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Protocol 
Centre 

Number 
Subject 
Number 

Subject 
Initials 

Page I 
SB Receipt Date 

~52263/046 1-1-111 I 

------ -

. Day Month Year 

I I. ; 
Serious 
Adverse 

Experlenc'.:es 

;ERIOUS ADVERSE EXPERIENCE (SAE) 
Person Reporting SAE _ J":, __ ,0i_ ~ ~-__ __ AEGIS - - - ··~ ~ 

(Please print clearly) Number 1. I I I I I I I I I I.CJ 
I 

Serious Adverse Experience ~.'V/1~ ----. Specify reason(s) for considering this 
(Please print clearly) 

~~ a serious AE. Mark all that apply 
[1] D fatal · · 

For SmithKline Beecham 
(2) D life threatening 

l0 12 1¥ic-l~1°I I ~-{i-1 
(3] D disabling/incapacitating 

Onset Date and Time 
Day Month Yr 24hr:min (4) [ET results in hospitalisation (excluding 

End Date and Time I I I 11 I I elective surgery or routine clinical 

{If ongoing please leave blank) 
I I I I I I procedures) • Day Month Yr 24hr:min 

D Resolved 
(5) D hospitalisation prolonged 

Outcome [6] D congenital abnormality If subject died, please [Et"ongoing 
complete Form D - 0Died 

[7) D cancer 

~ lntermittent-+No. of j{I [8] D overdose 
Experience Course D Constant episodes [9] D Investigator considers serious or a 

0 Mild 
significant hazard, contraindication, 

Intensity (maximum) D Moderate 
side effect or precaution 

~ Severe 

~ None Did the SAE abate? D Yes D No 

D Dose reduced 
If study medication was interrupted, 

Action Taken with Respect to D Dose increased stopped or dose reduced: 
lnvestigational Drug D Drug interrupted/ 

Was stu'dy medication reintroduced (or dose 
increased)? D Yes D No 

restarted 

D Drug stopped If yes, did SAE recur? D Yes D No 

bk:! Not related -, , ~ Assessment 

D Unlikely 
The SAE is probably associated with : 

Relationship to lnvestigational 0 Protocol design or procedures 
D Suspected (reasonable Drug (but not to study drug) 

possibility) Please specify _ _ ______ _ _____ 
D Probable 

Corrective Therapy 
0 No 

[Bj Another condition (eg, condition under 
If 'Yes', record details in the ~ Yes study, intercurrent illness) 
Concomitant Medication section Please specify _ __ _ _ _____ ____ 

Was subject withdrawn due to 
Oves ~ No 

D Another drug 
this specific SAE ? Please specify _ _ __ __ ________ 

2 8 DEC 2000 
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-
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252263/046 1-1-11 I I t • F 
Exper.iences 
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,ERIOUS ADVERSE EXPERIENCE (SAE) (cont) 

Relevant Laboratory Data 
Please provide relevant abnormal laboratory data below 

Test Date Value Units Normal Range 

,~,Jlct'.,44-01 
Day Month Yr 

I I I I I I I I 
Day Month Yr 

I I I I I I I I 
Day Month Yr 

Remarks (Please provide a brief narrative description of the SAE, attaching extra pages eg. hospital discharge 
summary if necessary) 

---"8 - - - - - -- -- - - ---- - - - - - - - -- - - -- --- --- ---- - -- - - ---- - - -- --- - - -- -· 

. - - -~ - - }{(ff-:-._. ~ -.- ff_ _ly]g/._tb]A, __ _ jl,/4f ~ -. 
_ _aa __ .U!y~ _ _mvd(k,A,_,_ - _!J'_ __ fbn(_ _~~t:..~ 0= =-~~-. 
. -~- -_kW~~ --k -_/8~-~ - - - -- - - - - - - - - - - - - - - - - - - - . 

. - - - - -~---~- - _ !{)_ M!'...td-1_ -flk-_ J_~ -~ -~#~. 

If applicable, was randomisation code broken at investigational site? 

