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-IND Meeting Document for,6225 - aEGFrAb Anti. 

To: K. Krentz J. Gill 

04 ini@ai submission 

9502, compassionate use 

sinder 
# 

1 

I 
7’7 
‘1 

1 

1 

1 

1 

I 
7 

1 

1 

I 

1 

1 

I 

1 

1 

1 

I 

1 
--T- 
1 

1 

1 

1 

* TCR- Telecontact Report 1 31412004 



me to discuss 
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l/15/1997 IAmendment 025 IKathryn Zoon 
I IFrom: K. Schneiaer 

From: G. Toolan 

~8/25/1997 1 Amendment 035 ISickafuse) 

b&CL patiertt :exemption iforwarded 

dowments 

iProtocol Amendment - Changs in, Protocol (CPO2- 1 

experienced’by Patient 1101 in CPOZ-9709 
/(filed:as Swial No. 0%) ‘1 

;3-day Tekqbhone Repart regarding, : 

iProtocol Amendment - Change in Protocol (CPO2- 
9606, Ver$iion 5.0; CyQ2-9607, Version 4.1; CP02- 
9605, Versions 3,O & 4-O); Pratocot Amendment - 
New Inves-tigator (CPO2-$605, 
Informatiop Amendment - & Microbic&y 

[General Garrespwdence - Singls patient exemption 1 
rotocot (C+&9712) 1 1 
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Date 

8127i1997 

9/2/l 997 

9m1997 
91411997 

9/4/1997 

9/l 5/l 9y7 

1OJ21/1997 

1 l/14/1997 
1 l/14/1997 

1 l/17/1997 

11/20/l 997 

jll26/1997 
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Protocol Amendment - Change ‘in Protocol (CPO2- 
3lwI 99% IAmendment 051 ~IShgron Risso 19710, Vsrsions 4.0, 4.1,4.2; i 1 

1 ‘IFrom: J. GiRy , I I 
-day safety report and compas;sionate treatment 

3/121199% IAmendment 052 ISharon Risso &mpassidnate tre&nent protcy.wl). f 1 
I IFram: Dr. EL Parker I 

;); Information Amendment i Ciinical 

provide tnQut as to. the developmint of future 

* TCR- Telecontact Report 5 3/4x/2004 



To: S. Sickafuse IScheduled, meeting of January 7,1999 
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Date 

l/5/1999 

11511999 

111 l/I 999 

tl1915999 

1/19/1999 

l/21/1999 

l/21/1999 

l/2211 999 

1/2611999 

2127f1999 

112911999 

2/I l/l 999 

2Jl111999 

2/16/l 999 

3/1/l 999 

3/16/l 999 

3/1711999 

4/8/l 999 

4/l 2/I 999 

TCR 

rCR 

l-CR 

Amendment 073 

?-CR 

?-CR 

TCR 

Amendment 074 

l-CR 

TCR 

Amendment 075 

From: P, Keegan, B. I 
: _ c1 

t _______.__ - 

(Request for compassionatt 

Protocoi Amendment- Change fin protocol (CPO2- 
3), Protocol Amendment - New 

Investigat?r (Change in PI - 

2 

2 

2 

2 

2 

2 

2 

2 

2 

2 

2 
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Date 

4?l911999 

412tYl999 

4/21/1999 

4/21/1999 

412311999 

412311999 

4/26/I 999 

4/28/l 999 

4/29/1999 

5/7/1999 

5ff11999 

5/7/l 999 

511311999 

5/I 3/l 999 

~5/27/1999 

Type ‘1 &zidressee I 
‘(From: G, Too&n 

TCR ,lTo: 6. Sickafuse , jCompassbnate tre&mept4 .,. - 
IFrom: Dr. 6. Pail<er 1 

study CPO2-95322 

New Investigator.(CPW-9922. 
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Date 

3/29/l 999 

WI999 . 

1/16f1999 
l/1911999 

1/26/l 999 

1/30/l 999 

Ulll99Q . 

