amendment New fnvestiaator (CPO2-
9815 . - E5397,
2 . CPGZ 9925 CP02- 0036
4/3/2001 Amendment 227 {Glen Jones ' . CP02-0038, CP02-0141, 3
‘ : lnformat:on Amendment — CMC (CoAs for Lonza drug
product Lot 00C01 177‘!‘ inal Container,
01C01178=Finished Goods: cqrrected CoA for drug
4/4/2001 Amendment 228 {Glen Jones substance Lot 00A(1125) 3
: General Correspondenca ~ Meeting Minutes (March
4/5/2001 Amendment 229 |Glen Jones 27, 2001 pre-BLA meetmg_ mmutes) 3
From: N. Mehta
4/10/2001 TCR To: B: Goldman Te dlSCL‘ISS plans for Rolimg BLA 3
. {From: N. Mehta To inquire about completion of review of the
4/10/2001 TCR . {To: Dr. K. Stein __._report B 3
‘ Response to FDA Request for Information { oetal
4/11/2001 Amendment 230, |Glen Jones manuscript) 3
: General Correspondence ~ Meeting Minutes (April 4,
‘ 2001 teleconference) Other ~ Draft “Dear Doctor”
4/13/2001 Amendment 231 jGlen Jones , Letter 3
From: Dr. C. Fuchs
4/16/2001 TCR . [To: N. Mehta Comment on - ‘report 3
; General Correspondence Meeting Minutes (eBLA
411712001 Amendment 232 [Glen Jones . teleconference} 3
“{From: M. Mehta g
4/17/2001 Fax | To: B. Friedman Request-for waiver of User Feas 3
From: CA Cartier - |Attached:please find the minutes from the April 6,
4/20/2001 E-Mail " {To: M. Fauntleroy 12001 imClone/FDA teleconference, per your request 3
4/23/2001 Amendment-233 -|Glen Jones Request for submission of portions of BLA 3
SFrom: Dr. 8. Jerian
4/23/2001 TCR jTo: N.Mehta BLA and Dear Dy, letter - 3
From: S. Sickafuse Meeting Minutes from 3/2712001 - pre-BLA clinical
4/2712001 Letter JTo:N.Mehta meeting 3
* TCR- Telecontact Report 22 ‘ 3/4/2004