Randomisation / Study Medication N 

Investigator's Signature: 

(confirming that the above d are accurate and complete) 

Please PRINT Name ___ s~ __ _ rL. ,(J1+&v££. -- -

SB Medical Monitor's Signature: 

D No D Ye s 

Date 11" 1¥.iJWI 
Day Month Year 

Date 

Ii 
I I Please r RINT Name Day Month ~· Year 

l ' 

' ' 
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.. 
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Protocol 

252263/046 

:ONCOMITANT MED/CATION 

Record any changes in concomitant medication taken. 

Unit 
Frequency 

Medical Illness/ 
Drug Name Dose 

(eg od, bd, Route• Diagnosis 
Trade Name Preferred) (e.g. 

prn) 
(or symptom in ab-

500mg) sence of diagnosis) 

?,~ ~)td /r:v'I ~ 10 11.h>", ~';_ Vtl'4.¥ ~ -· 7 

~~r)11.Jt ~~,...!:. oa k1 L.a ' 1vvv 7 ('\ wv~ 
0 I I, I 

,n,-,n '~~ 

I 

lAl'"I" /"1/11~ 1"' 
,_w -· ... " .. . ._. H ._ -

,7 .• 
-~ 2· DEC 2000 • ~ 
,:: 
li•;.-J;i~ s t,41THKLINE ~--.. ;•, \/ii _INTEANATIOIJA ~To . . 
'!'~~- . w- ' ·•• " I\.,. r.-~-

OM ;),:;,J:1 ,;,; VIC ::l 175 

Start Date 
(be as precise 
as possible) 

Day Mth Yr 

a ,J a,,£, t?.\ GL,ol 

() I Jlf¥"1C,~ 101 
I I I I I I 
I I I I I I 
I I I I I I 
I I I I I 

I I I I 

I I I I 

I I I I 

I I I I 

I I I I 

I l I I I 

I I I I I 
- ~ I I I I 

I 
; 

I I I I 

I I I I I 
'5Y.l· ;_ -~ . I I I I 

. ' 

I I I l 
I I I I I 

I I I I 

I I I I 

I I I I 

I I I I 

I I I I 

I I I I 

Page l J , 

Concomitant 
Medication 

End Date 
(or if Continuing 

mark box) 
Day Mth Yr l 
tJJ~clQP!-D 
~~--Ulqopl D 

I I I I I D 
I I I I I D 
I I I I I D 
I I I I I D 
I l I I I I D 
I I I I I D 
I I I I I D 
I I I I I D 
I I I I I D 
I I I I I D 
I I I I I D 
I I i I D 
I I I I D 
I I I I I D 
I I I I I D 
I I I I I D 

I I I I I I I D 
I I I I I I D 

I I I I I I D 
I I I I I I D 
I I I I I I D 
I I I I I I D 
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SB 
Sm1thKl1ne Beecham 

International 

Thursday, 21 December, 2000 

The Secretary 
AORAC 
Australian Drug Evaluation Committee 
PO Box 100 
Woden ACT 2606 

Dear Sir/Madam 

Re: Clinical Trial Serious Adverse Event (Local ID# 246 1) 

Please find attached details regarding a serious adverse event for the fo llowing trial: 

Please note that this case was NOT unblinded as the drug is being provided under compassionate use. 

Study Title: Study 046 

Study II 252263/046 

CTX/CTN #: NIA 

Study Drug: Tafenoquine 

Comparator Drug(sJ: ---
Relationship to Study Orug (causalit J: Nol Related 

Please note the investigator has classifie this Adverse Experifil]~e as not rlllilte to the drug under investigation. This 
for m has been sent to you because of n apparent failure in the treatment with this drug. 

--ny enquiries regarding this case, please do not hesitate to contact me on r directly on 

Yours Sincerely 

2 8 DEC. 2000 

Medical Affairs Department 

Pharn1aceut1cals 
300 F ~11kslo11 RoacJ, Dc1rideno11g, V1do11i:J 3175 A,1~t1al1a 

Postal Add ess Private Mail Oag 34, Dandenong, Victona 3 I 75. Austral@ 
T1=1&phone 61 - J - 921:J 444,1 racs1mile: 61 - 3 - 9706 5883 www sbausual1a con1 





TO: HEAD, CES 1 (V 3 

FROM: Rhonda Whybrow 

4 5 (circle) 

DATE: 

Experimental Drugs Section. 