2/l II 999 

2/l/1999 

2/2/l 999 

2/20/1999 

2/22/1999 

2i27/1999 

~112l2000 

!/I 312000 

1113/2000 

Type 

CR 

mendment 097 

etter 
mendment 101 

CR 
,mendment 102 

.mendment 103 

etter 

CR 

,mendment 104 

,mendment 105 

.mendment 106 

CR 

etter 

imendment 107 

Jlemo 

4mendment 108 

imendment 109 

imendment 110 

Addrsssse 
rom: S. Sickafuse 
0: G, Tootan 

llen Jones 

ilen ,Jones 
!len Jones 
~letblones 
mm: G. Toolair 
o: G. Frykman 
Psrr Jones L 
rom: M. Trapajli 
0: Dr. Jerian 
iien Jones 

ilen Jones 

rom: FDA 
p: M. Trapani 
mm: M. l‘rapani 
o: S.%ckafusa 

ilen Jones 

klen Jones 

ilen Jones 
rom: M. Trapani 
o: B. Friedman 
rom: FDA 
o: M. Trapani 

Slen Jones 
Yom: M. Trapani 
‘0: All 

Zen Jones 

jlen Jones 

;len Jones 

-BLA QhC Meeting 
9 Request for Infbmatbn‘ (Correspondence to 
ial No: 093, ~~mpaes~onat~:Treatment Protocol) 

leral Correspondence - @lseting GIuesti,ans (CMC 
npass@nate Treatme@ - P#ent CandkIon 
ieral @xrespend&i~ - M~~~g Presentation 
;k copyOf vemion 5-Q of the Cetuximab 
3stigaWs f3rfxhure 
M%t@al Hold, - ~,~m~Jete R&sponse 
discuse the cknicaf hokf OR Protocoi CPO2- 
npas&nate .-.-.___- 
1 @cx&eference - 
vxal Correspondenc&? 

rical t&d - CPO2 ‘: 

confirk~ whether FDA granted an emergency IND 
leraf Gorresix>ndence (fbKl Cross-reference 

leral CorrespcWence :(IND $Zoss-reference 2 

3r fee #iscusqion 
{ember 4,1999 meeting minutes - pre-E&A CMC 
sting 
tosol Amendments- New k?vestigator (CPO2-9815 .I 

Binder 
% 

2 - 

2 

2 
2 
--z- 

2 
2 

2 
2 

2 

A Meetings ~~n~ee~~~r 4.1999 (distrib%ted 
xrrally ’ ). 

neral Gorresn~ndence (Cross Reference fetter - 

nerat correspondence (Cross Reference letter - 
I - 
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Date 

1/14/2000 

l/25/2000 
!Y1/2000 

w2000 
VI 5/2OQO 

l/l 5/2000 

!/I 5l2000 . 

!/18/2000 

!122/2000 

Y23/2000 

!124/2000 
!/25/2000 
!i28/2000 

!/29/2000 

2l29i2000 

3/6/2000 

3/6/2000 

3/6/2000 

3ilOi2000 

3/l O/2000 

311 O/2000 

3/14/2000 
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1 Binder 

Goods), 990387=f%al 
: E&bit&~ Reports SROU86-01, 

c 
2 

I 1 To: M. Trapani 

c 4l?l2000 

rotocol (E5379) cpttairtetd in the March 6,200O 
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I.-v’. 

Pq2-9816, ~: . - .e. . ; ._ CPO2-9923, 

the 5/44/00 tet%confer%#c% regarding the Cetuximab 

Teleconfq-ence to diiouss the Cketuximab 

’ CPO2-$816, 

-,.. . 

vestigatiin of shipment -error of June 9,200O 
han Drug S~~+wissiw -- 

* TCR- Telecontact Report 13 



rpklent error of June 9,200O 

Clone byill, be requ+@i~g an e&nsion for the 

Amendment 146 

auaiific- for orphan 

1 l/2000 fTCR fTo: S, Sickafuse l,Single patient exemption-GP02-0035 
iFrom: I 

1 2 
M. Needles I 
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Type 

TCR 

TCR i 

Amendment 153 i 

Amendment 154 : 