o,

Cetuximab Chronological Index of FDA Communications

Binder
Date Type Addressee Subject #
Protocol Amendment—New }nvesttgator
CP02-981 5 -
¢
CP02-9816C -
CP02-0035 -
CP02-0141 -
I CP02-0036 -
5/1/2001 Amendment 234 {Glen Jones 3
{ iND Safety Report-New onset, seizure/convulsion;
5/1/2001 Amendment 235 {Glen Jones Mig. Control No. 01/02/00625 - 3
, General‘Correspondente: Change in Regulatory
5/2/2001 Amendment 236 {Glen Jones Contact - 3
‘ Regarding electronic submlssmn ﬂf medical imaging
5/2{2001 Amendment 237 {Glen Jones data 3
‘ Other: Follow up to teiephnneﬁconversauon of
5/3/2001 Amendment 238, |Glen Jones 4/23/01 3
‘ i Never submitted discussed in teleconference on
5/3/2001 Amendment 239 |Glen Jones 5/21/2001 3
List of imClone- represen%ativ% who participated in
From: CA Cartier - Ithe 5/8/2001 teleconference regarding the Cetuximab
5/8/2001 Fax _{To: S. Giuliani {rolling BLA submxss:on 3
From: L.Lee '
- JTo: Drs. Jerian; Fuchs, | To gain agreement on the proposed BLA timeline
5/8/2001 TCR Goldman, Serabian submitted to the FDA on 4/23/01 3
5/9/2001 Amendment 240, {Glen Jones “JInformation Amendtrient-pharm/ftox study 221-014 3
tnformation Amendmment-CMC {release of Lots
01(3(3@095 01C00006 {(Fimshed Goods);
. 01C00005=Final Container], 00C00963 {(Finished
51012001 Amendment 241 {Glen Jones Goods), 00C00962=Final Container] 3
; [From: L. Lee . . :
To: G. Mills, M. :
5/10/2001 Memo - |Fauntieroy Minutes of discussion on imaging Submission 3
’ “|From: L. Lee . o - C
5/10/2001 Memo . |To: M. Fauntieray Electronic BLA - 3
, s Other: rovised proposal for the efectromc submission
5/17/2001 Amendment 242! |Glen Jones of i tmagmg data 3
: To dsscuss imClone's proposat to submit Section 6
* JFrom: D. Lynch V of the
5/17/2001 TCR " {To: S. Giuliani - - ‘ Cetummab BLA along with. $ecﬁon 8. 3
' 1-to discuss the amendment for the comparability
From: L. Lee report; 2-to discuss-potential sgenarios for the fiming
5/17/2001 TCR " {Te: C. Fuchs _jof the submission forthe :  facilities 3 -
‘ To follow up with - 1 the protocol
" JFrom: L. Lee amendment regarding . \
5/17/2001 TCR "{To: C. Fuchs 1 : 3
* TCR- Telecontact Report 23 \ 3/4/2004
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From: C. Fuchs Gundanoe on timing of { facilities
5/18/2001 TCR To: L. Lee subm!:sston ’ 3
From: D.Lynch
To: D. Green, S, To discuss with FDA ImClone" s proposal to submit
5/21/2001 TCR Giuliani Section 6 and Section 8 of the BLA 3
Other: revised timelines for the submission of the
g cetux‘mab rolling BLA under Fast Track drug
5/22{2001 Amendment 243 {Glen Jones development .3
‘  fFrom: G. Todlan, L. :
Lee, M, Needle To discu‘ss the preclinical Dear Dr. letter and dose
5(23/2001 TCR To: S. Jeran reductions 3.
N Attached is the revised Dear Dr. letter discussing the
~|From: L. Lee nrechmcal tox;coiogv studv and the
5/30/2001 fFax To: S. Jerian » 3
" JFrom: D. Lynch .
6/1/2001 TCR  |To: C. Vincent To obtam User Fee 1D number for Cetuximab BLA 3
" |Re:" Meetitig with CBER's ; Elegtronic Submissions
and Information Techno%ogy Groups for
6/6/2001 Memo . |{FDA/ImClone Demonstration of eBLA Demo 4.0 3
"IFrom: D. Lynch, G. To discuss the submission schedule and amendment
Toolan contents for Section 5 (Pharmacology/Toxicology) of
6/7/2001 TCR . |To: M. Serablan. Cetuxlmab BLA 3
- JFrom: N. Mehta . :
6/11/2001 Fax To; C.Fuchs CcMC Tabie of Contents for the Cetuximab BLA 3
" |From: G. Toolan
6/11/2001 Fax " |To: M. Serabian Draft item 5 Table of Contents’ 3
; FDA Request for Information —~'CFRs for CP02-0141,
6/12/2001 Amendment 244. [Glen Jones CP02-0038, CP02-0037 3
‘ Other: Amended timelines for the submission of the
’ cetuximab ronmg BLA under Fast Track drug
6/12/2001 Amendment 245 |[Glen Jones deveinpment 3
. [From S. Sickafuse -
6/12/2001 Fax T L. Lee |Letter regardgg Rofling BLA 3
" |From: G. Jones ‘ .
6/12/2001 L etter To: L. Lee Rolling BLA ’ 3
" {From: G. Toolan 1BLA ltem &: Nanclxmcal pharmacology and toxicology
6/12/2001 TCR - |To: M. Serabian section 3
" [From:..S. Jerian Discussion-of Trade Names and Coverage of C225 in
6/12/2001 TCR JTo: L.lee lay press 3
; Amendnrient fo the Request for Evaluation and
6/14/2001 Amendment 246 [Glen Jones Acceptance of proprietary names 3
\ Revised “Dear Dr." letter to expand the discussion in
- |From: L. Lee the human experience and the findings in the fow and
6/14/2001 Fax - |To: S. Jerian mid-dose groups. . 3
© [From: L. Lee ) E
: |To: 8. Stckafuse Ss. Fax copy of Amendment to the Request for Evaiuation
6/14/2001 Fax Jerian and Acceptance of proprietary names 3
16/15/2001 Amendment 247 |Glen Jones EBLA demo 4.0 3
i [From: B, Friedman
6/15/2001 Fax * {To: N, Mehta Letter regardmg BLA apphcattan fee waiver granted 3
" |From: J. Axelrad
6/15/2001 Letter " {To: 'N. Mehta BLA application fee waiver gianted 3
* TCR- Telecontact Report
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' 7-day IND Safety Report follow-up [Mig. Control no.
6/20/2001 Amendment 248 }Glen Jones _{00/02/00451 (1)} 3
¢ JFrom: D.Lynch To confirm the procedures for suhmtss:on of the User .
6/20/2001 TCR To: C. Vincent Fee Covet Sheet 3
) To inquare as ta the hours of operation, location of
From: D. Lynch CBERs DCC and any restrictions relative to delivery
16/21/2001 TCR To: F.Paul of electronic submissions and paper submissions 3
 {From: G. Toolan BLA Htem 5. Nonclinical pharmacology and toxicology
6/21/2001 TCR " {To: M. Serabian section ' 3
Summary of Safety data from pilot study (0038);
From: L.Lee proposal for mctusmn of narratwes and CRF'sinthe |
16/25/2001 Fax " |To: S. Jerian - IBLA 3
« JFrom: S, Jerian Approval of “Dear Doctor” 3etter trade name
6/26/2001 TCR - |To: L. Lee discussion and others - 3
\ C {Otner: Dear Doctor lefter (Animal deaths and-skin
612612001 Amendment 249, (Glen Jones toxicity) . 3
From: L. Lee \ ‘
6/26/2001 Fax To: S, Jetian SAE for patient #1001 with ! 3
“{From: C. Limoli, Infl. S
- [Relations 1 & .
6/27/2001 Letter To: N, Mehta - 1Export Authorization letter - Poland 3
. [From: G. Toolan T o
6/27/2001 TCR . {To; V. Carter Export Authorization Request-Poland - 3
' {1) Review safety data from 038 and discussion of
From: L.lLee control arm for Phase Hll study; (2) Inclusion of
6/27/2001 TCR To: Dr. S. Jerian narratives and CRFs for BLA 3
*{To: G. Jones Initiating'the Rolling BLA for. cetuximab for refractory
6/28/2001 BLA I[nitiation From: LL . colorectal cancer . 1- BLA
] " [From: N. Mehta The planned manufacturing schedule for Cetuximab aff
713/2001 Fax |To: C.Fuchs 4 3
" fFrom: L.Lee Cianﬁcaﬁon of pra*clmical studies information and
7/3/2001 TCR To: S. Jerian discussion of Phase 3 design ' 3
From: L.Lee Summary results fiom the 10710 Trademark
71612001 Fax - |To: C. Broadnax Evaluation study conducted for {MC-C225. 3
¢ |From: L. Lee : o ’ o
7(9/2001 TCR < |To: 8. Sickafuse Rolling BLA Timeline and mechanism of submission 3
- {From: N. Mehta T \ o . i ‘
7110/2001 TCR To: C.Fuchs Follow-up to BLA filing 3
‘ General Carrespondence :
7/11/2001 ___|Amendment 250, |Glen Jones . B 3
7/13/2001 Amendment 251, |Glen Jones Other — Proposal for SAS datasets 3
) “|From: C. Fuchs ' o
7/16/2001 TCR To: N, Mehta . -{Follow-up to BLA filing : 3
|From: L. lee |Rolling BLA timeline and mechanmm of submission-
7116/2001 TCR ' |To: Brad Glasscock. - |Final 3
» fFrom: L. Lee
7/16/2001 TCR To: 8. Jerian Chggge\of Medical Reviswer for (3225 3
From: NM Extra deSk copies of two section of our rolling BLA for
7/18/2001 Letter To: G. Jones “|cetuximab; CMC section and Pharmltcx section- 1- BLA
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Protocol Amendment: Change in Protocol: CP02-
9815 ver. 4.0, CP02-9925 ver. 3.0, CP02-9932 ver.
3.0, CP02-0036 ver. 3.0,
Protocot Amendment New mvestfqator
CP()2-9615 -
E5397 -
CP02-0035 -
. CP02~0141
7/19/2001 Amendment 252 |Glen Jones 3
' ’ Other Genera! Carrespondemce Fax with planned
, manufacturing schedule for cetuximab
7/23/2001 __ JAmendment 253 |{Glen Jones 1 - 3
712412001 . JAmendment 254 JGlen Jones Other: MEeting_Réquest~CMG 3
- [From: G. Toolan K ‘ )
7/24/2001 TCR To: S. Sickafuse Request for additional copies-IND Serial No, 252 3
' . . Other information on Follow-up for Pat 1001, Study
712712001 Amendment 255 |Glen Jones 0038 3
" {From: L. Lee Additional copies of IND. amendment 252 as
712712001 Letter To: G. Jones requested by * 3
From: L. Lee
7/30/2001 TCR To: S. Sickafuse Discussion on the Comgletion of BLA filing 3
From: L. Lee ' i
7131/2001 TCR To: L. Pai Scherf Discussion of the Ciinical Section of the BLA 3
\ From: N. Mehta’ .
7/31/2001 TCR To: C. Fuchs CMC amendmentsk 3
From: N. Mehta
8/6/2001 TCR To: G. Mills SAS data for tmausubmxss»on 3
- Meeting Announcement:- September 6, 2001=Pre-
From: E. McFadden Supplement rel new facti(’ty & comparability
8/8/2001 Fax To: N. Mehta Wi nnotecan 3
From: A. Choquette
8/9/2001 Fax To: S. Sickafuse. Teleoonferanc& dtaj~m mformatlon 3
1 From: L. Lee
8/10/2001 Fax: To: L. Pai Scherf Clinical $ectfon (!tem 8) of the. BLA 3
i “[Teleconterence to dtsc:uss outstanding housekeeping
From: L. lLee issues fro the clinical area during the transition of
To: S8, 84, GM, LPS, |Medical Reviewers, and to discuss the proposed
8/10/2001 TCR VG . Reviewers data base ) 3
81312001 Amendment 256 {Glen Jones Withdrawal of Protocol: mz-tms? . 3
- {From: CBER |Assigned submission tracking number (stn) BL
8/13/2001 Letter To: LL 1250331{3 ' 1- BLA
- fFrom: G. Jones
8/13/2001 Letter ~{To: L.Lee Submsss;on Trackin # Number assxgned to rolling BLA. 3
: IND Safety Repart Follow-up Mfg. Control
8/14/2001 Amendment 257 ' |Glen Jones #001021'00334 (1) 3
From: A. Choguette  |List of partlcxpams from ImCione-Systems
8/14/2001 Fax To: S. Sickafuse Incorporated and P-Net at the telaconference 8/10/01. 3
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\ A paper nopy of CMC section of our Rolling BLA for -
" JFrom: N. Mehta cetuximab {STN 1250323/0) is bemg Fed Ex'd per
8/20/2001 Fax - {To: 8. Sickafuse request 3
’ +[To: S. Sickafuse ’ ) '
8/20(2001 Fax ' {From: NM. ) Paper copy of CMC section being Fed Ex'd 1- BLA
8/23/2001 Amendment 258 Glen Jones {Background document for pre-SBLA mig 3
IND Safety Report Mfg # 01/02/00757-
8/23/2001 Amendment 259 Glen Jones : ] 3
~|From: N. Mehta
812312001 TCR To: C.Fuchs | Discussion of PAl timelines 3
" JFrom: D. Lynch To update - on the organization ofthe PK
8/28/2001 TCR ~{To: M. D. Green : mformataen in the BLA 3
“{From: D. Lynch . To propose thatthe detailed PK Summary in the BLA
8/31/2001 TCR JTo: M. D. Green be incorporated in Section 6 rather that Section 8. 3
Information Amendment — Pharm/Tox (070-087 final
9/5/2001 Amendment 260 : [Glen Jones Istudy report and BLA Secuon 5, Toxacology Summary} 3
- . !nformatmn -Amendment — Chenistry
9/5/2001 Amendment 262  |Glen Jones : 3
: To request assrstanoe n kscatmg information
.{From: D. Lynch regarding the .
9/5/2001 TCR To: C. Fuchs : 3
‘ . lr’zfermatlén Amendment ~ Clinical (Safety overview
9/7/2001 Amendment 261 '|Glen Jones for 1st 12 patients in CP02-0038) 3
- [From: G. Toolan BLA ftem'5: Nonclinical pharmécoiogy and toxueomgy
9/7/2001 TCR |To: M. Serabian |section - 3
‘{From: N. Mehta Discussion of Snemﬁcamms and response-to '
9/7/2001 TCR To:” C, Fuchs question « , 3
From: N. Mehta { '
9/10/2001 Fax JTo: C. Fuchs ’ _ 3
. " {To: C. Fuchs
9/10/2001 Fax |From: NM . . . 1- BLA
~ Information Amendment — Clinicat {BLA discussion
) item agreements — FDA Reviewer's Data Base and
9/13/2001 Amendment 263 |Glen Jones “clock start” submission) 3
i \ information amendment.submitted fo IND 5804 on
‘ September 7. 2001 regardmg the first twelve patients
From: L. Lee treated inthe Cetuxlmab pdot safety study (Protocol
9/13/2001 Fax 1To: L. Pai Scherf CP02-0038) 3
: - |Updated safety summary for the first 12 patients in the] -
From: L.Lee pilot safety study. thh the toxicity grade information
9/14/2001 Fax 1To: L. Pai Scherf lincorporated. 3
{From: L. Pai Scherf An informal meeting o help orient |- “to the
9/18/2001 TCR {To: L.Lee BLA ’ 3
' Information Amendment - Chem;stry (Certtﬁcate of
, Analysis of Cetuximab Reference Standard, Lot No.
9/20/2001 _ |Amendment 264 |Glen Jones 01C00314) 3
|From: L Lee informatio’n from JNG sub»mlssmn 223 regarding the
9/20/2001 Fax {To: L. Pai Scherf 3
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To inquire if BB-IND 5804 Serial No. 264 submission
{CMC-Information Amendment providing for the
From: *D, Lynch Certificate of Analysis of Cetuximab Reference
Ta: Marlene Standard, Lot No.-01C00314) had been logged into
9{24/2001 TCR (Document Control) CBERs Document Control 3
To inquire if BB-IND 5804 Serial No. 264. subrmss:on
(CMC-Information Amendment providing for. the
‘ Certificate of Analysis of Cetummab Reference
from: D. Lynch Standard, Lot No. 01C00314) had been forwarded to
9/24/2001 TCR . " |To: S. Sickafuse - DARP by CBER Document Control 3
- \ ~ [Other: Request for Waiver for Pediatric study
9/28/2001 Amendment 265 |Glen Jones . frequiremients 3
Protoco}Amendmenf New !n\(eshqator
CP02-9815-
.
CP02-9816 - | ‘ :
ES397 -7 7
CP02-9925 -
i
10/5/2001 Amendment 266 |Glen Jones CP02-0038 - X 3
: JFrom: S, Sickafuse September 6, 2001, prei:upptement meetmg with
10/5/2001 Letter  {To: Attendees ImClone regard«ng_Cetuxemab !ND 5804 3
Letter . {From: L. Lee
10/5/2001 (2nd Submtssron) To: G. Jones Rolling Submission for BLA 1- BLA
From: N. Mehta Additional details for comp. Eval. For C226 manu. At
10/9/2001 Fax To: C. Fuchs ABBG, mformatlon on i , 3
- |From: N. Mehta IBLA timing, CBERS inspection schedu!e bioburden
10/9/2001 TCR  |To: C. Fuchs specs for.cetwdmab bulk, testqu for product stability. 3
Other: Discussion of Phase i Randomized Trial in
10/10/2001  |Amendment 267 |Glen Jones | First Lme Metastatlc Coiarectal ‘Cancer ) 3
. {From: L Lee
10/10/2001  {Fax "{To: L. Pai Schetf Submtssmn 267 (19 pages) sent Fed Ex 3
CFrom: N. Mehta Manufacturing schedule for upcoming runs at SP.
10/10/2001  JFax {To: C. Fuchs Pharmaceutxcal 3
{From: L. Lee . ‘
10/10/2001  |Letter "{To: G. Jones {Hard coples of Clinical Reportsifor Medical Reviewers| 1- BLA
. JFrom: N. Mehta o ' > ;
10/10/2001 jLetter - To: G. Jones | Reviewer Aids: CD ROMs of Reviewer Data Base 1-BLA
“JFrom: L. lee i ) o '
{To: LPS, S8, JS,KS, ‘ ) :
10/10/2001  |TCR CF Follow-up. on the-status of Branzd Name 3
s fFrom: D_Lynch. To confirm the receipt of the zom ‘Orphan Drug
101112001 |TCR {To: 8 Hood Annial Repnrt ' 3
IFrom: LPS, 84, GM , ’
1011172001 JTCR To: L.Lee PostNar&eting Study Requirernent 3
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From: C. Fuchs Bioburden: agreement throughout CBER for further
10/12/2001 |TCR To: N. Mehta . specs at, _Comparability changes. 3
] From: L. Lee Post-marketing study commitment; Rolling BLA
10/15/2001  {Letter {To: G. Jones. timeline ' 1- BLA
10/18/2001 - . [From: LL )
12/3/2001 TCR _|To: FDA BLA Re‘aew Runmgg fist 10/18-12/3/2001 3
¢ |From: A.Choquette [Teleconference information for ‘Phase il protocol on
10/19/2001  JFax To: S. Sickafuse 10/30/01 at 9:45am. 3
‘ A CD as a review aid for the PK reviewer which
From: N, Mehta contains the entire ltem 6 and relevant portions of
10/18/2001 [ etter To: G.Jones ttem 8 1- BLA
" IFrom: N. Mehta ; : \
10/19/2001  |TCR To: ‘8. Sickafuse Contacted at 11:30am to discuss three items. 3
From: A. Choqueétte
10/22/2001  {fFax 1To: 8. Sickafuse PK reviewer aid,.CD-Rom tra:;kfng information. 3
< [From: FDA JLetter grantmg the name Erhntux as the tradename for-
10/24/2001  fLetter i {To: L. Lee cetuximab 3
10/25/2001  |Amendment 268 iGlen Jones IND Safety Report. Mfg hontro¥ #01:‘02100880 fleus 3
‘ FDA riotification of d@n IND Safety Report for a patient
From: D, Lynch being treated under the ECOG protocol describing an
10/25/2001  }Fax To: S. Sickafuse event, lleus. 3
( : ) Attachment. letter sent o the FDA regarding the
|From: N. Mehta Rolling BLA hmehne and Post-marketmg study
10/25/2001  {Fax ITo: 8. Sickafuse commitments. ) 3
) JFrom: 8. Sickafuse Brand name lefter announcing acceptance of the
10/25/2001  {Fax NTo: L:lee- name “Erbitux” 3
' ‘ Letter regarding postmarketmg study, and receipt of
From: S. Sickafuse a revised proposal for a post—marketmg confirmatory '
10/25/2001  |Fax {To: L. Lee study 3
' JFrom: S, Sickafuse ) ' :
10/25/2001  |Fax |To: LL Letter from FDA regarding post-marketing study 1-BLA
Comments from the review of September 7 - safety
report of the first 12 patients from a pilot study
“January 31 - submission of protoco! CR02-
, 0037 as post-marketing confirmatory study not
From: CBER acceptable; August 13 - ackniowledge withdrawal of
10/25/2001 gl etter {To: L. Lee _{protocot CP02-0037 1- BLA
‘ Letter regarding post-marketing study, and rece:pt of
[From: FDA a revised.proposal for'a post«marketmg confirmatory
10/25/2001  |Lelter 4To: L. Lee study 3
"From: LL
To: FDA - Information ' . \
10/26/2001 |Lefter :{Management Team Completion of Cetuximab BLA 1- BLA
10/30/2001 JAmendment 269  [Glen Jones. Revised Froposal for Phase il Post-Marketing Study 3
JFrom: NM o Copy of planned press release announcing
10/30/2001  JFax To: C. Broadnax completion of the BLA- filing for G225 1- BLA
‘ JFrom: FDA IForm FDA 2656 - stamped andinitialed received
10/30/2001 |FDA Form To: L. Lee 10/3012001 1- BLA
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From: L. Lee ’ Rewsed propasat for Pcst-marketmg study (CPO2-
10/30/2001 {Letter To: G. Jones 0037 versmn 2.0) . 1--BLA
From: S. Sickafuse - |
10/31/2001 |TCR To: N, Mehta Notification of BLA completioti 3
A request’ from the National Cancer Institute, |
From: FDA z
11/1/2001 Letter To: L. Lee 8 ) 3
‘ Request to clarify meeting minutes for the pre-
11/2/2001 Amendment 270 [Glen Jones supplerient meeting — September 6, 2001 3
) In referance to. ImClone's Oct. 30, 2001 request for
advisory review of the Erbitux(Cetuximab) press
From: C Broadnax  jrelease that announces the filing ofa Btologics
11/2/2001 Fax To: N. Mehta License Apptxcatson for ﬁrbltux 3
“|Press release annoum;mg the filing of a Btologvcs
From: CBER License Apahcatxon far ERB!TUX
11/2/2001 Fax To:. NM ’ 1- BLA
Addltsonal CcMC and Clinical mformatyon and a copy of
t - {a letter r}etastmg the Rolling BLA timelines and
11/5/2001 _ |BLA Amend 001, }G. Jones Planned: Amendments 1- BLA
_ {From: CBER - .
11/712001 Letter To: LL . Letter granting pediatric Waive,r 1-BLA
In reference 1o our biologics license application for
Cetux!mab submitted under Section 351 of the Public
: Health Service Act —~ Reterence made to our
JFrom: FDA correspondence dated Oct. 5, 2001, requesting a
11/7/2001 Letter To: L.Lee waiver of pédiat;nos’tuduas under 21 CFR601.27 (c}. 3
. [From: C. Broadnax Press release announcing the completmn of the BLA
11/8/2001 TCR To: N. Mehta filing - 3
To: C. Broadnax Press release anncuncing the completton of the BLA-
11/8/2001 TCR* - . JFrom: N. Mehta filing 1- BLA
. {From: N Mehta’ ‘
109101 To: M
Fauntleroy, B
. {Glassack, \
D Offringa eBLA for. Cetuxtmab In reference to changes in
11716/01To: M sections of the eBLA and in reference to ImClone
11/9/2001 TCR _JFauntleroy fﬂng an amendment by Nov. 30 2001, 3
{IND Safety Report— 15-Day Report Mfg Control
11/13/2001  |Amendment 271, {Glen Jones L #01/02/0!)902 3
' General Correspondenct, - Maetmg Minutes -
11/15/2001  |Amendment 272 {Glen Jones October 30, 2001 teleconference recorded by IMCL 3
|From: L.lee = - |BLA#125033/0 — request for. clanﬁcatfon on Study
11/19/2001  {Fax iTo: L Pai Scherf 9923, 3
|From: L.Lee IRAC's rationale for Final Qveraii Best Response, and
11/20/2001  JTCR To: G. Mills Patient Population 3
;T IND Safely Report ~ 15 Day Repoﬁ Mfg. Contral
11/21/2001  |Amendment 273, [Glen Jones _ l#oti02/00909 3
{ ) , {In reference to IND Safety repdrt " Being sent via mail,
{From: AMC for NM  |and by fax in case ofa delay due to the upcoming
11/2172001  {Fax -{To: 8. Sickafuse holiday, 3
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|From: i.Lee BLA #1 25033/0 ~ raquest forcfar:ﬁcat:on on Study .
11/21/2001  jFax ‘|To: L Pai Scherf 49923.
i |From: N Mehta Information which was reauesied regarding the:
11/21/2001 {Fax To: R Neal, C Fuchs . lpreparationofthe . 3
: ) Modified versions of items 11 12 and the Stattst:cal
11/20/2001  {BLA Amend 002 {G. Jones folder, 1- BLA
"{From: L. lLee List (chart) of pahents whio died: withm 30 days of the ’
11/29/2001  {Fax {To: L PaiScherf = Iast dose:of Cetuximab. 3
\ T CP02~0141 study update, fax to
(1 1/19/01) ¢ :
{(11728/01)
B i v - CPO2-
9923
' i
12/3/2001 - IBLA Amend 003 . }G. Jones , 1- BLA
JFrom: L.Lee - Memo regarding Claﬁﬁcatlon of Variables and :
12/3/2001 E-mail HTo: G. Mills Programs.doc 3
“From: L. Lee - |Follow-up review i issues - comparator scans and
12{4/2001 TCR {To: LPS, GM IRAC assessments | 3
|From: L. Lee ‘ ‘
|To: L. Pai Scherf, G. : .
121412001 Fax J{Mills . Clariﬁca{icn of data issues 3
|To: G.Mills, L. Pai- )
Scherf ) Fol!ow—up on Rav:ew lssues—Ccmparatar Scans and
12/4/2001 TCR* JFrom: LL IRAC Assessment 1- BLA
“IFrom: L.Lee’ -
|To: G. Mills, L. Pai-  |Request for consolidation of list of issues resolved
12/5/2001 TCR |Scherf and clarification of comparator gcans 3
' |To: G. Mills, L. Pal- | ‘ \ -
Scherf Request for Consolidation of List of Issues Resolved,
12/5/2001 TCR* From: LL and Clarification of Comparator Scans 1- BLA
Updates all TOCs and index ﬁles in the BLA and' BLA ’
12/712001 BLA Amend 004 G. Jones Amends 1- BLA
HFrom: G. Mills, L. Pa«» : .
"|Scherf Communication of isstes and. expectations from
12/12/2001 |TCR To: L.Lee {imClone on BLA 3
From: L. Lee ’
To: G. Mills, L. Pai-
‘IScherf _{Communication on Issues and Expectat'cms from
12/12/2001 {TCR* X ImClone on BLA_ 1- BLA
' HFrom: L. Lee, C.
JAnderson .
12/14/2001  |TCR 1To: G. Mills 1 3
J|To: G. Mills
12/14/2001 {TCR* AFrom: LL ) : \ } 1- BLA
f Protocol Amendment — Change'in Protocol (CP02- )
9932, Ver: 4.0); New investigator (CP02-9818,
‘ CPo2-
12/17/2001 JAmendment 274 |Glen Jones 9932, 3
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» BLA Amend Materials to-comply with several
12/18/2001 {BLA Amend 005 ' |G. Jones - requests from FDA Medical Review Team 1- BLA
’ Request for Meeting and Deferral of ang Decision
1212612001 |BLA Amend 006 |J. Siegel Version 1 and Version.2 - Via fax . {1 1-BLA
"IFrom; L. Lee
|To: JS,KZ, K8, GJ,
PK, GM, LPS, 8S (ver
1); KZ, KS, GJ, SS,
12/26/2001  {Fax "KW, PK, RS, GM, LPS |Request for Mee’tmg and Deferral of Filing Decision | 1- BLA
"lFrom: L.Lee Inform FDA of the Letter Requesting a Deferral of