1\/S JO) 

Please find attached an Adverse Drug Reaction report from u l o..tOSrn iih t/;112., 

1. 

2. 

Please indicate whether further information should be requested regarding this 
report. 

Request further information: Do/ 
c;iNo 

If further information is required, please indicate below any text to be included 
in footnote 2 of the standard request letter. 





Friday, 23 March 2001 

The Secretary 
ADRAC 

----

Australian Drug Evaluation Committee 
POBox100 
Woden ACT 2606 

Dear Sir/Madam 

--- -----

300 Frank5ton Road 
Dandenong Victoria 3175 
Australia 
Postal Addre,s 
Private Mail Bag 34 
Dandenong Victoria 3175 
Australia 

Tel. 61 3 9213 4444 
Fax. 61 3 9706 5883 
www.gsk.com.au 

Re: Clinical Trial Serious Adverse Event (local ID# 2461 ! 

Please find attached additional details regarding a Serious Adverse Event for the following trial which was initially 
reported on 21 December, 2000 

Study Title: Study 046 

Study# 252263/046 

CTX/CTN #: NIA 

Study Drug: Tafenoquine 

Comparator Drug(s): 

Relationship to Study Drug (causality): Not Related 

Should you have any enquiries regarding this case, please do not hesitate to contact me on - or directly on 

Yours sincerely 

Medical Affairs Department 

2 9 MAR--2001 

~ ithKllno Bocchom (Austrolla) Pty ltd ~ !~10 3006 3\1941S _. 

----- --------





" ' ~ FAX 

ADDITIONAL INFORMATION 

To Clinical Trials Group - Attn Andrea Corbin 
........................................................................................ ....... ............ , 

Company UK Clinical Safety 

Fax 

From 

Tel 

E-mail 

Date 22-Mar-2001 Pages including cover 12 

CC Safety Officer; Singapore TT 

Subject Follow up SAE Reoprt 

Please respond to our fax no: 61392134539 

Study Number: 

Centre Number: 

252263/046 

001 

Patient Number: -AEGIS: 

SAE: 
Date of event: 

2000036277-1 

Relapsed vivax malaria 
2/12/00 

Outcome: ongoing 
Investigator Causality Assessment: Not related 

SAE follow up from site attached. 

Kind regards 
GLAXOSMITHKLINE 

.laxoSmithKline 

SmithKline B eecham (Austra lia) 
Pty Ltd 

ABN 73 008 399 415 
300 Frankston Road 
Private Mail Bag 34 
Dandenong Vic 3175 
Australia 

Tel: 613 9213 4444 
Fax 613 9706 5883 
www.gsk.com 

2 9 MAR 2001 

This fax is intended for the addressee(s) only and may contain infonnalion which is confidential or legally privileged. 
If received in error, please contact the writer immediately. 
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To: 

Fax: 
Tel: 
Email: 

!~3;:;2/7 
Department of Defence 

Subject: CRF FOR SAE PATIENT 

From; 

Fax: 
Tel: 
Email: 

L.T AM Auliff-~. ~ 
AMI 
Gallipoli Barracks 
En·oggera Qld 4052 
(07) 33324800 ~"v5 s . 
(07)33324818 .-+Be:;, 
Alyson.Aullff@defance.gov.eu 

Reference: I Date: 01 February 2001 I Pages (including cover): .n 
IMPORTANT: This facsimile remains the property of the Defence Organisation and Is subject to the juri'Sdictio~ 

1 

of se-ctlon 70 of the Crimes Act 1914. If you have received the facsimile in error, you are requested to 
immediately contact the sender by telephone so that a,rangements can be made for the return of the document 
to the sender. 

Instructions or comments: 

-The following is the relevant pages from the CRF for the SAE patient, on the 
Tafenoquine treatment trial. Please let me know~ t . source ocuments. The 
subject number for this patient has change from - You can contact me on my 
mobile 04177 44492 or the above phone number if you need to discuss any of the information. 