Amendment 1’5!Sj 

TCR 

TCR 

TCR 

Amendment 156 

TCR 

Date 

7/13/2000 

7/l 412000 

7/1712000 

7110/2000 

7/24/2000 

712412000 

7/26/2000 

7/27/2000 

7~31/2000 

7/31/2000 

jevents requf%$ed by ’ - ,, 1 2 
IFrom: G. Tooian 1 

L 
I 

8/4/2000 ETCR ITo: Dr. I@ Serabian 

From: G. Toolsn 
placed on _ _’ ,_ I 
8111 mee%ing place a 
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;/I 8/2000 

1121/2QOO 

~/21/2000 

il22l2000 

V25/2000 

r/29/2000 

i/31/2000 

Amendment “164 Glen Jones 

1.0); Change in Proiocgl (CPQ2-9704, ver 3.0; CPO2- 
9813, vet 2.0; CPOZ-9814,.ver 3.0; CPO2-0035, ver 
1.1: CP@&9816,.ver 4.03: W&w:lnvestigator (E5397, 

I 

;--- A\- _- . * CPO2- 
90 6, *% . -a ‘.. - . . . i r;PO2-0035, 

*:. .i 1 ,, Other - Authoriied 

validation and characteri@ion reports submitted to 

-L 

2 

2 

2 

2 

* TCR- Telecontact Report 16 3/4/2004 



From: 0. Lynch, N, 

From:. CA Cartier 

1 l/30/2000 [Amendment 189 IGlen Jones ’ 2 
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From: M. Serabian December: 13,2~~O’A~~~ai R 

From: Dr. S. J&an 
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Date 

/11/2001 , 

11212001 

II 212001 

/16/2001 
117/2001 

/18/2001 

+i19/2001 

/22/2001 

122l2001 

/23/2001 

I241200 1 

1241200 1 

/25/2001 

125/2001 

/25/200 1 

/2~/2001 
i3042001 

13OE2001 

1/31/2001 

l/31/2001 

Type 

TCR 

:ax 

iCR 

imendment 199 
imendment 200 

.etter from FDA 

.etter from FDA 

\mendment 201 

:ax 

imendmeht 202 

:ax 

-CR 

Fax 

I-Mail 

:ax 

-CR 
imendment 203 

4mendment 204 

Addmsme I 
:rom: G. Toolan 

arwqy 9, 2001 teleconference 

Yom: D. Lynch 

likhil Mehta (Design#i&-i 
IRe: Qu&tions I-6; further in&rnation needed to 

1 
.I . ,. 

f .3397, I’, 
Ii 

I- :, .’ 
‘. 

, CPO2-9b d, .- ^ CPO2-9816C, 
CPO2-9&4, . Other - Authorized 

January 2& .2001 dial-in inform 

‘ram: D. Lynch 

Irj~Clone’s approach @submission of the INC 
Follow-up ~PCO~~~~?O5~1)~ .- . . . 

r0: s. J&&I ,. -. ., ; {CLE 0070-087). 

isix& 
# 
3 

3 

3 

3 
-T- 

3 

3 

3 

3 

3 

3 

3 

3 

3 

3 

3 
3 

3 
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I cetuximab lots used in 
iwivo pr@.Ainical evdlu~ti&s and c linical studies. 

,. ._ 
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Oate _ 

!f23/2001 _ 

E3/2001 

Y26/2001 _ 

Y28/2001 

116/2001 _ 

V6~2001 _ 

u7&!001 _ 

V7/2001 

1/8/2001 - 

l/9/200 1 

319/2001 _ 

3f9l2001 _ 

3112/2001 _ 

3/12/2001 

3116/2001 _ 

3/l 9f2001 

3/20/200 1 _ 

3l21 I2001 

Type &ddreSgee 
Information 

‘SUge& 
Amendment - C&&al (Pre-BLA Clinicat 

4mendment 2M 

lnformatjon Arn~n~m*~t-,~ha~st~ (@iaase Protoco 
Lot OOAOU~61 I ~ot~~C~~~S~~~{~i~s~d Goods), 
OOCOO659=Fkwl Containerl. cot OOCQOB63 [(Finished 

\mendment 216 IGlen Jones +ods),l UO~O~S~~~~i~l &Maker] -- 
IFrom: IUI. Serabian I 

ResponSe to FDA Request b~,inFormation (Response 

“. 

of patients receiving C226 byprocess designation; 
table of pts. Sy‘clinioa;al study, &us Sub., prod. 