12/26/12001 __ITCR* To: K. Stein Filing Decasmn & Reqauaat for Mesting 1- BLA
" {From: S. Sickafuse
12/28/2001  jFax C|To: L. Lee. IRTF tetter 1- BLA
_{From: N, Mehta '
"{Ta: 8. Sickafuse/ : »
12/128/2001  [Fax +{C, Broadnax imClone Press Release CBER.communication 1~ BLA
NTo: G. Mills - o t .
1/3/2002 TCR* {From: LL informing FDA of Cancer Letter publication 1- BLA
“{From: L. Lee ) ) ‘
1/4/2002 TCR* {To: P. Keegan. Discussion with o . 1-BLA
* Request! for Meetmg to D;scuss lssues in December
11712002 Amendment 275, 1Jay Siegel 28, 2001 Refusal-to-File Letter from the FDA 4
From: L. Lee’ Agenda for proposed mesting with FDA to discuss the:
11712002 Fax - PTo: 8. Sickafuse 12/28/2001 RTF letter from FDA ) 4
" |From: L. Lee - Computer printoutprovided on IRAC
1/8/2002 Memo _|To: Regulatory File . lassessment 4
« [From: FDA ) ( .
1/9/2002 Letter JTo: L.Lee December 28, 2001 Letter regarding Refusal to File 1- BLA
From: N. Mehta - |Schedule meeting for February 1950’ T wit
1792002 TCR* _|To: S. Sickafuse be present 1- BLA
( . Toi inquire if the Preclinical and ‘Clinical’ Study Reports | -
. {From: D. Lynch being included in the IND Amjmal Repott are required
1/10/2002 TCR  |To: 8, Sickafuse to contain the Data Listing 4
' ~|From: L. Lee ) B
1/16/2002 TCR* " |To: 8. Sickafuse Schedule Formal Meeting 1- BLA
‘ " |From: L. Lee Request for Mesting to Discuss lssues in December
171712002 Amendment 276’ |To: J. “S’i,eg\el 28, 2001:Refusal-to-File Letter.from the FDA 4
- [From:L.Lee ‘ '
1/17/12002 Fax - |Te: 8. Sickafuse Request for Meeting
‘ + {From: L. Lee ) ‘
1/17/2002 Fax * {To: 8. Sickafuse: Request for Meeting - Filed to IND Amendment 276 4
 {From: L.Lee : ' ’ ' '
- {To: P.Keegan, K.
1/18/2002 TCR* . {Stein Inform FDA of Congressional inquiry 1- BLA
. |From: E. McFadden  {Meeting Announcement: confiurnation - 2/26/02
112212002 Fax  1To: L. Lee 10:00am - 12:00pm, WOCT, R 1 4
> IND Safety Report - Initial 02/02/00977; 15 Day Follow]
1/31/2002 ~ |Amendment 277 |G. Jones up 00/02/00389 (1) 4
"~ |From: D, Lynich ‘
1/31/2002 Fax To: S. Sickafuse IND Safety Report Alert - (Serial No. 277) 4
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- {From: N. Mehta - - :
1/31/2002 TCR To: C.Fuchs Timing of ! 4
2/1/2002 Amendment 278% G. Jones ‘VAnnaal Report ™ - 4
, Protocol’Amendment - New Investxqatur CP02~9815
2/4/2002 Amendment 279 1G. Jonss 2 CP02-0932 4
(, General Correspondence - Suémissmn of faxes sent
2/6/2002 Amendment 280 |G. Jones to FDA 12/26/2001. , 4
‘ CMC Amenidment - Three Lot Anaiyses Data (Lot
) No.'s 01C00010, 01C00090 [(Finished Goods);
2/6{2002 Amendment 281 |G. Jones 01C00089=Final Ccntainer] 01C00503) 4
12/8/2002 Amendment 282 1G. Jones February 26, 2002 Meeting Briefing Packet 4
' Protocol Amendment - New Investigator: CP02-9815
2/12/2002 Amendment 283 |G, Jones ; S . 4
© . From:L.Lee Return of Fed Ex box inadvertently sent to the
2/12/2002 Fax _|To: R, Yetter Document Confrol Room 4
: . From: L. Lee Return of Fed Ex box inadvertently sent to the
2/12/2002  |Fax “1To: R. Yetter Document Control Roorn - fax with letter 4
) initial 15-day IND Safety Report-Inguinal Abcsess ’
(mfg 02702/00336) Initial 15—<iay IND Safety Report-
2/13/2002 Amendment 284 |{G. Jones (mgg 02(021009%) , 4
From: L Lee = + [Faxed copy of Amendment 284 -ND Safety Reports
2/13/2002 Fax . {To: S, Sickafuse (Mfg. 02/02/00936; Mfg. 02/02/00996) 4.
From: L. Lee i : S i
2/14/2002  |Fax To: C. Saffron IND Améndments- - 4
i fFrom: L. Lee ' o S
2/14/2002 TCR To: LP Scherf Inform - of IND Amendments 4
7 Day Notification and Initial 15-day IND Safety
2/15/2002 Amendment 285 |G. Jones Report {mfg. 01/02/00948) 4
From: L. Lee Faxed copy of Amendment 285 - IND Safety Report-
2/15/2002 Fax To: S. Sickafuse: (Mfg. 011&2/00946} 4
From: L. Lee ’
2/15/2002 Fax To: C. Saffron Draft - ‘of IND Amendment 4
From: L. Sperry
12/19/2002 Letter {To: J. Little, CBER. Lonza 483 Resgonse 4
' : ) General Correspondence - Remsed questions for the
2/20/2002 Amendment 286 1G. Jones - Feb. 26th 2002 Meeting 4
’ ProtocobAmendment - EMR 62 202~007 EMR 62 2&2
2/21/2002 287 G. Jones 009, EMR 62 202—010 4
22112002 288 _{G. Jones . IND Safety Report * 3 01/02/00593 4
- |From: L. Lee Requested-information by | fand
2121712002 Fax To: S. Sickafuse ’ - 4
. From: L.Lee :
2/25/2002 Fax To: $. Sickafuse _{Pocuments in preparation for 2/26/2002 meeting 4
From: L. Lee 3 * o / :
2/25/2002 Fax To: 8. Sickafuse Attachments in preparation for 2/26 meeting 4,
From: L. Lee ’
2(25/2002 Fax_ To: L.Scherf get copy from send from Washington, DC 4
2/27/2002 Amendment 288 |G, Jones Protocol for EMR 62 202-009 4
2/27/2002  jAmendment 290 |G. Jones Additional pre-meeting information for 2/26/02 4
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To: -R.-Cooper’ JTCRto - . regarding: Inform tof
2/28/2002 Fax . {From: L. Lee IND Amendments . = - \ 1 4
. |From: CBER \ ‘
3/1/12002 Fax To: L. Lee Regarding pretmoi 4
f Teleconference to discuss plans for lndependent
3/1/2002 Letter . JFDAAMClone Review Commsttee ) 4
3/5/2002 Amendment 291 '|G. Jones ~ |IND Safety Report Faliaw—up -01/02/00946(1) 4
: ‘ General «conespondence - Crass Reference Letter for
3/8/2002 Amendment 292 1G. Jones 4
3/8/2002 Amendment 293! }G. Jones iND Safety Report. Fot{ow-up [§2102!00977 (1] 4
3/18/2002 Amendment 294’ |{G. Jones ~|IND Safety Report Follow-up (02102/01045) 4
3/18/2002 Amendment 295- 1G. Jones - ' Meetmg Minutes: February 26 2002 4
Letter
3/19/2002  {(Amendment 295){G. Jones Additional coptes of INU Amendment 295 4
“ !ND Safety Report - 15 day. mmaf 02/02/01040 -
3/22/2002 Amendment 296 |G. Jones 4
Protocol: Amendment: Change in Protocol (CP02-
0038, CP02-0141, E5397) .
Protocol Amendment: New Investigator (CP02-9815 -
i . .CP02-9816-
. ‘ ; CP02-9816C -
f CP02-9923 - - ;
3/2212002 Amendment 297 |G. Jones CP02-9608 - CPOZ»QSO?. - 4
" [From: N. Mehta
3/25/2002 TCR |To: S, Sickafuse. . |Clinical Meeting for 4/15/2002 4
] ' ' g Request for Clinicaf Guuiance Meatmg and Pre-
4/5/2002 Amendment 298 {G. Jones Meeting Package 4
; ‘ "|IND Safety Report < 15-day Follow-Up Report Mfg.
4/8/2002 Amendment 299 ! |G. Jones Control # 02/02/01045 {1) 4
. tFrom: 5. Sickafuse T .
4/18/2002 Facsimile To: L. Lee Meeting Announcement:\ confil tmation - 6/4/2002 4
" jFrom: N. Mehta:
4/23/2002 TCR To: C.Fuchs - ~__|Discuss BBaa amendmant and 007 supply - 4
From: S. Sickafuse  |Reschedule to 6/28/2002; teleconference originally
4/25/2G02 Facsimile To: Lies . scheduled for 6/13/2002 ~ 4
) From: L. Scherf {lnquiry about ImClone's posmon on the requirement 071
4/2512002 TCR JTo: L. Lee |the Test Dose 4
5212002 Amendment 300 | |G. Jones ‘|BB36 Comparahility t 4
K Hnitial 15-Day IND Safety’ Report -
; : T (Mfg.
5/2/2002 Amendment 301 G, Jones 02/02/01093) 4
JFrom: k. Lee Determine FDA. Telecom‘efence and Meeting dates;
5/3/2002 TCR ATo: L, Pal-Scherf heads up on pratocols to be submitted 4
5162002 Amendment 302 * |G. Jones - {Protocol Amendment: New Protoco] (CP02-0144) 4
3 Protocol Afnehdhaeﬁt' ‘New Protocol (CA225005
5/6/2002 Amendment 303 {G. Jones g {BMS]) 4
‘ IND Safety Repert 15-day Fo!iow»Up Report Mig.
5/9/2002 Amendment 304 |G, Jones Control # 02/02/01093 (1) - ! 4
"IFrom: FDA Letter infarming us of the Chmc,ai Trials Data Bank
5/9/2002 Letter To: L. Lee available at http://clinicaltrials.gov. 4
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Letter \ ‘
5/9/2002 {Amendment 302) G. Jones Additional copies of IND Amendment 302 4
“{From: LL, NM : L
5/9/2002 TCR {To: PK, LPS, GM Increase of Sample Size for 007 4
Letter N ,
5/13/2002 (Amendment 303)|G. Jones . jAdditional copies of IND Amendment 303 4
|To: S. Sickafuse.  {Preparatipn for the May 28th telecon and June 4
5/23/2002 _ |Fax {From: L. Lee _{mesting i in DC 4
{Dial-in information fer 5/28/2002 teleconference to
) discuss 1) re-analysis- plan for 9923 & 0141,2) IRC
{To: S. Sickafuse for 007, 9923 & 0141, 3) Study ‘ENMR 62 202-007, 4)
512412002 Fax . {From: L.Lee - iproposal for AE analysis in the BLA resubmission 4
’ , IND Satety Report - 15 Day initial 02/02/01075 -
5/30/2002 __ |Amendment 305 - |G. Jones ” o L 4
5/30/2002 Amendment 306 | |G. Jones Cetuximab IB Version 8.0 - dated May 28, 2002 4
~ '{To: -S. Sickafuse IND Safety Report - 15 Day initial 02/02/01075 -
5/30/2002 Fax  JFrom: D. Lynch ‘ ’ ‘ o ) 4
'|To: 8. Sickafuse ‘ . ‘ o ‘
51302002 Fax AFrom: L.lee __|Preparation for June 4th FDA meeting 4
"|To: L.Lee" T \ T
6/3/2002 Fax ‘|From: S. Sickafuse _{Agenda for tomorrows meeting (6/4/2002) 4
Letter . . L
6/3/2002 Amendment 306) G. Jones 3 additional copies of Amendment 306 4
) |From: AM Choquette\ Request for. aﬂdihcmai copses of ‘Submission Serial
6/3/2002 TCR i To: D. Slavin - {No. 303 4
May 28, 2002 Teiewnference minutes and
f Preseniatnon from . " 1 from 6/4/2002 FDA
6/7/2002 Amendment 307 ! |G. Jones meeting 4
AFrom: L. Lee 1 ¢ o
6(7/2002 Fax {To: S. Sickafuse Attendees at the. May 28th Teleconference 4
JFrom: N, Mehta' o . o ‘
6/10/2002 TCR JTo:. C. Fuchs Status of IND Amendment for BB36 4
i ‘ 15-Day IND Safety Report - Erythema Nodosum -
6/11/2002  |Amendment 308 {G. Jones mfg. Confrol no. 02/02/01120 4
6/19/2002 Amendment 309 | 1G. Jones Release Protocol for Lot 010(%)@098 4
- : General ‘Correspondence {SW@G 80205) Cross
6/20/2002 Amendment 310 ' {G. Johes. reference letter for . - 4
( Protocol Amendment: New Inveshgator
6/20/2002 Amendment 311 1G. Jones . TA225005) ‘ 4
[From: L.Lee May 28th:teleconference meeting minutes as
6/21/2002 E-Mail To: BMS, Merck, IMCL irecorded by imClone 4
1 ’ o - [Mesting request for Clinical Dev Plan and Pre-
6/28/2002 Amendment 312 }G. Jones meeting package ) 4
{To: D. Lynch FDA called to request imClone prowde the Monitoring |/
From: G. Mills, 8. " IPlans foral on-going active dlinical trials across all
6/28/2002 TCR JJerian {NDs 4
* TCR- Telecontact Report
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( ‘ Binder
Date Type Addressee L Subject #
6/28/2002 To: D. Lynch FDA called to request iImClone provide the Monitoring
Amended From: G. Milis, S. Plans for alt on~gomg active clinical trials across all
7112002 TCR Jerian INDs ‘ 4
From; N. Mehta ‘ : i :
71112002 TCR To: C. Fuchs - Discuss the status of IND. amendment 300 (BB36) 4
7/212002 Amendment 313 |G. Jones Response to FDA Request for Information - 4
* {From: N. Mehta i B ) L
- |To: D. Slavin/
7/2/2002 Fax 8. Sickafuse Request for Meetmg for Clinical Deveiopment Plan 4
7/3/2002 ‘JAmendment 314 G. Jones Request for Meeting for Clinical Development Plan 4
71312002 Amendment 315 ID. Slavin Reauest for Meetirm for. Cimiggg De\(elgnmpnt Plan 4
. |From: N. Mehta
To: D. Slavin/ -
713/2002 Fax S. Sickafuse Request for Meeting for Clinical Development Plan. 4
From: S. Sickafuse . B ’ ;
7132002 Letter To:'N. Mehta, FDA's Meeting Minutes from 5/28/02 Teleconference 4
From: N. Mehta A comparison of Bioburden Test Methods for
71912002 {Fax To: C.Fuchs Cetuximab Drug Substance - 4
’ ’ Responge to FDA Request for Information -
7 Monitoring Ptans - 007,-005 (BMS), 0141, 0038, 9925,
7110/2002 Amendment 316 |G. Jones 0036 55397 9923 0144, 9932 4
\ From: S. Sickafuse
7/10/2002 Letter To: L. Lee ) Memo of June 4, 2002 meeting 4
From: S. Sickafuse o K
711212002 Fax To: L.Lee Meeting scheduled on 9/17 @_1 pm at the FDA 4
T General:Correspondence: TCR re: use of BB 36
7/16/2002 Amendment 317 {G. Jones 0225 matenal in cfinical studte;s 4
 JFrom: C. Fuchs
711512002 TCR To: N.Mehta "~ Discuss the status of IND améndment-300 (BB36)
\ ’ IND Safety Report: 15-dav-Initial Report {Mfg. Control
7/17/2002 Amendment 318 {G. Jones #02/02/31 192) ‘ 4
’ Protocol Amendment: New Investigator - CP02-0144
CA225005 - ' CP02-9815 -
7/24/2002  iAmendment 319 |G. Jones : j : 4
; {nitial IND Safety Rapett possible pancreatitis {Mfg.
7/26/2002 Amendment 320 [G. Jones {Control #02/02/01 193) 4
From: S.Sickafuse  |FDA sentletter concemmg cﬁmca! issues-at .
71292002 Letter To: L. Lee 4
) Dr. Lee Pai Scherf & ] - .
7/29/2002 _ JTCR Dr. George Mills Clariﬁca’tionson Investigatian 4
From: L. Lee
8/2/2002 Fax To: G. Johes 7-day Notification. initial {Mfg. Control #02/02/01200) 4
Information Amendment - CMC - Revased Drug
Product: Specxfcatvon to reflect the introduction of a
8/6/2002 Amendment 321 1G. Jones B new method fm the det@cbon mf endetoxm 4
" |Dr Lee Pai Scherf &
8/6/2002 TCR Dr. George Mills. Clanﬂcattons on lnvesugatxon 4
- Protocol Amendment: New investigator {CP02-0144
h ~ vAdditional Information CP02-0144,
CP02-9815, - CA225005,
8/8/2002 Amendment 322 |G. Jones ' 4.
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O Binder
Date Type Addressee <iubject #
15-day Safety Repad 7 Dav Notification- (Mfg
Control #02/02/01200) = -
8/9/2002 Amendment 323’ {G. Jones 4
" JFrom: L. Lee
. |To: Lee Pai Scherf, C I
8/9/2002 Fax - {George Mills Mtg. Minutes faxed from 7/26/02 and 8/6/02 4
' ' CoA for BB36: Drug Product Lot #02C00018; CoA for]
8/14/2002 Amendment 324 1G. Jones Drug Substance Lot # 01401 563 ) 4
. Other: Revised and F-"qui RC Charter and Associated
8/15/2002 __|Amendment 325, |G. Jones Documems 4
i jFrom: L. Lee ’ 7 )
8/16/2002 TCR |To: G. Mills Rewsedvand Final lRC Ghaﬂeri 4
- |From: L. Lee S : '
|To: P. Delaney, T.
8/18/2002 TCR . {Poigo Updates of progress of Expanded Access Program 4
; JFrom: L. Lee Zip files of the FinalIRC Charter and Associated
8/20/2002 E-Mail To: George Mills Documents (includes-CD Rom of files) ] 4
' IND Safety Reports: 15-day Follow-up {Mfg. Control
/ #02/02/01183 {1)}:-15-day Follow-up [Mfg. Control
8/26£2002 Amendment 326, {G. Jones - #02/02/01200 (1)} - 4
; Amendment to Pre-Meeting Package for September
8/30/2002 Amendment 327 . |G. Jones 17, 2002 meetmg with FDA 4
" [From: L. Pai Seherf o
8/30/2002 Fax . {To: George Mills : Prepared Copy of BB-IND-5804 Serial #327 4
< ] Protocol Amendment! New Investigator (CP02-0144;
9/4/2002 Amendment 328 , 1G. Jones 4
‘ IND Safe:ty Report-15-Day lmhal Report -
. {Mfg. Controf #11896212, 11999893,
9/5/2002 Amendment 329 |G. Jones 1206564} 4
\ i IND Safety Report - 15-Day Follow-up {Mfg. Control
, #02/02/01193 (2} Confirmation of final didgnosis:
9/9/2002 Amendment 330 {G. Jones ‘ ) ) 4
L {From: D. Lynch \ ' ' "
{To: 8. sickafuse, L. |7-Day Notification: - Mfg. Controt #02/02/01250)
9/17/2002 Facsimile Scherf : o ‘ 4
9/17/2002 Memo _{September 17, 2002 Meeting Asitendam List 4
September 17,2002 Meeting Presentation* (lmClone)
“An electronic -copy can be obtained in’
~ |X:Group/d10/Submissions/BB IND 5804-C225/8B
9/17/2002 Memo __]IND 5804 Serial No: 327 4
8/20/2002 Amendment 331 G. Jones IMCL CP02-0144 CRF 4
JFrom: L. lLee . Request for mformaifon fromFDA on Study CP02-
9/20/2002 TCR ! To: L. Pai-Scherf 0144 4
AFrom: C. Fuchs . :
9/23/2002  {TCR |To: N. Mehta SAE investigation and PTR lot usage 4
: New Protocol = CA225004 (Medical Monitor; '
CA225004, Monitoring Plan vAugust
912412002 Amendment 332 |G. Jones 16, 2002} 4
) HFrom: L. Lee ) .
9/24/2002 Fax ATo:: L. Pai-Schert Discussion on IRC Charier: Dial-in information 4
* TCR-~ Telecontact Report
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, T Binder
Date Type Addressee Subject. #
! IND Safety Report - 15-Day Initial (Mifg. Control
9/25/2002 Amendment 333 ; {G. Jones #02{02104250) 4
From: G. Mills, L. Pai-
{Scherf . ,
9725/2002 TCR {To: L.Lee FDA comments an-the iRG Charter 4
JFrom: L. Lee
4To: G.Mills, L. Pai-  JListof attendees from the 9/25/02 teleconference
9/27/2002 Fax {Scherf pertammg to the JRC Charter - 4
) From: L. Lee ) ‘
{To: G. Mills, L. Pai- i
10/1/2002 Fax {Scherf Expanded Access Program (EAP) Qutiine 4
{Fronv L. Lee ) ’ ’ .
;{To: 8. Sickafuse, L. ,
10/1/2002 Fax -{Pai-Scherf ' Proposed revisions o CA225006 and CA225014 4
“|From: L. Lee ' \ .
To: G. Mills, L. Pai- ) ;
10/1/2002 _ |TCR |Schert {Follow-up on the fax to the IRC amendment 4
{From: L. Lee . ; )
[To: G. Mills, L. Pai-
10/1/2002 TCR AScherf Expanded Access ngﬁam(EAP) 4
? IND Safety Report (02/02/01250) Dear Doctor ietter -
Safety Report previously submitted 9/25 w/o DDL.
i **Memo attached dating signature obtained from'
10/2/12002 Amendment 334 '|G. Jones - 9/30/02 for submission of DDL to IND 4
; " {Protocol Amendment:. New- investigator (CA225004;
10/2/2002 Amendment 335 .{G. Jones . - ) : ' 4
- From: L. Lee . ‘ ‘ ]
ITo: P.Delaneyvia S. JEAP (same fax sentto and’ on
104212002 Fax | [Kazmi 1011) ’ ) 4
itFrom: L. Pai-Scherf ' o
10/3/2002 TCR {To: N. Mehta Feedback on Pmtocbi CPO2-0144 4
AFrom: L. Pai-Scherf S “
10/7/2002 TCR {To: N. Mehta Feedback-on Protocol CA225006/014 4
. SAE Initial 15-Day Repoﬂ {02/02/01283) with
10/9/2002 Amendment 336 |G, Jones 4
|From: N. Mehta List of attendees from the 1019/02 telecon on
10/9/2002 Fax JTo: L. Pai-Schetf feedback from Protocols 006 and 014 4
AFvons: L. Pai-Scherf
10/10/2002  {Fax |To: L.Lee Summary of 10/9/02 telcon on Protocols 006 and 014 4
IND Safety Report 16 DayIND Safety Report Follow-
10/11/2002  |Amendment 337 '|G. Jones - jup Mfg. Control #02/02/-1250(1) , 4
JFrom: 8. Sickafuse  |September 17, 2002 - Maeting Mmutes {as recorded
10/16/2002 iLetter fTo: L. Lee by FDA) 4
Protocol Amendment: New investigator (0144~
10/18/2002 _ tAmendment 338 |G. Jones t 4
JFrom: L. Pai-Scherf . . ‘ S
10/18/2002 31TCR {To: L.Lee FDA to provide feedback on 0144 CRFs 4
‘ General Correspondence: 9/27. fax of 9/25
JO S, . S & - teleconference attendees, 10/1-fax of EAP outline,
10/23/12002 jAmendment 339 '{G. Jones 10/1 fax of proposed-revisions to 006 and 014 4
* TCR- Telecontact Repart 38 ‘ : B 3/4/2004
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Binder
Date Type Addressee Suh}eai #
B Requesf for Special Protocol Assessment: Clinical
10/25/2002 |Amendment 340 |G, Jones Studies CAZZSGDS and CAZZ&OM ' 4
10/31/2002 | Amendment 342 1G. Jones Other. IRC Charter Amendment 1 4
: |Protocol Amendment: ‘Change in Protocol (CA225004
and. CA225005). Protocoi Amendment: New
10/31/2002__|Amendment 341 _|G. Jones lnvestlgatar {CA225004- 4
: »To: G.Mills ‘
10/31/2002  {Fax From: L. Lee Record of conversation.on the’ lRC Charter | 4
> “{IND Safety Report « 15 -Day lND Safely Report Follow-]
11/4/2002 Amendment 343 {G. Janes Up Mig. Controt #02/02/01193; (3} . 4
Protocol Amentimeni“ C‘P82-0144 Protocot
L Amendment 01
11/13/2002  jAmendment 344 {G. Jones 1CP02-0144 Pha:macekmaﬁcs C:ompamon Protocol 4
Protocol Amendment New lnv:estagator (CP02-0144-
11/21/2002___|Amendment 345 |G. Jones 4
: : ‘ lnformation Amendment - cMC (DP-02000203 DS-
112272002 JAmendment 346! |G. Jones , 02J00036) 4
) |To: L. Pai-Scherf, S. . ) t
- }Sickafuse 7-Day Notiﬁcation Mfg. ContrdTNumber 02/02/01350-
11/22/2002  Facsimile " {From: L.Lee 4
’ IND Safety Report—1 5-Day lnmai Report {Mfg. Control
No. 02!02101350}-
11/27/2002  [Amendment 347 |G. Jones 4
L Pmtocol Amendment New Pmtocol CA225041
12/4/2002  JAmendment 348 |G. Jones (Expanded Access ngram) 4
Fax - 349 Via fax: Amendment to Special Assessment Protocol: )
12/10{2002  }{see below) - 1S. Sickafuse CA225006 & CA225014 for Serial #349 4
“|From: L.Lee Attached proposal for atfdfessmg FDA suggestion
12/17/2002 {Fax :1To: Lee pai Scherf regarding the EAP. ) 4
From: L. Lee Special Protocol Assessment for CA225006 and
12/17/2002 JTCR _{To: S. Sickafuse - CA225014 : 4
: Information Amendmant Chemistry, Manufacturing
and Controls - Lot release for cetuxrmab Drug Product
12/19/2002 JAmendment 350 1G. Jones 102€00063 and 020002928 4
. Protocol Amendment: New lngestigatcr (CP02-0144:
12/19/2002  JAmendment 351 . [G. Jones ,CA225004: 4
~ - fTo:. Dr. J. Schaicher, ’ /
1G. Mills, Ms. Pat
' [Delaney Sickafuse :
12/20/2002  |Fax |From; L.Lee imClone & BMS Proposal to FDA on the EAP 1 4
‘ " {Information Amendment: Chemastry, Manufacturing
12/23/2002  JAmendment 352 ; {G. Jones and Control 4
‘ - JAmendment to Request for Special Protocol
‘ Assessment: Clinical Studies CA225006 and
12/24/2002 JAmendment 349 . 1G. Jones CA225014 4
R Detailed Statistical. Anaiyms Plan »
12/24/2002  jAmendment 353 : {G. Jones CP02-9923, CP02-0141, EMR 62 202-007 4
. . R B N
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) Binder
Date Type Addressee Subject #
\ ) General Gorrespmdence '
December 10, 2002 facsimile - 1
: Decembir 17, 2002 facsimile
12/24/2002 _jAmendment 354  {G. Jones December 20, 2002 facsimile _ 4
Fax indicating IND Amendment #340 - Request for
~ Special Protocol Assessment (SPA) for Protocol
_ |From:- G. Jones CA225014 is incomplete as dtsx:ussed during the
1/2/2003 Fax To: L. Lee 12/6/02 telcon. .~ 5
Request:Special Protocol Assessment for: CA225014
, (CAZZSGM v3.0, Momto»nng Plan, SAP CA225014,
' DSMVB Charter Final revised lRC CRF, Informed
1/43/2003 Amendment 355, |G, Jones Consent 5
‘ . New Protocol: CAZZSD{)Q
11412003 Amendment 356 |G. Jones New Protocol: CA225012 . 5
From: L. Lee Cover Letter for Serial #3565 Speclal Protocol
- 111442003 Fax . {To: G. Jones Assessmient for Clinical Protocol CA225014 5
’ : Protocol Amendment: New Investigator (CA225041, &
1/15/2003 Armendment 357 1G. Jones ) . 5
From: L. Lee . :
1/16/2003 [Fax {To: S. Sickafuse List of attendees from 12/6/02 Teleconference 5
) General Correspondence: Status Update on Efforts
1/23/2003 Amendment 358 |G. Jones to Address RTF. lssues 5
' “|From: L. Lee
1/23/2003 Fax |To: 8. Sickafuse , Senal-Ne, 358 faxed to 5
From: . S.Sickafuse : .
1/27/2003 Fax JTo: L. Lee "|SPA - not complete and not eﬁg}g}e at this time 5
) . |From: S. Sickafuse - |Follow-up to status updsie on efforts {o address RTF ’
1/29/2003 TCR To: NM, LL issues . 5
‘ Letter dated 1/24/03 mdxcatmg mo Amendment #340
Request for Special Protocol Assessment (SPA) for
_|From: G. Jones Pratocol CAZZSOOG is mcemp(ete and not eligible for
1/31/2003 Letter {To: L. Lee SPA at this time. 5
“{From: N. Mehta
1/31/2003 TCR “{To: G. Nills SAS Data for lmag:__g Submission ) 5
" Protocol Amendment:. New investigator (CP02-0144:
: CA225041: © CP02-0144
21312003 Amendment 359 |G. Jones PK Companion:; - X 5.
“{From: L. Lee ‘|Dial-in information for 2/5/2003’ tetecon and Pre-mig
2/3/2003 Fax |To: G, Mills . documentation 5
' " [From: L. Lee :
2/5/2003 Fax 1To: G. Mills List of attendees from 2/5/2003 teleconference 5
: (dated 2/5 but not sent via UPS until 2/6) 15-Day IND
Safety Report Mfg. Controt No. 03/02/01440
21612003 Amendment 360 |G. Jones 5
* ‘ 15-Day IND Safety Report Mig. Control No.”
"IFrom: D.Lynch 03/02/01440
2/6/2003 Fax ATo: 8. Sickafuse ’ 5
fFrom: L. Lee Copy of press release announcsng -Expanded Access
2/6/2003 Fax To: P. Delaney Program 5
|From: N. Mehta * Discussidnof the clinical
2/6/2003 TCR To: G. Mills studies: 9923, 0141, 007 5