Thanking you 

Alyson 

'- ~~ c..~~ PP>-.C.(b \Q-€:L~Tt"°O TO 5~ ~ 

\ \.-\..-~\JE. ~L:Sc::> \N<:::...1 -._,oS'l<Q ~ c.o()y 
CJ~ \1-rG- C:::::, '2..\ y l N ~· L- '5 Pn:: .., ...-v-:,_,,.,..,_ 

\"'-"C.,..-1....J~, \A.) \T\-\ -n-\-E: f<-E"G?\..J• ~ 
Cc:>~C-Tl~ ~ 

ks ~OU G-Va.-t-...l 6"62.. ~'-1~~ t-\·~o ~ '-{Ou T\-t'ES"E"" 

P~~~ ON --r-8e:- o\ 10210 l . \ NO't""" su"2.."E? V'--)\:-t10r-, W\~ 

~ ~P~""k.:>, 

~'i . 
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ADDITIONAL INFORMATION 

/b3/)!7 
5-0808 

Page 1 

Centre 

ELIGIBILITY CHECKLIST 
Please complete the following Inclusion criteria. 

INCLUSION CRITERIA 

1. Subject has given Informed consent 

2. Subject is a member of 1he AOF. currently medical class 1 or 2 

3. Subject is aged between (and inclusive of} 18 years and 55 years at the onset of treatment for 
recurrent P. vivax malaria 

4. Subject t1as ·a confirmed diagnosis of recurrent P. vivax malaria · confirmation by blood smear to 
the satisfaction of Study Coordinator (Prof. K Reickmann) 

5 . Subject has a previously established and confirmed diagnosis of P. vivax malaria as the primary 
episode of malaria within 6 months of relapse occurring • confirmation by blood smear to the 
satisfaction of Study Coordinator (Prof. K Reickmann): 

6. Subject has a previous treatment of clinical P. vlvax malaria (primary episode or relapse) with 
chloroquine and primaquine (In accordance with Health Policy Directive (HPD) 215) OR 
chloroquine followed by a 3 day tafenoquine regimen (200-400mg once daily) 

7. Subject is intending to stay within ADF for the next 12 months 

Do not admit the Subject to this study If sny "No" b ox has been marked. 

Please complete the fol/owing exclusion crlterts. 

EXCLUSION CRITERIA 

, . 

2. 

3. 

4 . 

5. 

Subject has a concomitant significant illness or medlcal condition 

Subject is female and is : 
• pregnant, 
• intending pregnancy within next three months, 
• lactating. 
• unwilling or unable to comply with recognised contraception (if sexually active) for a 

minimum of 6 months 

Subject has a Glucose-6-Phosphate Dehydrogenase deficiency 

Subject has a previous intolerance to any of the trial compounds 

Subject has received another investigational drug within 30 days or 5 half lives (whichever is 
longer), of study start 

Do not admit rhe Subject to this study If any "Yes" box has been marked. 

Yes 

0 
[Z) 

[ZJ 

[ZJ 

0 

0 

~ 

2 9 MAR 200\ 
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D 

D 

D 
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DEMOGRAPHY 

Date of Birth 

Gender 

I 
I 
I 

II • ,c • • • 
Race 

IU 

hite 

riemal 

/63 c:217 
50808 

Male 

Female ther -+ Specify : __________ ___ _ _ 

PREVIOUS TAFENOQU/NE STUDY 
Previous Study : 

D 033 

D 03a 

0 Other, Specify: _______________________ _ 

SUBJECT IDENTIFICATION 
Corps: 

Unit: 

----------------------------- ---
LABORATORY TESTS 
Please take a blood sample for Haematology and Biochemistry and record the results in the appropriate column. 

vrs11 Diagnosis 

Sample Date IQ 61.Ti u, iJ010/ 
Day Mol"lth Yr 

Test Value, 
::>. Haemoglobin I')~ en 
0 WBC <x,i.., i5 - Granulocytes Iv f'. m 
E 

Lymphocytes J. 3L a, 
res 
J:'. Monoc:ytes 1. l 'i 

Platelets l.:l,. 
0 GGT 107> 
C: AGOT/ASAT 30 u SGPT/ALAT I 'i\ 

Are there any clfnlcs/ly significant 
!vl No 0Yes• abnormal laboratory values? 