4mendment 223 Glen Jones pos&ity - Q4 and 
lnfor@afion Amendment - ChQrrWy L ‘_ 

updated specification, CoA Lot 

ial rw. ,223 

Binder 
# 

3 

3 

3 
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. 

Cetuxipab Chronologiical index of FDA Co~,~u~~~~~~s 

Protocol Amendment - Change in Protocol (CPOZ- 
9925, vei 2;O;. CPO2-9932, ver 2.0; CPUZ-0036, ver 

roduct bt’OQCO117J=Fir1al Bmtainer, 



, 

Date 

~I112001 

i/1/2001 

i/2/2001 

il2f2001 

i/3/2001 _ 

i/3/200 1 

i16/2001 
i 

i/8/200 1 
i/91200 1 

ill O/ZOO 1 

i/10/2001 

itlO/ - 

j117f2001 I 

V17/2001 

WI 712001 

2171200 1 

rmendment 234: 

unendment 235 

amendment 236) 

~mendment.237 

rmendment 238, 

imendment 239 

:ax 

Protocol: ~e~drn~t~ew Intfestigator: 
cPO2-98 I 5 - 
c 
Cp()&$&& r t‘“‘ --. - - . 

Glen Jones 
Ref_xtrt@+w onset. selzurekonvulsion; 

Glen Janes 
. . - 

fRegardit@ eleqtron~c submission of medical imaging 

<From: CA Cattier 

I 01 COOO+S, 01 CO&O6 Goods): 
01 COOOq5=Final Contaitiy], &$X0963 [(Finished 

\mendment 241 I Glen Jones 
j From: L tee 

To: G. Milts, M. 

for th& efactronic~submission 

l-to disc+ the amendment for the comparability 
report; 2-to discuss-potentiaf ~~anafios for the timing 

iiizi # 

3 

3 

3 

3 

3 
3 

3 

3 

3 

3 

3 

3 

3 
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To discGss the preclkkal~ Dear Ur. letter and dose 

* TCR- Telecontact, Report ’ 24 : 



L- From: NM Extra de$k copies qftwct se&in of our rotling BLA for 
7/18/2001 Letter To: G. Jones cetuximqb; CMC section and Ffhazmltox section I-BLA 
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c 

+kjdressee W&t 

Protocoi Amendmvnt: Change in Frotocd: CPOZ- 
9815 ver, 4.0, CPO2-91p25 vet. 3.0, CPO2-9932 ver. 
3.9, Cp82-0036 ver. 3.0, 
Protocol Afnendmertt: New frivestigator: 
CP02-9815 - 

E5397 - ; 

CPO2-0035 - 
CPO2-0141-! - 

manufacturing sctt$duie for cdtuxImab 

iRequest: for additional caples-$N-Q Serial No. 252 
Other In?ormatlon cjn Follow-up fbr Pat I W I, Study 
9038 
IAdditional copies d IN0 ametidment 252 as 

From: L. Lee 

3/14~2001 [Amendment 257 IGlen Jones f#00/02/f30334(if 
I I t 

3/14/2001 Fax 
From: A. Choqgette List of participants from ImCio~e,,Systems 
To: S. Siqkafuse incorporated.and P-Net at the $eeieconference 8/10/O? 

3 

3  
3  

3  

3  

3  

3  

3  

3  

3  

3  
--5-- 

I- %&A 

3  

3  

,3 
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- Ciinioel @LA discussion 
rebn%enfs - FDA Revie~er’s Data Base and 

September 7,2&l :~eg&dinglt%a f&t twelve patients 
tre?ted irrjthe C~~xi”rn~~.pi~of k$ety study (Protaco! 