* TCR- Telecontact Report
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/ ( : Binder
Date Type Addressee Subject #

" JFrom: L. Lee ‘ ‘

2/12/2003  |Fax " |To: L. Scherf. Request.for input ofi Safely Narratives 5
" |From: L. Lee ~ [7-Day Notification.received 2/10/2003 follow-up
* |To:-Sharon Sickafuse & linformation to the report of -

2/14/2003 Fax ; |Lee Pai-Scherf submitted on 2/6/2003 L o 5
. [From: L.Lee - o C
- JTor G. Mills, L. Pai- - , '

2/1512003 TCR Scherf ‘Format and requirements for safety narratives 5
| [From: L. Lee AN

211912003 Fax i {To: G. Mills, L. Scherf | Meeting Minutes fm‘m 2414103 teleconference 5
s fFrom: L.Lee
. {To: G. Mills, L. Pai- Regardmg imClone’s response toi issue of definitions

2/20{2003 E-Mail Scherf of - . 5
- {From: L. Lee Point-to-Point response regarcﬁng SPA Protocol

2/20/2003 Fax To: G. Mills, L. Scherf  |CA225014 5
" IFrom: L. Lee Dial-inv information for 22403 teleconference on

212072003 Fax : {To: G. Mills, L, Scherf  |Protocol CA225014. 5

g IND Safety Report Foliow-up Mfg. Control No.
. 03102101440 Y
2/21/2003 _ 1Amendment 361. |G. Jones ¢ . , 5
. !nform'atxon Amendment: ‘CMC Lot release

212112003 Amendment 362 1G. Jones mformatlpn Lot No. 02C00062 5
" Dtscuss:@n (A proposal to addzress FDA's concerns on

2/21/2003 TCR L. Scherf CA225014 Special Protocol Assessments . 5
. \ Sent via e-mail an th files to-be followed up with Fard \

2/25/2003  |Amendment 363 |G. Jones copies on 2/26/03 , 5

From: L. Lee SPA CA225014; zip files cnntaimng response to FDA

|To: G: Mills, L. Pai- for 014, cover letter.for 363, 2/21/2001 TCR,

2/25/2003 E-Mail . |Schert 212012003 fax_ ) 5
‘ Agreement on format and requirements for safety

2/26/2003 Amendment 364 |G. Jones |narratives 5
“JFrom: L. Lee ‘ ( ;
|To: G. Mills, L. Pai- Diat-in information for 2/27/03 telcon-on Minimum

212712003 E-Mail " |Scherf duration bf prior CPT41 1 ' ] 5
" {From: L. Lee
{To: G. Milis, L. Pai- Dial-in mfonnatmn for 2127103 telcon o memum

2/27(2003 Fax - {Sched: “{duration.of- -prior CPT-11 5

Qutiine of Clinical & Pre-Clinical Rationale for

\ Combinaiion therapy of Cetuximab &

212812003 Amendment 365. {G. Jones ' 5
‘ \ Status Remart on PK lssues

-Protocol EMR 62 202—012

2/28/2003 Amendment 366 {G. Jones -SAP for’ lntagrated PK Analys;s 5
“{From; G. Jones -

2/28/2003 Fax To: L.Lee SPA letter from FDA on Protocol CA225014 5
{From:; L Lee Attendeés List from'2/27/03 teleconference regarding