1 
Enter fabo~tory result or one of the following codes: ND= not done, LE :ai documented laboratory error 
• Circle any significant laboratory value and record details in the Adverse Experiences section. 

2 g HAR 2001 
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r, 

FROM ARMY MALARIA INST ITUTE TO 

ADDITIONAL INFORMATION 

HISTORY OF MALARIA 

Date of initial P. vivax attack 

Date of Relapse 

a.oo 
P. vivax count (per 

la, 2 I £,~, B lo, oJ 
Day Month Yr 

lasJr, u. N oo I 
Day Month Yr 

BIi 
PREVIOUS MALARIAL TREATMENTS 

Trade Name 

nu, ,.J, ...Jr;; 

Dn --L -....1 C..-fC 1 1 a 1 r; 

( l-11 t"'l 2.nn, )1dC. 

P12 I MA n;, J 11..iC:: 

/ 

Start Date 
Day Month Year 

I 1,~lT, tJ ~ 6iol 
It t4-lriA1AJlo,ol 
IJ1~lfi~£ bol 
lo,£ IM1..+1 Blo,ol 
[ I I I I I I I 
I I I I I I I I 
I I l I I I I I 
I l I I I l I I 

P. ~4/11 

/b3d lslaoa 

Page 3 

Stop Date 
Day Month Year 

[l ,~ P-1A, v1o ,o I 
Ii ,~l;LA ~01ol 
air IMA,R_loDJ 
!, ,slKA,R.lo ,o) 
I I I I I I I 
I I I I I I I 
I I I I I ! I 
I I I I I I I 

SIGNIFICANT MEDICAUSURGICAL HISTORY AND PHYSICAL EXAM/NATION 
Is the subject suffering from or has he/she ever suffered from any cllnlcally significant medical or surgical 
condition? 

~ No 

0 Yes-... ff 'Yes'. please list below one diagnosis per line. (Please print clearly) 

Only in the absence of a diagnosis, record tne signs and symptoms on separate lines. 

Diagnosis 
Year of 

Past Ongoing 
first diagnosis 

I I I I D D 

I I I I D D 

I I I I D D 
I I I I D D 

I I I I I D D 

2 9 MAR 2001 
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5-0808 

4 

Visit Date 

PREGNANCY TEST 
Is the subject a female of child bearing potential ? 

I ~:s--+ Is the subject pregnant? 

No 
Yes ----. Withdraw subject from the study 

STUDY MED/CA TJON 

Visit Treatment 
Date 

Day Month Year 

CO Day 1 ..) Chloroquine 600mg lo1s I.Ji~ tii1! a ol 
CO Day 1 + 6 hours Chloroquine 300mg lo1sl..r, ui JD ,ol 

CO Day 2 Chloroquine 300mg lo d:1 I~ U1 ,ja ,ol 
CO Day3 Chloroquine 300mg io,:::ll::r1l.t!1t./Jo1 QI 

Has the patient demonstrated a reduction in parasitaemla ? 

0No 
G2J Yes --+ Continue into the tafenoqulne dosing phase 

9-00 
P. vfvax count (per~WBC) 

l·)..·01 lolo ]ol 
Loading Day 1 5 tafenoquine 200mg lait I '11!2 ,Gb,ol 
Loading Day 2 tafenoquine 200mg b1::>..l~1u,6:lo,ol 
Loading Day 3 tatenoquine 200mg b ,-:z. lA1U1GJa,QJ 

Week 1 tafenoquine 200mg la j IA-, UJ c;Jo1al 
Week2 ta1enoquine 200mg I l 1~ ld1l11Glo DI 
Week3 tafenoquine 200mg !~31AuGlo,d 
Week 4 tafenoquine 200mg l2Dl~1u,~lor0I 
Weeks tatenoquine 200mg lo 1s1t2 1E f. lo 10 I 
Week 6 tafenoquine 200mg ll 1i lS1 Gi.Plo1QI 
Week 7 tafenoquine 200mg I J 1'l!S1E1t'k~10l 
Week 8 tafenoquine 200mg ~ ,l; ls,Eie lod 