for thq~fi&t %2 patients in th 
tOxi$& glade information 

L. Pai Scherf Iincorporated. 
‘IFrom: L. Pal SGherf ’ to the 

fFax 
1 

Binder 
# 

-I- BLA 
-T- 

3 

3 

3 

3 

3 

3 

I-BLA 

3 

3 

I-- 3 
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Oaie 

2412901 _ 

241200 1 

2812001 

1/5/2001 

x5/2001 

3151200 1 

3fQf2001 

Of9I200 1 

D/l 0/2001 

Df1012001 

011 Of2001 

,0/10/2001 

10/10l2001 

10/10/2001 

1011 If2001 

I 011 I f2001 

rom: “0, tyncb 

) inquire If S&INQ560& Se&l No. 264 submission 
:MC-information Amendment prkiding for the 
ertificate of. Analysis of ~~u~~rneb Reference 
anda@, Lot&&i. ~l~Q~~~4~ h&i been togged into 
BERs ~~c~~nt’~o~~oi 
)inqui& if ~6~i~~~~ti~ Serial No. 264 submission 
:MC-lnformation,,~mendmena providing for. the 
ertifiti~e of A&lysis of Ce’ktimab Reference 
tandard, Lot No. OtCOU314) had been forwarded to 
ARP by. CBf% Do&&e!% &~tr~f 
tier: Request for Waiver for :Pediatrk study 
!quirements . 

rotocol&meridmenf: ~~ew,in~e~gatof: 
pO2-98$$ - s 

PO2-98”6 - I 

5397-T‘ -- 

POZ-9925 - 

PO2-0068 - 
eptemf@r 6, ZOO!, pre~~ppteme~t meeting with 
raGlone regarding C-etuximab; IND 5804 

.olling Submission for BLA : 
dditional details fotcamo. Evat. For C225 manu. At 
BG, information on f 

ti timing,GBERs inspection schedule, bioburden 
pew for@tuximab bulk; testi& for product stability. 
Ifher: D&us&n of Pb&ee IllRandomized Trial in 
irst Line; Metastatk CoBarectat~“Cancer I 

~ubmissf~n 267 IQ;pa~@s se@ Fed Ex 
lanufacturing tiedtfle fbr up$3ti~ runs at SP 
3harmackticals 

-lard copies of Clinic@ Repofis;$or k&dical Reviewer 

Xeviewes Aids: CD ,RQfvIs of Reviewer Data Base 

%low44p on ttte&$us of &an$i Name 
To confi~ the reH@t of-the 2oiJl0rph&i Drug 
knual R$3port 

yost-Ma+3ting Study. ~~ui~e~ent 

3 

3 

3 

3 

3 

I- BLA 

3 

3 

3 

3 

L 

I-BLA 

I-BLA - 

3 

3 

3 
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Date Type I Addrassrira Sul3jaci 

s the entire Item 
PK revjewer which 

relevant p&&m of 

d under the ECQd $m&&l describing an 

From: N. Mehta 

iTo: L. Lee (study 
IFrom: S. Sickafuse i 

January 31 - nlbmi+iar? of prutocal CPOZ- 
g ccmtiqatory study not 
- acktiotiedge withdrawal of 
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I . 

etuximab, submittwt under Saction 351 .of the Pubiic 

eneral QxresporySxta2 - f&Ming Minutes - 
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, 

; KZ, KS, GJ, SS, 

Requesdoor Meeting to c)iscus~ issues in Ekcember 

nn~il @po!-t are required 
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4 

4 

4 

4 

4 

4 

4 

4 
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Date 1, Type : 

Y19/2002 atom.. 29% 

v22/2002 

t 

Amendment 296, 

: 
~Amendment 300 ’ 

3/9/2002 lw”r 

;. .lonas 1: : 

;. Jones lAdditior& qopies of !NO Amendment 295 

INR Safety Rep&t - 15 davinitiaf 02/02/01040 - 

Protocol ~~endrn~~~ Change irj Protocol (CPO2- 
aO38, CPO2-0141, E5397) ; 
Protocol ~@nei&nepk, &Jew Inwestigator {GPO2-98 15 
: _ : CPO%-ss@- 

: CPO2-98 1% - 

Bitlder 
# 

4 
4 

.4 
-T- 
b- 
---x- 

4 
-A 

4 

4 
-T- 

4 

4 

4 
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. . 

5/l 312002 

512312002 

@mendm&yt 303j 

Fax 

To: S. Sickafuse 

Dial-in for 5/28/2002 Wxmference to 

* TCR- Telecorrtact Report 35 * 314mo4 
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15-day Safety Report -. 7 Dav &@kation (Mfg. 
Control ~~~~01~0) ‘zz 

Dowme& 1 4 
1 

Revised.@-id Final IRC Charter. 