2(28/2003  IFax - To: L. Pai-Scherf i i o 5
“{From: L. Lee :
{To: G Mills, L. Pai- FDA's feadback on ImClone's proposal regarding

2/28/2003 TCR . |Scherf mimimum prior 5

3/3/2003 Amendment 367 {G. Jones |Status of. On-going * Studies 5
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Date Type Addressee Subject #
Protocok Amendment New Investigator
(0144-
" Jireptaces Anderson],.  PK 0144-
. . . CA225014~
,‘ - CA225041
3/4/2003 Amendment 368 |G. Jones s CP02-0144 Monitoring "E?lan 5
Request Special Protocol Assessment for' CA225006
(CA225006 v3.0, Monitoring Plan, SAP CA225006,
3 DsSMB Qharter ‘Final revised IRC, €RF, Informed
3/10/2003 Amendment 369 |G. Jones Consent 5
BB IND Serial No. 369 Cover Letter Faxed to FDA - ,
3/10/2003 __|Fax G. Jones - |Request Special Protocol Assessment for: CA225006] 5
~From: G.Jones Request for Special Protocol Assessment to
3/10/2003 Letter To: L.Lee ] amendment Pmtacul CA2250’(4 5
,  {information Amendmemz CMC (report.of investigation
3/11/2003 Amendment 370 |G. Jones .. of cetuximab drug: ‘product lot number 01C00098) 5
; ' Protocol; Amendmem New !nves;txgator 0144~
3/14/2003 Amendment 371 {G. Jones ~PK for 0144 5
" fFrom: L. Lee . “{Response to !mClone s proposal submittad on March
" |To: G. Mills, L. Pai- 9 (facsxm:!e) for‘resolution of def nition of minimum
3/18/2003 TCR Scherf i 5
) . {From: L.Lee
» {To: G. Mills, L. Pai- o )
3/19/2003 Fax . |Schert. Teleconference Meeting Minutes From 3/18/03 5
Letter dated 3/14/2003 regegg‘d‘{ﬁg Proposal to define
From: G. Jones adequate exposure - CP-
3/18/2003 Letler  JTo: L.Lee 020023, CP-020141 and EMR-0UY 5
‘ Protocol Amendment: New Investigator \
(0144-  updated 1572 for ! L .aPK
for 0144- . .CA225014- - y
3/20/2003 Amendment 372 {G. Jones CA225041~ ), CA225041 5
; ’ Requestdor a Clinical Guidance Meetmg with. the
3/21£2003 Amendment 373 |G. Jones Agency 5
: o ) BB IND Serial No. 373 Cover Let’cer Faxed to FDA -
To: S. Sickafuse Requesting a Clinical Guidance Meeting with the
3/21/2003 Fax ' fFrom: L. Lee - Agency. {failed attempt on 3120/2003) 5
1 Information Amendment- Chemistry, Maufacturing,
3/25/2003 Amendment 374, {G. Jones and Controls (lot reféase for lof no. 02C00292A) 5
‘ IND Safety Report— 15-Day Repc)rt ‘Mig. Control
#03/02/0:1481 (¢
H CIND Safety Report - ‘15 -Day Report Mfg
‘ Control #03/02/01484
3/26/2003 Amendment 375, |G. Jones ) - 5
- IFrom: N. Mehta Discussiexjs on the status of lot humber 01C00098
3/26/2003 TCR |To: C.Fuchs - associated with cluster of AEs 5
: * [From: E. McFadden co R o
3/27/2003 Fax To: L. Lee Meeling Confirmation. June 5,:2003 5
, Annual Report (reporiing period December 2001 - -
3/31/2003 Amendment 376, {G. Jones. - December 2002) 5
* TCR- Telecontact Report 42 3/412004
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Date Type Addressee Sub;e;;t #
: ; General Correspondence: Agreement on Definition of
3/31/2003 Amendment 377 }G. Jones Minimum Prior. lrtnotecdn 5
SAP(and lndependent Rewaw Committee Carter)
4/1/2003 Amendment 378 {G. Jones CP02-0144 5
© |To: S. Sickafuse & L. |Revised List of queahons regarmng the protocol,
Scherf . {protocol design, study c.onduct study goals and data
4/1/2003 Fax From: L. Lee analysis 5
4/7/2003 Amendment 379 G. Jones investig@tm Bmchure Version 9.0 5
From: L. Lee . 1Dial-in information for talcon hetd on 4/8/03 on SPA
4/7/2003 E-mail To: G. Mills, L. Scherf |CA225006 5
To: Dr. Chan Fuchs Dascussion on the status of iot ‘number 01 C00098
4712003 TCR From: N. Mehta 5
; From: L.. Lee Last of attendees from the 4/8f03 telcon on SPA
4/8/2003 Fax To: G. Mills, L. Scherf |CA225006 ' 5
‘ Additional copies of IND amendment 379 as
4/11/2003 Lefter G. Jones requested : 5
' -1 * {General’ Correspondem,e Letter of Authotization to ‘
4/14/2003 Amendment 380 |G. Jones FDA for . -, MD 5
i ; tND Safety Report™~ 15 Dav Reoart Mfa. Control
4/16/2003 Amendment 381 |G. Jones #02/02/01342 5
. {To: Dr. Chan Fuchs Discussion of the status of lot humber 01C00098
4/16/2003 TCR . {From: N. Mehta 5
i TStatistical Ana!ys:& Plan EMR 62 202«007 CPO2-
4/17/2003 Amendment 382 }G. Jones 19923, CPO2-0141 5
4/1812003 Amendment 383 {G. Jones SPA Clinical F’mtoco! 0225906 \ 5
‘ . IND Safety Report - 15 Day Report. Mfg Control #
, 03/02/01490 i .
47212003 Amendment 384 16, Jones « . . 5
i Amendment ta Request for Special Protocol
4/21/2003 Amendment 385 G. Jones . - |Assessment: Revised IRC Charler for CA225006 5
42112003 Fax |G. Jones Revised:section 4.4.5 of Final IRC Charter 5
IND Safety Report - 15 Day Raport Mifg. Control #
To: S. Sickafuse 03/0210‘%490 [§
412112003 Fax Fram: L Lee ~ 5
j ' lND Safety Report 15 Day Reoort Mfa. Control #
4/23/2003 Amendment 386 |G. Jones , 03/02/01499 1499 ¢ 5
- [To: Chana Fuchs Discuss”ﬂBBB Proness/@omparabmty Amendment
4/23/2003 TCR From: N. Mehta and 007 Supp!y 5
4/23/2003 JTCR Dr. Lee Pai Scherf Discuss Status of © 5
Revised Protocolst’ CA2250§)9. CA225012
Protocol Amendment New. lmesttgamr (CA225014-
CAZZSGM
4/25(2003 Amendment 387 1G. Jones - CPO2-0144- CP02-0932. 5
) General Correspondence - Copy of fax that contained
‘ a list of questions regarding CA225006 submitted as
4/29/2003 Amendment 388 |G. Jones IND amendment 385 5
{To: Dr. Lily Lee FDA Responses tolist of questions regarding
4/29/2003 Letter From: G. Jonss . CA225006 submitted as IND amendment 385 5
Pratocol:Amendment: New mvestagator )
5/2/2003 Amendment 389 {G. Jones (CA225012 5
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Date Type Addressee Subject , - #
, : lnformaﬁon Amendment: Chemistry, Manufacturing,
51612003 Amendment 390, 1G. Jones and Control Toxin mvestlgatmn in.Lot 01C00098 5
b \ ~[FDA Clinical Guidance Mtg. Jurie 5, 2003 Pre-
{Meeting Package - Includes: Executive Summary,
' {Addressing the Refusat»to—ﬁ!e Issues, Questions to
' Co FDA, Pré~clinical and Chmcai Rattonaie and
5/8/2003 Amendment 391 |G. Jones Appendices 5
: Protocol’ Amendment New Pratoc;ol CA225006
New investigator CA?.Z&OOG
: -|JCA225014 B CA225041 ¢
5/9/2003 Amendment 392 |{G. Jones 5
L Attachm‘ants (tables and ﬁgﬁres) for Rationale of
, ’ Combination Treatment contamed in Serial- No. 391
5/12/2003 Amendment 393 ]G. Jones ) (Pre—Meetmg_Fackage) 5
: {To: Sharon Suckafuse \
5/13/2003 TCR . {From: Dr. Lily Lee Confirm receipt of the June 5th pre-meeting package 5
5/13/2003 Amendment 394 {G. Jones Letter 5
. ) March 20, 2003 Meetmg Mmutes Demo for Imaging-
5114/2003 Amendment 395, |G. Jones Submission 5
o ' Partial Clinical Hold - ImClone's Complete Response
5/16/2003 Amendment 396, |G. Jones to FDA Comrhents » )
’ T IND Safety Report- 15~day Foﬁow—up Report
L , Mfa. Conitrol #03102/01481(1)
5/22/2003  |Amendment 397: |G. Jones 5
To: Dr. Martin Green, - Synops;é of Results for Pharma‘cékmet;cs and
- {Sharon Sickafuse ’ Pharmacodynamncs Studtes CA225004 and
512212003 Fax " {From: Dr. Lily Lee CA225005 5
. {To: Dr. Patricia Keegan {Time and Location of Erbitux: Presentatsons and
5/22/2003 Fax . {From: Dr.Lily Lee Poster Ouﬂmes for ASCO 2003 , 5
|To: S. Sickafuse & L. }IND Safety Report - 7~Day Notification
Schetf Mfg. Control # 03/02/01497
5/22/2003 _ |Fax _{From: L Lee I - 5
. [To: Dr. Lee Pai S‘ched To discuss Pre-June 5th. Mesting Preparation with |
51222003 TCR From: Dr. Lily Lee o 7 : 5
512712003 Amendment 398 G. Jones |CA225004 and CA225005 Clinical Study Reporis 5
“ITo: Dr. L. Pai-Scherf, | o : ’
. |Dr. G. Mills, Dr. M.
Green, cc:Sharon
- |Sickafuse Overview of Content and-Structure of the
5/27/2003 Fax From: Dr. Lily Les . Chmoa!}Stat:sttmi Section Module 5of CTD 5
: : Copy of Fax Sent 2/27/03 Regﬁrdmg the Content and
j L Structure of the Clinical/Statistical Section Module 5 of
5(28/2003 Amendment 399 1G. Jones CTD 5
, B 5) Safety Report Ctaﬂﬁoaﬁon
,, Mfg. Contro! # 03/02/01497
51292003 Amendment 400, |G.Jones {Change in investigator Causality Assessment) 5
L List of Investigators; Affiliations; and Number of
To: Dr. L. Pai-Scherf  |Patients Enrolled in Each Site and List of Protocot
5/29/2003 Fax jFrom: Dr. Lily Lee Deviationis for EMR-007 Study- 5
* TCR- Telecontact Report 44 3/412004
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‘ Co Binder
Date Type . Addressée . $ubject #
’ " {To: Lee Pai-Scherf and}"
5/30/2001 & {Summary of Pat Kéegan Summary of D;scusstons: held at ASCO Regarding
6/1/03 Discussions ' |From: Dr. Lily Lee Content and- Structure o BLA = 5
[T O L. Pai-Scherf  {Listof res;sonse rates by chmcal sttes for: study EMR-
16/5/2003 Fax + tFrom: Dr, Lily Lee 007 i)
; i o Protocot Amendment (PG): CA225014
‘ Momtonng Plans: CA225004 and CA225005
New Investigator CA225006
CA225014 1,
; CA225041 ;
6/6/2003 Amendment 402! |G.Jones 2 ' 5
- |To: 8. Sickafuse : ) S
6/6/2003 Fax . |From: Dr. Nikhit Mehta {Request for a Pre-BLA CMC Teleconference 5
’ - |Copy of Fax Which Contaifis ar Overview of the
. Content and $tmcture for the: Clinical/Statistical
6/9/2003 Amendment 403 |G.Jones Section of Modtﬂe 5 of the CTD: 5
i IND Safely Report - 15.Day Report
Mfg. Conitrol #03/02/01505
6/9/2003 Amendment 404 |G.Jones 5
: Special Protocot Assessment Madxf cation and
6/10/2003 Amendment 401 |G.Jones {Revised IRC Charter for CA225014 5
Duplicate Cover L\s‘t’teﬁr of Serial No. 401- Special
Amendment 401- Protoco! Assessment, Modtﬁcatqon and Revised IRC
6/10/2003  |Fax _{G. Jones Charter for CA225014 \ 5
information Amendment: Chenviistry, Manufacturing,
~-land Comirol Lot Release. Docﬁmentaﬂon for Lot No.
6/10/2003 Amendment 405 |G. Jones 02C00486 5
\ ‘ . |Duplicate coverletter of ‘Senat No 396 (Partial
To: Sharon Sickafuse - {Clinical Hold—Compiete Response—i
6/11/2003 Fax {From: Dr. Lily Lee as requested bythe Agency 5
“{To: Dr. Chana Fuchs }Incidence of ¢
6/12/2003 Fax i {From: Dr. Lily Lee CA225041(EAP Protocol) 5
“|To: Dr. Lee Pai Scherf |incidenceéof
6/12/2003 Fax . |From:. Dr, Lily Lee CA225041(EAP Protocol) 5
“|To: Dr. Lee Pai Scherf |Incidence of - i
6/13/2003 Email “|From: Dr. Lily Lee CA225041(EAP Protacol) ; §
6/16/2003 _ jAmendment 406 G. Jones . {Final Cixmcal Smdy Rg[mrt for ﬁMR 62 202-007 5
|To: Dr. Lee Pai Scherf Information to facilitate arrangement for Clinicat Site
6/16/2003. Email s |From: Dr. Lily Lee Audits (CP02-9923, CP02:0141, EMR 62 202-007) 5
' : tnformation for Clinical- Site Audits (CP02-9923, CP02-
0141, EMR 62 202-007) and copies of faxes
6/17/2003 Amendment 407 {G. Jones previously sent pertammq to EMR 62 202-007 &
' | Information Amendment- Chemtst:y, Maufacturing,
and Cantrols {Lot Rélease mformahon for Lot No.
6/19/2003 Amendment 408 G, Jones 02C00673) . 5
’ {To: Dr. Lee Pai SGherf .
6/18-6/19/03 [TCR |Froro: Lily Lee Comments on the Reviewer's data base 5
{To: Dr. Lee Pai Scherf. P R :
6/18/2003 Email JFrom: Lily Lee Proposed structure of reviewer's data base 5
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Date Type Addressee . Subject #
I '|FDA Responsere . Partial Clinical Hold -
6/20/2003 Letter G. Jones (Clinical Hold. Removed) 5
\ To: Sharon Sickafuse [ImCloneiMinutes and Prefsentahon from June 5, 2003
6/20/2003 Fax. From: Dr. Lily Lee FDA Meetmg 5
To: Nik Mehta . FDA Cenﬁﬂnatton of Pre-BLA CMC Te!econference -
6/20/2003 Fax From:; Emily McFadden scheduled for Juiy 31 -2003 5
' {To:.Dr. Lee Pai Scherf
6/20/2003 Email From: Lily Lee 1007 Zip Eile, Pmtoc:ot and Amendment 5
6/24/2003  ]|Amendment 409 [G. Jones “iPre-BLACMC Maeisugpackage 5
" {To: Dr. Lee Pai Scherf {Revised document for the 1 rev&e:wers database that
and Dr. George Mills  |includes: an Executive Summary and a Detailed
}6/24/2003 Email ._|From: Dr. Lily Lee Descnptn)n of Each Data Set 5
To: Dr. Lee Pai Schert
and Dr. George Mills  {Dial in mfocmation for Reviewefs Database
6/24/2003  |Email - JFrom: Dr. Lily Lee Teleconference 5
To: L. Lee Transfer of IND FDA Review and Oversight from
6/24/2003 Letter ~ JFrom: FDA ) CBER to.CDER .. 5
* {To: Dr. Lee Pai Scherf [Request; ffor Information from’ EMR~OO7 for Clinical
6/25/2003 Fax " JFrom: Dr Lily Lee Site Audit . 5
. |To: Dr. Lee Pai Scherf i
6/25/2003 Email " {From: Lily Lee BOND Study Report 5
New Investigator CA225006
' (CA225014 « CA225041 (Fuloria)
lnvestnqalor Documentaﬁon CA225014
6/27/2003 Amendment 410! |G. Jones , CA22504 5
- Additional copies of Pre<BLA. CMC Pre-Meeting
.{Package. (Seﬂai No: 409) as Requested by~
7/1/2003 Amendment 411 1G. Jones \ ’ ‘ ’ 5
o To! L. Lee ’
7/1/2003 |etter : JFrom: FDA . FDA Memo (minutes) of June 5 2003 meeting 5
7/8/2003 Amendment 412 1G. Jones e-BLA demo - 5
; General Correspondencra Spansor's minutes fo the
June 5, 2003 FDA mesting, .
ﬁ {(EMR-007), Agreement on Structure of|
7/11/2003 Amendment 413: {G. Jones Rev:ewes‘s Data Base : 5
* " |General Corraspondence: Docelments regardmg the
\‘ observation of :
7/18/2003 Amendment 414 |G. Jones . CA225041 5
7/18/2003 Amendment 415’ |G. Jones 1General Coirespondence; DLT for BLA Test Load 5
* TCR- Telecontact Report 46 31412004
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Date Type Addressee : ‘iub;ec:t \ #
S - Frotocol Amendment: New Investigators
CAZZSO%
CA2250121 : CA225014
CA225041 . .
- CPOZ-0144
- CA225041 Protocol Amendment 01& 02
7/28/2003  jAmendment 416 |G. Jones - CA225041 Revised Protocol 01 5
"|Ta: 8. Sickafuse Dial in information for CMC Pré«BLA Teleconference
7/30/2003 Fax " |Fron: N. Mehta -Jand list of attendees 5
' : IND Safaty Report- 15-day Follow-up Report
Mfg. Coritrol #03/02/01440.(2),
f o ‘ L
IND Safety Repori- 15-day Follow-up Report
‘ Mfg. Control #02/02/01093 (2} -
7/30/2003 Amendment 417. {G. Jones 5
) : Justification for FDA Image Review Station Hardware
8/8/2003 Amendment 418 |G. Jones Upgrade: 6
? General Correspondence: Cmss»Reference Letter
| Authorization for fo use IND for the
Compass*onate‘rreatmmt of
8/8/2003 Amendment 419 |G. Jones { 8
Yo G.-Mills i Proposed schedule for c!eiévery and tutorial for
8/8/2003 Fax |From: L. Lee ERBITUX BLA Medical Imaging Review 6
“{To: M. Fauntieroy Rationalg for Upgrade of imaging Review System
8/8/2003 Fax {From: L. Lee [Hardware 6
1To: G Mills Rationale for Upgradeof lmagmg ‘Review System
8/8/2003 Fax JFrom: L. Lee Hardware 8
To: G. Mills Discussion on Proposal 1o Upgrade FDA's Imaging
8/11/2003 Fax i {From: L. Lee and Review System 6
. |To: M. Fauntleroy Discussion on Propasal to Upgrade FDA's Imaging
8/11/2003 Fax From: L. lLee land Review System _ 6
Response to the June 10, 2003 submission which
contained revisions.to protocol CA225014 and fo the
‘ IRAC charter that reflect the comments provided by
|To: L. Lee the FDA in review - of clinical protoco% {CA2250086, in
From: Earl Dye for which protocol CA225014 was' acaepted for Special
8/11/2003  Letter |Glen Jones Protocol Assessmant 8
' Dtscusston surroundmg imClone’s proposal to
+To: R. Levin upgrade FDA's hardware and software for radiology
8/14/2003 TCR . |From: L. Lee - freview system ]
- 1To: Sharon
- |SickafusefMonica- 1
“tHughes List of Attendees and their tittes at the July 31st CMC
8/20/2003 Fax From: N. Mehta Pre-BLA Teleconference for catuximab 8
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Date Type Addresses " Subject #
IND Safety Report- 15-day Foliow-up Report
Mfg Control #03/02/01505 (1 )
4 . (uUpdate of Amendment 404 -
8/21/2003 Amendment 420, {G. Jones ) ) . 8
2 New Invéstigator: CA225006
: Revised 1572 €A225041 ¢ ), CP02-0144
8/2672003 Amendment 421, |G. Jones 6
3 ’ - {Copy of memarandum from July 31, 2003 telephone
. {From: FDA - Jconversation bel:ween thtane Svstems and FDA
8/28/2003 Letter To: L. Lee ] regardmg )
’ - {To: Lily Lee .
9/17/2003 TCR . |From: Dr. P. Keegan _ {Request for knvestigat@r IND and review status 6
A CA225009: Revised protocol Na. 02 (dated 5/1/03),
Revised protoco! No 03 (dated 5f12fO3) and Revised
protocol No. 04- (dated 718i03)
Admuntstratwe Letters dated 5/10/03 and 7/8/03
Mcmttonng Plan, New invesugator ’
New Investigator: CA225006 -
; : : }
9/23/2003 Amendment 422 |G. Jones Revised 1572: CP02-0144 6
: - |General Correspondence: 3 .
: Reference Letter for Physician Sponsored IND.
9/24/2003 Amendment 423 |G. Jones B o - 6
"|To: Dr. Pat Keegan ' o S
 |and Lee Pai Scherf  [Follow-up regarding Invéstigator INDs and EAP
9/24/2003 TCR From: Lily Lee _ |program . 6
9/25[2003 Amendment 424 ' |G, Jones Special Profocol. Assessment CA225014 [
i ' "ISpecial Protocol Assessment: TA225006 (Study
' |specific questions, Revised prctocol Informed
9/25/2003 Amendment 425 {G. Jones Consent template, Revised 1RC Charier 3.0) )
i o General Correspondence: ¢
9/29/2003 Amendment 426 : {G. Jones Reference Letter 6
‘ a4 General Correspondence:
10/1/2003  |Amendment 427 | |G. Jones : Reference Letter. 6
*{To: Geotge Mills " 4Disussion regarding tRC Charters for CA225006 and’
10/6/2003 TCR - {From: Debbie Lynch CA225014 6
‘ i {To: Sharon Sickafuse Physnman Sponsored IND Appucat:ons
10/10/2003 JTCR _{From: Debbie Lynch 6
Protocol Amenqmqﬂt/ New !nvestigator CA225006
:
10/14/2003 _{Amendment 429 |G. Jones :  CA225012- 6
‘ ' IND Safety Report — 15-Day Report
g Mfg. Control #12394664
10/15/2003  JAmendment 428 ' |G. Jones ! ’ 6
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Date Type . - _Addressee __Subject #
“{To: Karen Jones Tabular ksﬂng ofalt revisnons ta clinical protocols
10/15/2003 JTCR - {From: Debbie Lynch . CAZZSBOﬁ and CA2250’€4 6
1To: Lee'Pai-Scherf
“{From: D.Lynchand P.:
10/16/2003 |TCR 3 Motioy IND Safely Repert for Protocol CA225041 6
) - |To: Monica Hughes |CA225014 Protocol Rewswn Sumimary and Physician
10/16/2003 |TCR - |From: Debbie Lynch Sponsored IND App}u:atwns 6
ATo: G.Mills '
10/17/2003  JE-mail JFrom: L.lLee Revised IRC Charter: Sludy CA225006 8
:1To: Debbie Lynch Confirmed recsipt of Rewsed lRC Charter Study’
10/17/2003 [TCR |From: Mary Andrich  lCA225006 6
‘ ’ IND Safety Report—~ 1 S-Day Report
; Mfa. Control #03/02/01954
10/21/2003  |Amendment 430 - |G. Jones i N 6
"ITo: Lily Lee
From: Dr. U and Jose
10/22/2003 |TCR {Tavarez Details of the Clinical Site Audtt 6
‘ General Corr%pondenc« - .
10/23/2003 {Amendment 431 . |G. Jones ; 6
"|To: Lee Pai Scherf . ldentification of Protocol Changes for Studies
10/23/2003 [Fax : |From: Debbie Lynch CA225014 and CA225006 6
\ ) General Corréspondence:
10/28/2003 {Amendment 432 |G. Jones JReference Letter 6
« IND Safety Report ~ 15-Day Report
Mfg. Control #02/02/01051 -
; |Mfg. Control #12394664(1) -
10/30/2003 JAmendment 433 . |G. Jones . foltow—up report : 6
"ITo: Sharan Sickafuse ’
10/31/2003 JTCR - fFrom:. Debbie Lynch :Physician Sponsored IND 6
: Protocol Amendment: New Protocol CA225020
(E8200} - ’
: _ }Protocol Amendment ‘New’ Investmators CA225020
11/4/2003 Amendment 434 ' |G. Jones (E820(}) - 6
) fTo: Lee Pai Scherf &
. {Mark Thornton Request for information: Studies with BB36 material,
11/4/2003 TCR JFrom: L. Lee . Pulmonary AEs, !nquwy regardmg QDAC 6
{Protocol Amendment, New investigators
‘ CA225006 ' ‘
\ ! : JEMR 62 202-025: . S
114/7/2003 Amendment 435 |G. Jones ) e : 6
1 information Amendment - Chemistry, Manufacturing
and Controls (Lot reiease information for Drug
‘ Product Lot 02C01 149 zand the bulk drug substance
11/7/2003 Amendment 436 ' {G. Jones Lot No. 02.100265) 6
) IND Safety Report — 15-Day Foitcw—up Report -
Mfg. Control #02/02/01051 - -
11/13/2003 JAmendment 437 {G. Jones follow~up repod 6
To: Lee Pai Scherf
11/18/2003  |Email ~{From: L. Lee Conﬂrmax;on fur Telecon-on 11/18/2003 6
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: a Binder
Date Type . Addressee Subject - #
" |To: Lee Pai Scherf -
11/19/2003  {Email  JFrom: L. Lee Aftendees from 11U 19/03 teiecbnference 6
' ’ ] General Correspondence:
11/21/2003  jAmendment 438 ]G. Jones Reference Letter ]
’ To: Lee Pai Schetf ~ ,
12/2/2003 Email From: Lily Lee Update of Adverse Reaction Section of Pi 6
~{To: Lee Pai Scherf = |Update of Adverse Reaction Section of Pi - -
12212003 Emai . JFrom: Lily Lee - Admtht;aWe information 6
To: Lily Lee
12/2/2003 Email . JFrom:; Lee ~ai Scheif: '|FDA Attendee List fmm 12/5[03 Telcon | 5
Protocaf Amendment New (nvesngators
CA2250@6
62 202-025:
¢ : :
s CA225012:
{ ' CA225014: 7
: CA225020 (E8200);”
12/8/2003 Amendment 439 |G. Jones - CP02-0036: \EP02-0141 8
, , General Correspondence: Nationat Cancer Tnstituts
12/8/2003 Amendment 440, |G. Jones Cross Reference letter - 6
‘ Protocol Amendmant: New Protocol CA225045
4 Protocol Amendment. New Investigator -
12/9/2003 Amendment 441; {G. Jones [ ) : ‘ ’ 6
Protocol Amendment: New Investigator CA225006:
'EMR 62 202-025:
\ CA225020 (E8200);
12/17/2003  |Amendment 442 {G. Jones - CA225045: 6
' Informat:on Amendment Chemtstry. Manufactunng
and Confrols (Lot release information for Drug
\ Product Lot 03C00036 and the butk drug substance
12/17/2003  jAmendment 443 |G. Jones ‘JLot No. 200181) 6
"{To: Lily Lee *|FDA Response to Special Protocai CA225014
12/22/2003  |Letter : {From: Eari Dye’ Revisions submitted 8
{To: Lily Lee FDA Response to Special Protocol CA225006
120222003 |Letter - {From: Earl Dye | Revisions submitted , 8
’ E General Correspondence:
12/23/2003  jAmendment 444 . {G. Jones Cross Reference Letter 6
. SPA Modification: Clinical Protocol CA225014
x includes revised DSMB Charter, rev:sed IRC Charter
12/30/2003  jAmendment 445  |G. Jones - {and revised protocal 05 g 8
1/5/2004 {Amendment 446 ' |G. Jones Notification of ImClone Systems’ Address Change 6
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Date Type Addressae Subject #
'Special Protocol Assessment:. Protocol CA225006,
a list of items being submitted for SPA Review, and
: questtons regardmg CA225006 Clinical Protocol and
1/9/2004 Amendment 447 |G. Janes _ . {IRC Charter 6
- |Protocol Amendment:. Tew lnvestigators
EMR 62 202-025: )
CA22501. ~
CA225020 (E8200):
‘CA22504-
( CA2250€45: : P . CP02-0144:

1/12/2004 Amendment 448 |G, Jones ' 6
lnformat@on Amendment Chamsstry, Manufactunng -
and Controls Notification of Osmo!ahty and IEF

1/20/2004 Amendment 448 1Glen Jones specification changgs )

To: Lee Pai—Scherf \ Study-OM osMB Recoanmendation

1/23/2004  {E-mail From: Lily Lee : o 6
‘ General'Corraspondence;

1/26/2004 Amendment 450, [Glen Jones Referente Letter 6
i ’ Special Protocol Assessment: Pmtocol CA225014

1427/2004 Amendment 451 [Glen Jones Data. Safety Mcmtonng Board Results 6

’ " |To: Sharon Sickafuse |Study-014 DSMB Package -

112012004 IE-mail _land Lee Pai-Scherf ) B 6
i ’ General Correspondence” - Cross

2/3/2004 lAmendment 452 |Glen Jones Reference Letter 6

__— ‘ General %Cbrrespondence Cross

2/3/2004 Amendment 453! {Glen Jones - - Reference Letier for BMS Study CA225058. 1]

j information Amendment - Chemistry, Manufacturing
and Controls’ (Lot release information for Drug
Product Lot No. 03C00516 and the bulk Drug

2/9/2004 Amendment 454 |Glen Jones Substance Lot No. 201400) 6

1 ' - {IND Safety Report - 15 Day {Mfg. #04/02/02202 &

2/10/2004  |Amendment 455 |Glen Jones 04/02/02170] - 5

2(10/2004 Amendment 456 {Glen Jones _{Post Matketing of Adverse Dm{g (mir #12495933) 6

V Protocol; Amendment New mvestmators
H ‘
: EMR 62 202-028:
¢ 1 CA225020 (E6200):
CA225041:
2113/2004 _ |Amendment 457 : |Glen Jones ‘ : CP02-0144: - 6
! QND Safaty Repart 15 Day Repori [Mfg. Control
2/13/2004 _ JAmendment 458 |Glen Jones #12497202) 6
: 1 General Correspondence: Cross
2{17/2004 Amendment 459 | [Glen Jones Reference Letter 6
* TCR- Telecontact Report 51 3/4/2004
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Date Type Addressee ub;ect #
PrutocblfAmendment New Investigators
EMR 62202-025:
2/20/2004 Amendment 460, 1Glen-Jones : : 6
i ‘ IND Safety Report - 15 Day Foliow-up Report [Mitg.
2/23/2004 Amendment 461 {Glen Jones Control #04/02/02202 (1)} 8
‘ i General Correspondence: Transfer of Drug Safety
2/24/2004 Amendment 462 |Gien Jones Reportmg to BMS 8
‘ ) : IND Safety Report - 15.Day. Réport fivifg. Contro!
#12494035]
|IND Safety Report - 15 Day Repcﬂ {Mfg. Controf
#12488326]
‘ - |IND Safety Report - 15 Day Report [Mfg. Control
2/25/2004 Amendment 463 {Glen Jones #12511564] 6
N ’ Protocol- Amendment New !meestngators
CA225006,
CA22§O14:
2/27/2004 Amendment 464 1Glen Jones 6
< {To: Sharon Sickafuse Request for Meeting: Clinical Guidance Meeting with
212712004 Fax From: Lily Lee, the FDA Clinical Review Team - 4/12-19/04 g,
i ) - {Request for Meeting: Clinical Guidance Meeting with
212712004 Amendment 465  {Glen Jones  {the FDAClinical Review Tear - 4/12-19/04 8-
: ’ g ' |Other IND: Proposed Meeting: - April 29, 2004, in
From: Emily-McFadden Rockwl(e MD, from 14 30 16*00 EST.
3/2/2004 Fax To. Lily Lee 6
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Addressee