2 9 MAR 2UUI 



c::!~-MHt<-:211111 111 : ::,1 H~UM 1-\~MY MALAR IA INS I 11UTE TO 

ADDITlONAL INFORMATION 50808 

!63cf)I ) 
I Page I 5 j 

ADVERSE EXPERIENCES - All Visits 
If there have been any adverse experiences observed or elicited by tne following direct question to subject: "Do you 
feel different in any way since the previous visit ?", record details on an Adverse Experience page. 

CONCOMITANT MEDICATION - All Visits 
Please record all changes in concomitant medication on a Concomitant Medication page. 

PARASITAEMIA ASSESSMENT 

Result 
Symptoms of 

P. vlvax co unt Vlslt Date and Time of PK sample smear Date malaria? 
(per~\';'~ - .v. ,.,1..01 - .... Neg Pos Yes No 

24 hrs post last lo,llT,u,Nln,(\1 1..: .~ .... 'r>'l.1 4 ,v~ l:-r,u1 Nh n I D D D D ]ololol dose CQ Day Month Yr 24hr:min.-, o>oay Month Yr 

12 hrs post third !Oil l.d1u,Glo,d !10~191 loi11~11.Nab,ol [ZJ D D [i2] lololo l TQ Day Month Yr 24hr:min Day Month Yr 

2 hours prior to Ii ,(aid, u1G b C! I lci,1lso I I i , , IA '1!' lo ,a I KZl D D GZJ lo lolol Week 2 dose Day Month Yr - 24hr:min Day Month Yr 

12 hours after lie l.1,u,G 610] Jo,g~ QI l~()IA u,Jo,o l 0 D D ~ b lolol Week4 dose Day Month Yr 24hr:min Day Month Yr 

2 hours prior to h 1~IS1t1P lo,ol b,'KI~ ol j, als,r.;t5 ,al [i2J D D GZ) lalolol Week 6 dose Day Month Yr 24hr:min Day Month Yr 

12 hours after l~)=>ls ,£1fb1ol b,2lo1al la16 JS 1i 1Pb ,oJ 0 D D tz:j Iola! o/ Week 6 dose Day Month Yr 24hr:min Day Month Yr 

? 9 MAR 2001 
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6 

LABORATORY TESTS 
Please take a blood sample for Haematology and Biochemfstry and record the results in the appropria1e column. 

Visit CQ Day 3 Loading Day 3 2 hours prior to 
+24hrs +"12hrs •~ Week 2 dose 

Sample Date 

Test Value 1 Value' Value 1 

~ Haemoglobin 
0 WBC 0 
'to Granulocytes 
E Lymphocytes (1) 
m 
::x: Monooytes 

Platelets . GGT (..) 

C: AGOT/ASAT 
u SGPT/ALAT 
Are there any cllnlca/Jy ~ 
significant abnormal LYJ No 
laboratory values? 

,,J.,,O I 
D Yes· CTZJ No D Yes" [Qj No D Yes• 

'Enter laboratory result or one of the following codes: ND= not done, LE= documented laboratory error 
" Circle any significant laboratory value and record details in the Adverse Experienoes section. 

LA BORA TORY TESTS " Continued 
Pf ease take a blood sample for Haematology and Biochemistry and record the results in the appropriate column. 

Visit 12 hours after 2 hours prior to 12 hours after 
Week 4 dose Week 6 dose Week 8 dose 

Sample Date ls1olA1~1elQ1QI 11 ~!51.fl Joo! f ~ ,q ls;,.c: ,Ph ,n I 
Day Month Yr Day Month Yr Day ':,4 op,\h Yr 

Test Value 1 Value 1 Value 1 

:>. Haemoglobin I h ""t ,so /4q C) 
0 WBC l.J In (j. 'J. :§ 
a, Granulocytes J....JJ) l\ln A. J f\ E 

Lymphocytes 1 1- ~ . $1 -Z..1 Q) 
a:, 
:c Monooytes n.1 ("} .;) (1. J. 