2/02/06 193 f f )I; .-I 5day Follow-up [fvlfg. Control 

T-Day N@ifkation: -Mfg. ~oritri$ #@2KWO125O) 

DA on Study WY%!- 
44‘ _ 
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S&2 teleconference 

To: G. Miil$, L. Pai- 

To: G. Mills, L.~Pai- 

g~srgniitw’e obtained from 

same fax sent to and ’ on 

I Protocol +mendgient: New tnvestigator_10l44-. 

Bintier 
# 
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Amendmmt 01 

J-Day NcMication. Mf% Contrcif Number 02/02/01350- 

No. 021OI$iO1350)- ’ 

and CtXItrQ~s - Lot +ehasa for c+&T?ab hug Produc 

ew fnk+igator (CPO2-0144: 

* TCR- T&contact Report 39 31412004 



. 

Date _ 

2/24/2002 - 

It 312003 

~114t2003 

/14mo3 

i/l 5l2003 

l/16120$)3 

I I2312003 

1/23/2003 

I /2?/2003 

t/29/2003 

l/31/2003 

1/31/2003 

2/3/2003 

2t312003 

215/2003 

U6i2003 

2/6/2003 

2/6/2003 

Sinder 
f 

4 

5 

5 - 

5 
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._ 

I I I 

Regardirig response to issue of definitions 1 

To: G. Mils, L. Pai- 

s concerns or 

7/03 t~kon on Minimum 

CombinaWn t&raw of Cattiximab & 

dback on k&lone’s proposal regarding 

* TCR- Telecontact Report 41 3i412004 



;Final riyised.lRC, 

Information Armmdment : 

To: 0. Mills, L. Pai- 



I 

Oate I 

Ml/2603 _ 

/l/2003 

/l/2003 
I712003 

/7/2003 __ 

I712003 _ 

/a/2003 

I-l i/2503 _ 

/l4MoO3 

i1612003 _ 

11612003 _I 

/I 712003 
/I812003 _ 

I2112003 

/21/2603 
132112603 _ 

112-t /2003 _ 

$12312003 

U2312003 
1/23/2003 1 

1/25/2003 

4/29/2503 _ 

1/29/2003 

5IU2003 

,mendment 377 G. Jaws 
t 

IFrom: N. Meh@ 
IFrom: L. Lee 

‘ax ITo: G, Mitts, L. Scherf 
I 

etter G. jorws / I 
,mendment 386 G. Jones 

_ 
ew Cf3qmitke Carter} 

CPO2-014$ 
Revised:List~of qU~dolIse r~~ng.~~ pretocol, 
protocoTd$ii, study k&du& study goals and data 

~CA2256&, . 
Discussion on the &stus of lo@umb@ WC00098 

List of ettend&s fr& the 4/3@3 tetin on SPA. 
CA2250116 

ItND Safety Report 1% Dav Reoort. M fa. Control 

statistical Ana&& Plain: EMR 62 262-007, CPO2- 

ay~Rq@t. M fg. Control # 

Revised~ProtoccWCA225OOQ~ CA225012 
Protocol‘ Amendmeiit: &rw tnvestigafnr 0X226014- 

c&!a5o‘41 

j CPO2-9932 

3Ender 
# 

5 

5 

5 
--T-- 

5 

5 

5 

5 7 

5 

5 

5 

5 
5 

5 

5 
5 

5 

5 

5 
5 

5 

5 

5 

5 
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, 

I Date _ 

r\mendment 391 r 

writalhed in Seriai No. 391 

CJone’$ Complete ResDanse 

Report 

(To: Dr. Patricia Kaegan (Time and Locationof ErbWcPresentations and 
Fax 

‘I To: S. Sickabse & L. JND Saf+ty Report - &Day Notii,cation 
SChiXf Mfg. Can%A C ~3l~~t~~49~ 

Overview of cbsrtent an&-Stnt&re of the 

To: Dr. L. Pai-Scbarf 
From: Dr. Lily Lee 
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