9/4/2003  |TCR

From: NMehta, L.Lee

Date Type Subject Binder #
FDA
|Melion Client Service Check (#08251 9) for the BLA in the amount of
8/6/2003  |Letter Center $533,400,00 - 1
To: Glen Jones - Instaliation of the hard dnve/m@mtors and 49 image
8/12/2003 |Other From: L. Lee DVDsir . =~ -~ office 1
To: Glen Jones Submmswn of original’ BLA apgmcatmn with 49 .
8/14/2003 |Letter From: L. Lee image DVDs (Archival Copies) 1
To: Monica Hughes Status of STN number and Review Team. STN
8/21/2003 |TCR From; N. Mehta number not yet ass‘ighed but réview, team formed. 1
To: Monica Hughes -
812212003 [TCR From: N. Mehta STN number to be provided at ; ‘a later date. 1
‘ ’ - Installafion of the final vaiidated ‘application for
‘ . ) the lmagmg Revaew System on 8/26/03
To: George Mills '} ~Email mfermmg i and team of
8/22/2003 |TCR From: N, Mehta . upcommg plans as discussed thh 1
To: Karen Jones
18/25/2003 |TCR _|From: N.-Mehta BLA STN number asslgnad T 25&84!0 1
instaliation of the-Application €D on the hard drive
in " office. Additionally, the updated
To: George Mills {information from- !mage DVDs #5 and #8 were
8/26/2003 |Other From: N. Mehta “finstalled on ' office systam 1
i- Amended Labeling TOC w«th additional hyperlink
to WORD version of proposed package Insert.
- Amended CRF TOC with correction to the
To: Glen Jones identification of treatment studies on certain
8/26/2003 JAmendment 001 {From: L. Lee studies. . i 1
Review Aidto} -
| -8/25/03CD contammg fesponses to:
request for mformatlon (Note: These responses will
also be fitled to the BLA as amendment 002) ;
| -2 copies of the: Btmlmagmg BfB Manual containing
To George Mills User Manual {8/22/03) and lRC Documentatxon
8/26/2003 {Other From N.Mehta (8/25/03) 1
’ -|Verification that the correct Versions of the
T*o; Sharon Sickafuse  |Amendment 001 TOCs (Labaimg and CRF) have
9/2/2003  |Email From: N. Mehta beenloaded. = - 1
’ To: L. Lee Official letter stating FOA recemt of BLA, F DA
From: Earl Dye for G. Submission Tracking Number and intent to review -
9/2/2003 {etter Jones . jthe appllcat:on for aceelearated approva! 1
To: Glen Jones
9/3/2003  |Amendment 002 IFrom; L. Lee Corrected Labeling TOC ; 1
To: George Mills “JCopy of Revsewers Aid CD-and inventory sheet sent}
9/4/2003 Letter From: Debbie Lynch Jper requsst to his home address 1
To: Chana Fuchs ’

9/5/2003  |TCR

To: Sharon Sickafuse
From: N. Mehta

: Manufacturing Facility lnspections

Multiple discussions with

regarding Amendments 001 and 002. |
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* TCR- Telecontact Report

Date Type Addressee - Subject - Binder #
: e Response tothe requests by:
Registratiory Number
- Archtval ‘copy of the Medicat lmagmg Review
Systerm-Application CD installéd in”
To: Glen Jones office on‘August 26, 2003.
9/9/2003  jAmendment 003 jFrom:L. Lee - Dako cross-reference letter - 1
: ( i lnspectiqn of Manufacturing Facilities
1. " Nov. 5o 14,2003 |
To:L.lee 2. -Dec. 1-5,2003
9/9/2003 {TCR From: Debbie Trout. 3. . : Sl undaer dtacusswn 1.
To: Sharon Sickafuse
9/10/2003 {TCR From L Lee Addmonai lnfpmatxan mg;ardm_g 1
Registration of * 1as manufacturer of
To: Rosa Brown, clinical sbipplies and o as
9/10/2003 |Lefter From: L. Lee . Imanufacturer of cetuximab. 1
To: Chana Fuchs BLA information and Inspection of Manufacturing
9/11/2003 |TCR From: N. Mehta Facilities 1
To: Jose Tavarez ) *
9/11/2003 {TCR From:L. Le¢ Clinical Site Audit for BLA 1
To: Jose Tavarez ' co ~
9/12/2003 |TCR From: L. Lee ‘ -{Information regarding clinical site audits 1
To: S. Sickafuse V T ;
9/12{2003 {TCR Erom: L. Lee 1Requestfor database information 1
AThe foﬂowmg sités have been selected for
inspection for BLA 8TN 125034 ERBITUX:
|- study 007:
- Study 9923: °
To: L. Lee - Notebooks with addftmnal infcrmatton will be
9/12/2003 |Fax From: Jose Tavarez required. 1
: o ) Response to. 9/12/03 fax re: Clinical Site Audit for
To: Jose Tavarez BLA. Names and contact informatian for European
9/15/2003 {Fax Erom: L. Lee sites selécted for inspection. 1
To: Gerry McGirl Names and contact information for European sites’
9/15/2003 {Fax From; L. Lee . selected for mspecteon 1
To: Jose Tavarez and
Gemj MeGirl .
“{From: L. Lee and D.
197152003 |TCR Lynch Scheduﬁng of Clinical Site Audsta 1
To: George Mills information requested to :dentify data variables and
9/16/2003 [Fax From:L.lLee databases : 1
‘ Response to 9/12/03 fax re: C@nlcai Site Audit for -
To: Jose Tavarez ~iBLA. Names and contact. mformatton for CP02-
9/17/2003 Fax From: L. Lee 0141 and CP02-9923 sites selected for inspection. 1
To: Lily Lee R o
9/17/2003 |TCR From: Pat Keegan Request for Investigator IND and review status 1
. ~{Response to 9/12/03 fax re: Clinical Site Audit for
Ta: Gerry McGid BLA. Names and contact information for CP02-
9/17/2003 {Fax From: L. Lee 0141 and CP02~9923 sites seiected for mspectmn. 1
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Date Type Addressee Subject’ Binder #
To: Gerry McGirl o : ) \
9/17/2003 |TCR From: L. Lee 007 Audi& schedui'e 'and Site Notebook infO(mation 1
To: G. Jones 120-Day. Safety Update | m«;{udmg Safety
9/19/2003 |Amendment 004 From: L. Lee Summayftableslhsﬁng:s for Study tMCL CP02-0144 1
To: Gerry McGirl
9/19/2003  |Email From: L. Lee lnspecuo 1siAugi§ts BLA ::TN 125084 1
From: L. Lee Hotel Recommendations and Local Authority
9/22/2003 |Fax To: Gerry McGirl {Addresses 1
\ ) : Conﬁrmed that Clinical & Site No%ebooks for US sites
From: Debbie Lynch would be delivered to FDA on September 26, 2003.
9/23/2003 |TCR To: Jose Tavarez Also confirmed address to be delivered. 1
From: L. Lee Hotel Recommendations and- Local Authority
9/24/2003 IFax T'ﬁ Jose Tn\mm7 " |Addresses 1
‘ R lnformat(on fequested in’ telecdnference including
To L. Lee addmonai data needed for foreign sites selected for
9/24/2003 |Fax From: Jose Tavarez inspection ‘ 1
To: Jose Tavarez N{Overall Contact mfarmatlon for Clinical Site Audits
9/25/2003 [Fax From: L. Lee for Study EMR 62 202-007 (Dr Thomas Wenzel) 1.
‘ Clnmcal S" te Audit Notebooks for: CP02-0141
To: Jose Tavarez - ) CP02~992'% P sfel
9/26/2003 |Letter Front L. Lee 060, ; 1
) Limite¢ mspection to: Follow-up the
To. Debbie Trout 2001 inspection and to mspect new lots. Also, .
9/26/2003 ITCR From: N. Mehta Cardinal inspectxon team formed 1
[ Clinical Site Notebooks Confiimed that electronic
To: Gerry McGirl - {copies wouid not be needed aﬂd the notebooks
9/30/2003 |TCR From:; Debbie Lynch were fo be shipped directly to FDA inspectors 1
_ con{‘ irmed receipt of U.S. Site Notebooks sent
9/25(03. ; provided that the European Site
To: Jose Tavarez: Notebooks would be sent directly to the FDA
9/30/2003 |TCR From‘ Debbie Lynch mvesttgak)rs the 1st week in October. 1
Letters from each of the-EMR 62 202-007 principal
, mvestxgators atzmonzmg the site inspection by FDA
, and allowing for.access fo the patient records.- Also
{To: Jose Tavarez. included was a letter from ImClone confirming ! that
9/30/2003 [Fax From: L. Lee FDA wnll ha’ve aocess to the patxent records. 1
To: Sharon Sickafuse
10/1/2003 |TCR From: L. tee - |Carton amd vial ,iabai.anci 'status of BLA review 1
\ To: Debbie Trout
10/1/2003 |{TCR From L. Lee Proposal for an earlier ansspectton at¢ 1
1EMR 62-202 007 Clinical Site Notebooks as
Tp: Sandra Shire ' frequested in the September 1 2 fax from .
10/2/2003 |Letter From: L. Lee - g 1
1 ' ~ |EMR 62-202 007 Clinical Site Notebooks as
To: Gerald McGirl' requested in the September 12 fax from
10/2/2003 |Lefter From: L. Lee i ) : § 4
* TCR- Telecontact Report 3 3/4/2004
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Date Type Addressee Suhject Binder #
S ‘ EMR 62-202 007 Chmcai Site Notebooks as
To: Dr. Khin U requested in the September 12 fax from
10/2/2003  {Letter From: L. Lee : 1
: identxﬁcation of the EMR 62-202-007 variables inf
) the database
To: G. Jones . 2. Revssed vial and carton Iabel providing lot
10/9/2003  |Amendment 005 |From; L. Lee __{number and- exggratwn date 1
To: S. Sickafuse “|Status of BLA Review regarding "Acceptable for
10/9/2003 _{TCR From: N. Mehta filing" tetier, ODAC decision, and, DAKO's filing _ 1
To: L. tee Fax mformmg lmCiQne that FDA has filed BLA and
10/10/2003 [Fax From: EarlDye Ithatthe user fee goal date is February 13, 2004 1
{To: Debbie Trout : S ‘
10/15/2003 {TCR E_r_q_m_ N. Mehta. Status of BLA Review 1
i To: Gerry McGird. - ~ |Finalized {ravel-plans for upcoming clinical site
10/17/2003 |TCR From: Debbie Lynch inspections for EMR 62 202-007. 1
g : Letter informing ImClone that FDA has filed BLA
To: Lily Lee and that the user feé goai date is February 13,
10/20/2003 |Letter From: EartDye 2004, 1
To Gerry McGin ’
10/21/2003. {E-mail From Lity Lee Inspections/Audits. BLA STN 125084 1
To: Chana Fuchs . Preparation.for Inspection of Cetuximab
10/22/2003 |TCR From: N. Mehta Manufactunng Famlttles 1
To: Jose Tavarez, Dr. U - ’
10/22/2003 JTCR From: L. Lee . Details of Clmacal Site. Audit 1
To: Dr. U and Dr. Lee Pai
Scherf Ques’uon on randomlzatmn scheme for 007 and test
10/23/2003 {TCR From: Lily Lee dose - 1
To: J. Tavarez, Dr. U - BOND Study Report explaining the method of
10/23/2003 |Fax From:. L. Lee assigning patients fo treatment groups. 1
/T:o:L.Lee’ g I
10/24/2003 jFax From: 8. Sickafuse |Potential Review Issues ("Day 74 Letler") 1
To: Sharon Sickafiyse "
10/28/2003 |TCR {From: L. Lee  |Clarification of "Day: 74 Letter" 1
To: Debbie Trout’ ' ' i
10/28/2003 |TCR {From: N. Mehta BB36 Inspection 1
10/28 & To: Chana Fuchs. K v
10/31 TCR Erom N. Mehta Lots manufactured at - 1
10/28 and To: Lily Lee
10730 TCR From: Lee Pai Scherf _ Request for clatifications on HACA data variables 1
. To: L. Lee “[Potential Review Issues (Replaces previous "Day
10/30/2003 {Fax From: 8. Sickafuse 74 letter" ) ) 1
To: Lee Pai Scherf Reponse to’ ( Request for
10/30/2003. [Fax From: L. Lee / c!artﬁcattons in the HACA data set 1
To Chana Fuchs Requested informat§on tables for lots which
10/31/2003 |Fax From: N. Mehta have béen manufacturecf sirice‘ the lastvinspectjon 1
To: Chana Fuchs and
Debbie Trout Requeste;d BB36 plant policy, manufacturing
10/31/2003 |Email From: N.Mehta schedule, and QC sgheduie 1
To: L. Lee -{Potential Remew Issues (Replaces previous {Day
11/3/2003 jLefter From: 8. Sickafuse 74 tetter ) 1
* TCR- Telecontact Report 4 - 3/4/2004




BLA 2003 Chronological Index of FDA Communications

Date Type Addressee Subjecﬁ Binder #
To: Lee Pai Scherf & . ‘
Mark Thomiton Request for tnformataon
11/4/2003 JTCR JFrom: L. Lee i ‘ ¥ inqusry regardtwg ODAC 1
To: L. Lee ) /
11/4/2003 |Fax [From: Mark Thorton List of pat:ents 1
To: Chana Fuchs  JListof deviations associated cetuxlmab
11/7/2003  |Email From: N. Mehta manufacture at - - 1
Response fo the first issue identified in the 10/27/03
To: G. Jones FDA letter regarding the Dosage ‘and Administration]
11/12/2003 |Amendment 006 {From: L. Lee . sectson ‘of the proposed package insert. |
) To: Sharon Sickafuse  |Discussion regarding Tdata from BE36
11/17/2003 |TCR From: L. Lee matenais 1
To: Lee Pai Scherf
11/19/2003 |TCR 5rom: L.lee Dlscusscan regardmg BB36 PK data 1
‘o: L. Lee
11/19/2003 |Email From: Lee Pai Scherf __{Tcon for PK discussion 1
1 To: Sharon Sickafuse S
11/21/2003 [TCR From L. Lee Updates bn-status of BLA amendments and reviews 1
2 CDs cantaining narratives and supporting
To: Lee Pai Schetf documents for ihe patzants with pu!monary adverse
11/2412003 H_etter From: Debbie Lynch events 1
) To: Dr. U clo Jose - Update on corrective ‘actions taken at Site 603
Tavarez . _,in response to observations noted dunng
11/24/2003 {Fax From: L. Lee  |the FDA inspectmn on 10/27 < 10431 4
{To: Dr. U cfo Jose. -~ |Update on corrective actions taken at Site 600 (Van -
Tavarez . |Cutsem) in response ‘to the FDA inspection on 11/3
11/24/2003 {Fax From: L. Lee - 11/6 1
To: Lee Pai Scherf Lot numbers in Sectmn 322 Qf the EMR-007 Study
11/25/2003 |Fax From:L. Lee" Report 1
To: Charia Fuchs \ : oo
11/26/2003 |TCR From: N. Mehta PAl, PK, Immunogenicity 1
To: Debbie Trout l R
11/26/2003 [TCR From: N. Mehta Cardinal. PAI requests 1
To: Mark Thomton: :
11/28/2003 {E-mail From: N. Mehta - ‘ jList of Atfendes«a fmm 11125!03 Teleconference 1
To: Chana Fuchs .
11/28/2003 [E-mail From N.Mehta lmmunggen}city Report for Staudy 007 N 1
i Password protected zip file containing the PK data
To. David Green and Lee {requested. during teleconference on November 19,
Pai Scherf ' 2003 (¢assword fmwarded in separate e-mail).
12/2/2003  jE-mail From: Lily Lee (11:23 a.m.) 1
\ ‘0. Lee Pai-Scherf and ’ :
Mark Thomton - Dose Modiﬂcatson Administrative informahon
12/2/2003  jE-mail From: Lily Lee (11:562a.m.) - 1
: : Password protected z’p file contaimng the dose
To: Dr. Pai-Scherf and Dr.modification for:
Thornton during teleconference on November 24, 2003
12/2/2003 |E-mail From: L.Lee (password forwarded in separate se-maﬁ) 4
T Password protected zip fite containing the update oﬂ
To: Lee Pai-Scherf the L {password
12/2/2003  |E-mail From: L.Lee  {forwarded in separate e-maif) 1
* TCR- Telecontact Report
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i o T Status Updates and" Adthtmnai Requests for
{To: Sharon Sickafuse Information re: PK Response, | Dose Modification,
12/2/2003 |TCR From: Lily Lee Rewsed Pl AE section 1
To: G, Jones o
12/3/2003 JAmendment 007 {From: L. Lee . . Response to October 27, 2003.FDA “Day 74" Letter 1
i : ~ {2 CDs containing narratives and supporting’
, documerits for the pateents 3
1 JNote: CDs were sent via UPS on 11/24/03 but did
To: Lee Pai-Scherf not make it to | as of 12/2/03 therefore CDs
12/3/2003 {Letter From: Debbie Lynch were hand detwered 1
i ) o ’ " JResponses to Requests for Infbrmatxon re: 1) PK
Response, 2) Correctlon to EMR 62 202-007 PK
’ Report, 3) Dosé Modification; 4) Revision of Patient
To: G. Jones Narraiwes 5) Revised PI'AE section, 6) Revised
12/4/2003 |Amendment 008 [From: {. Lee Clinical overview , ' 1
To: Sharon Sickafuse | ( S
12/5/2003 JTCR From; {.. Lee Discuss the BB36 FK Analysis and 1
To: N-Mehta Request to submit information regarding the use of
12/9/2003 1TCR From: Debbie Trout MDL warehouse to the BLA 1
12/8 and To: Chana Fuchs & \
12/9/03 TCR From: N.Mehta, L.Lee BLA Review 1
To: Pat Keegan s S :
12/9/2003 |TCR From: L.Lee Request for face-to-face meeting. 1
To: Lee Pai Scherf ' o
12/10/2003 {Email From: Lily Lee Attendee:List from 12/5/03 Teléon 1
To: Lee Pai Scherf ERBITUX-PI Discussion lnfusl@n Rate/Topical
12/11/2003 }Email From: Lily Lee Seroids 1
To: Lee Pai Scherf  1Schedule for Detwery of additlana! safedy datafor
12/11/2003 ]Email From: Lily Lee 10144 1
To: Lee Pai Scherf Response to Request p&rtammg 10
12/11/2003 |Email From: Lily Lee recommendations in the proposed Pl 1
1To Pat Keegan
12/11/2003 {TCR From: L. Lee Status ofReque;sted Meseting 1
12/9 and To: Chana Fuchs h )
12/11/03  |TCR From; N. Mehta . BLA Review 1
To: G. Jones Process Validation Informaﬁm as.described in
12/11/2003 jAmendment 009 From L.Lee proposal { ngen 40 FDA on November 14, 2003 1
i To: Sharon Sickafuse S i - :
12/12/2003 {TCR From L.lee {Confirm ttmmg of discussion on x BB36 1
~ BLA Revrew Update - Supplemientary Process
Validation submitted, Response 10 483 sent out
12112, ) not able to attend telecon 12/16,
list of facility chaﬁges to be sent, Pre-
To: Chana Fuchs " Imeeting package to-be sent, future discussions re:
12/12/2003 {TCR From: N. Mehta : L - ’ 1
To: Wendy Weinburg,
Marlene Swider, Chana
Fuchs, Debbie Trout and
Edwin Martinez Form FDA 483 Responses to observations made
12/12/2003 {Letter From: N. Mehta during the PAI of BB36 manufacturing facility 1
To: Chana Fuchs o ( - .
12/12/2003 |Email From: N. Mehtfa List of changes at the 1
* TCR- Telecantact Report 6 3/4/2004
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Date Type Addressee . ‘Subject- Binder #
To: Sharon Sickafuse, N ‘ : : '
Chana Fuchs and Pat Pre-Meeting document including background
Keegan information needed for 12!23/03 CMC
12/12/2003 (Email From: L. Lee teieconference 1
? BLA Review - Topics fo be dxsaussed in12/16
To: Chana Fuchs telecon iricluding | . assay,
12/15/2003 |TCR From: N. Mehta _iassay, Lot Rélease assays A 1
i BLA Review Update - Supplemientary Process
Validation submitted, Response to 483 sent out
‘ ‘ 12/12, Lonza and Cardmat filing 483 resporises by .
To: Debbie Trout 12/19/03, amendment for. MDL to be filed by
12/15/2003 |TCR From: N. Mehta _ 12/19/03° ‘ , 1
To: Lee Pai Schert o
12/15/2003 [Emait From: Lily Lee Response to Request:’ 1
To: Debbie Trout S T
12/16/2003 {Fax From: N. Mehta . {Dye Intrusion Study'Repodt - 1
To: Lily Lee Request foradditional paragraph i in Pl and FDA's
12/16/2003 |TCR From: Lee Pai Scherf lntemat Preparation for 4 2/19/03 Telecon 1
‘ To: L.Lee, d.Tarnowski,
M.Needle, F.Fox, A.Daus,
8.Homberger, Q.Zhou,
B.Saxena, Dan Lynch;
M.Bloomstein,
L.Yamashita, M.
Birkhofer, S. Knapp, o
D.Smolin, C.Nicaise, Action Items from 12/16/03 telecon regarding US
O.Pfaff | ‘ _assay, Lot Release-
12/17/2003 {Email From: N. Mehta Jassays 1
‘ To: Nik Mehta ’ .
12/18/2003 |TCR From: S. Sickafuse Comments Regarding Carton and Vial Labeling 1
. - Data and;recammendations section 8 (Clinical) for
To: G: Jones the proposed package insert language in response
12/22/2003 {Amendment 010- [From: L. Lee to FDA request for: mfomatzon 1
To: Sharon Sickafuse
12/23/2003 {Fax From; L. Lee List of attendess from 1211 9/03 Teleocnference , 1
CMC Information Including: 1) Protocol for testing i
. jand qualifi ication of new Manufacturers Working
Cell Banks, 2) Report on evaluation of container-
closure, 3) Information on the use of MDL
warehousing, 4) Updated resu}ts for on-going
stability studies, 5) Confirmation that no new
|materials.from Lonza would bereleased, 6)
To: G. Jones Overview, of how IMClone/BMS will manage and.
12/24/2003 JAmendment 011 |From: L. Lee. ‘jmonifor dmg supp!y 1
’ To: Chana Fuchs Response to question regardmg the additional limit
12/24/2003 JEmail From: N. Mehta for IEF assal for stabﬁxty 1
To: Chana Fuchs .
12/24/2003 {Email From: N. Mehta Copy of BLA Amendmemt 011 1
’ - ITo: G. Johes’ Revised Carton and Vial labels;and Updated o
12/29/2003 jAmendment 012 |From: L. Lee Lot Anaiyms Tables 1
To: C. Fuchs ( ,
12/31/2003 {Email From: L.lee Responses fo Questions relating to 1
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Date Type Addressee S&bject Binder #
To: Nik Mehta ‘|Revised Carton and Vial labels found to be

11212004 |TCR From: 8. Sickafuse . {acceptable 2
To: Sharon Sickafuse

1/5/2004  |Fax/Courier JFrom: N. Mehta Change in ImClone Systems' address 2
To: Sharon Sickafuse '

1/5/2004 _ |Email From: L. Lee Comments on Proposed Pl 2
To: Chana Fuchs ' S

1/5/2004  |Email Erom: Nik Mehta Comments on outstanding tapies 2
To: Nikhil Mehta C
From: Wendy Weinberg [BLA Review -HACA, IEF Assay, Endotoxin lot

1/5/2004 |TCR for Chana Fuchs release assay, HCP assay 2
To: Lee Pai-Scherf, ' ’
Sharon Sickafuse -

1/6/2004 Email From: L. Lee |Comments on FDA's c:hanges on Proposed Pl 2

‘ Meeting minutes. Folsowwup discussion regarding

To: Chana Fuchs the use of BB36 manutax,tured Erbitux post

1/6/2004  |Email From: Nik Mehta approval 2
To: Chana Fuchs BLA Review - follow-up on items submitted, format
From: Nikhil Mehta & Lily lof withdrawal letter and sBLA, Agreement to use

1/6/2004 TCR Lee BB36 material for clinical trials, Lonza review -2
To: Lee Pai-Scherf B ’

1/7/2004 Email From: L. Lee information Request - Financial Disclosure 2
To: Chana Fuchs’ ' ( ’
Wendy Weinberg

1/9/2004 |JTCR From: Nik Mehta BLA review 2
To: Nik Mehta ‘

1/8{2004 |TCR From: 8. Sickafuse Review fopics and Revised Vial.and Carton Label 2
To: Chana Fuchs, Wendy i
Weinberg

1/12/2004 |TCR From: Nik Mehta BLA Review 2
To: Sharon Sickafuse )

112/2004 |E-mail From; Nik Mehta Revised Vial and Carton Label 2
To: Sharon Sickafuse ‘ V

113/2004 {TCR- From: Nik Mehta - " |Review topics and Revised Vial and Carton Label 2
To: Sharon Sickafuse T

1/14/2004 JTCR From: Nik Mehta Revised Vial and Carton Label 2
To: Nik Mehta’ a

1/14/2004 {TCR From: Debbie Trout Cardinal 483 Respanse 2
To: Sharon Sickafuse '

1/14/2004 |Email From: LilyLee Revised Vial and Carton Labeél 2
To: Sharon Sickafuse -

1115/2004 |Email From: Lily Lee Confirmation of reciept of revised P! 2
To: Chana Fuchs (No Subject Listed in-E-Mail) Reference Standard

1/15/2004 {Email From: Nik Mehta material and re!ease specs 2

Revised Vial and Carton Labe(s Revised Proposed
, Package insert, Response to Questions on HACA

To: Glen Johes Assay, Additional Financial Disclosure Information,

1/16/2004 1Amendment 013 {From: L. Lee Change of Address Notification 2
To: Lily Lee

1/20/2004 {Fax From: Sharon Sickafuse {Clinical Phase 4 Commitments for Cetuxirab BLA 2
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To: Lily Lee . , ’ ’

1/21/2004 . |E-mail From: Lee Pai Scherf Revised Package Insert: Version Jan. 14 2
To: Sharon Sickafuse  |Response to List of Clinical Phase 4 Commitments

1/21/2004 |E-mail From: Lily Lee & Milestones for Commitment 5 (Pediatric Studies) | 2
To: Nikhil Mehta BLA Review, Shiopina conditions far drug

1/21/2004 |TCR Fiom: Wendy Weinberg - |substance from ! I 2

1/21/2004- To: Nikhil Mehta - |BLA Review, Status of Review of the Cardinal 483

1/22/2004 |TCR From: Marlene Swider - [Response ’ - 2

1/21/2004- To: Nikhil Mehta BLA Review, Withdrawail ~ 5536 "Bl A CMC

1/22/2004 |TCR From: Chana Fuchs Amendment, ... ... 2
To: ChanaFuchs : » \

1/22/2004 |Email From: Nikhil Mehta Information requested fo date (final amendment) 2
To: Chana Fuchs-and - : ‘ \
Wendy Weinberg Responses to* 3 Questions

1/23/2004 |Email From: Nikhil Mehia (3:07pm) 2
To: Chana Fuchs :

1/23/2004 |Email From: Nikhil Mehta 5015 483:#2 update 2004~ m) 2

|To: Chana Fuchs. / ’ '

1/23/2004 {Email From: Nikhil Mehta Registration Numbers (6:46pm) 2
To: Chana Fuchs - BLA Review: to discuss recent'question from
From: Nikhil Mehta, Lily {Wendy Weinberg regarding the availability of

1/23/2004 |TCR Lee, & Joe Tarnowski additional.pracess validation results for | 2
To: Nikhil Mehta

1/23/2004 JTCR From: Sharon Sickafuse |Review topics and Revised Vial and Carton Label 2
To: LilylLee ) : i ‘

112612004 |TCR From: Chana Fuchs Withdrawal of BB 36 2
To: Sharon Sickafuse
Chana Fuchs )

1/26/2004  |Email From: Lily Lee |Letter withdrawing BB36 2
To: Sharon Sickafuse

1/27/2004 _|Email From: LilyLee Finalization of P1 - 1/27/04 changes okayed 2

j Jwithdrawal of BB36, Timeline for Clinical phase 4

To: Glen Jones Commitments, Letter Requesting Accelerated”

1/2712004  jAmendment 014 [From: L. Lee Approval 2
To: Sharon Sickafuse ) )

1128/2004 |Letter From: Nikhil Mehta Proposed Carton & Vial Labels 2
To: Chana Fuchs I ‘ ,

1/28/2004 {Email From: Nikhil Mehta.  |Resin and TFF re-use 2
To: Sharon. Sickafuse

1728/2004  |Email From: Nikhil Mehta Tracking Number for Delfivery, Thurs. Jan 29, 2004 2

’ To: Chana Fuchs, ‘ ) i

Wendy Weinberg N

1/28/2004 |Email From: Nikhil Mehta Responses to questions from 2
To: Chana Fuchs, .
Wendy Weinbetg

1/28/2004 |Email From: Nikhil Mehta Responses to questions from . 2
To: Sharon Sickafuse, S o
Pat Keegan : . :

1/29/2004 |E-mail From: Lily Lee RE: P1? (Package Insert Correspondence) 2
To: Sharon Sickafuse Revised Vial and Carton Labels without fatest

1/29/2004 {Email From: Nikhil Mehta comments 2
To: Sharon Sickafuse = [Revised Vial and Carton Labels with latest

1/30/2004 |Email From: Nikhil Mehta comments incorporated: 2
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Date Type Addressee Subject Binder #
) To: Sharon Sickafuse Revised Vial and Carlor Labels with today's latest -
1/30/2004 |Email From: Nikhil Mehta comments added 2

To: Chana Fuchs,

Wendy Weinberg
1/30/2004  |Email From: Nikhil Mehta Updated Resin/Membrane Reuse Document 2

To: Sharon Sickafuse c ’
1/30/2004 {Email From: Nikhil Mehta 100 mg (2 mg/rol) on the carton has been bolded 2

To: Sharon Sickafuse  |"FDA has no further comments” and plan to include
2/2/2004  |Email From: Lily Lee |latest vial and carton in 2/3/04 amendment ‘ 2

To: Sharon Sickafuse Final Eraft Pi reflecting changes as communicated.
2212004 Email me Lily Lee on January 30, 2004, 2

To Sharon Sickafuse Plan to send Pl either in 2/3/04 amendment or final
2/2/2004  |Email From: Lily Lee amendment 2

[To: Glen Jones Revised Final Vial and Carton Labels, Responses
2/3/2004  |Amendment 015 |From: L. Lee {0 CMC review questions 2

To: Lily Lee \ Product PMCS - CMC Post Marketing ‘
2/3/2004 Fax From: Sharon Sickafuse [Commitments 2

To: Sharon Sickafuse _
2/5/2004 Fax From: Lily Lee ‘IRevised Post Approval Clinical Commitments 2

To: Chana Fuchs; Sharon ’ :

Sickafuse
2/512004 Email From: Nikhil Mehta Post Marketing CMC Commitments 2

To: Glen Jones o
2/6/2004  |Amendment 016 |From; L. Lee Final Draft P, Post’ Markettr_bg Commitments 2

To: Lily Lee Approval Letter License for imClone Systems to
2/12/2004 . Letter From: Sharon Sickafuse Manufacture Cetummab 2

To: Glen Jones
2/12/2004 |letter From:L.Lee Manufacturing Supgtement,to BLA P

To: FDA (Central '

Document Room, CDER)
2/18/2004 |Lefter From: L. Lee 15-Day Alert R@port Mfg. Controt #12502589/0 2

o Approval Letter - License fortmClone Systems to

To: Lily Lee Manufacture Cetuximab with an Enicosure on
2/23/2004 _ {lLetter From: Karen D. Weiss _{Labeling . 2

To: Glen Jones Notification that regulatory reperting responsibilities
2/24/2004 |Letter From: L. Lee for U.S. drug_‘_safety wou!d be transferrred to BMS 2

f To alert CBER to the IND and BLA submissions

To: 8.Sickafuse transferring regulatory repomng responsibiities for
2/25/2004 JTCR From: Debbie Lynch drug safety in the U.S. o BMS 2

To: FDA (Central ‘ ‘ ’

Document Room, CDER)

From: Debbie Lynch for L., :
3/1/2004 Letter Lee 15-Day Alert Report - Mig. Control #12508859 2

3/4/2004