Platelets 
1- ' :J ;JQ -a:2. c;-

(.) GGT a~ /Oo 14~ 
c AGOT/ASAT S1 ;;2."l- ,,o 
0 SGPT/ALAT Cf LLJ. bl-
Are there any clinlcally 

Qf'No GZJ No @Q~-significant abnormal 0Yes· ~No 0Yes· 
laboratory values? ,~µ 

'Enter laboratory result or one of the following codes: ND= not done, L.E:: documented laboratory error 
r Circle any significant laboratory value and record details in the Adverse Experiences section. 

2 .9 MAR 2001 
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ADDITIONAL INFORMATION 

Subject 
Number 

CONCOMITANT MED/CAT/ON 

Record any changes in concomitant medication taken since Screening 

/f there have been no concomitant medication changes since Screening, mark this box f7-J 
Unit 

Frequency 
Medical Illness/ Start Date 

Drug Name Dose Diagnosis (be as precise 
(Trade Name Preferred) (e.g. 

(eg od, bd, Route• 
(or symptom in ab- as possible) 

/IP3~17 
50808 

Page 7 

End Date 
(or if Continuing 

500mg) 
pm) 

sence of diagnosis) Day Mth Yr 
mark box) ~ 

Day Mth Yr 

I I I I I I I I I I I I I I I I D 
I I I [ I I I I I I I I I I I D 
[ 1 I I I I I I I I I I I I ) D 
I I I I I I I I I I [ I I I I D 
I I I I I I I I I I ! I I I I D 
I I I I I I I I ! I I I I I I D 

I I I I I l I I I I I I I D 
I I I I I I I I I 

I I I 0 
I I I I I I I I I I I I 0 
I I I I I I I I I I I I D ' 
I I I I I I I I [ I I D 
I I I I I I l I I I I I D 
I I I I l I I I I I I I D 
I I I I I I I I I I I I D 
I I I I I I I I I I I D 
I I l I I I I I I I I I D 
I I I I I I I I I I I I D 
I I I I I I I I I I I I D 
I I I I I I I I I I I D 
I I I I I I I I I I I D 
I I I I I I I I I I I D 

I I I I I I I I I I I I I I D 
I I I I I I I I I I I I I I I D 
I I I I I I I I I I I I I I I D 

2 9 MAR 2001 



SERIOUS 
Person Reporting SAE _ £ __ ~~~ ~::/ ~ - ___ _ 
(Pleasa prinr Clearly) 

Soriou& Advan.e Exporlence 
(Plesse print clearly) 

rn 

/~3 ;).I} 
I Pnge I I I 

-----+ Specify raason(5) fOt oontitJering this 
a serious AE. Mark all lhat apply. 

{t) 0 fatal 

.. .Fot SrrilttiAAne eeeeti,im . .-: ::.:.· .... .-'.: ,.~::.-:~=, .. ·:: 1:i.::-:;:.~:1 ;'-:~-;:~::::.:~::.:~::: izi D 1ife threatening 

~ ~~~1 ~te ~"~.~~e . ···-~-· ' .::. -,~'.~1 ~~1~:~ri·=~=~:~~t t01 D disabliro'incapacnating 

Day Mon1h Yr 24hr:min !~) CBJ' results in hospilallsatlon (excluding 
t-=End--:-=o=-at-:e-ond--=-=r=--,me-- --- -,,,==::;1;:::==:,e;L.J;=:=,;::I = =.=I =::;1""1 elee1ive aurpery or routine ellnicel 

1 1 J , , procedures) ., 
(If ongoing ,:,lea$e leave blank) bay Month Yr 24hr:min 

t-- - ------ --- -t--.:;::=------------1 Isl O l'IO&pitellsation prolonged 
Outcome [_J Resolved 
If subject died, please ~ Ongoing [a) D congenital abnormality 

comptel9 Form D •------1-10 Died [7) D · cancer 
1-------------1~~r,;;;,ie:i:::::--- ------H---1l [e) D overdose 

Experience course ~ lntermlttent-+No. of ~ 
D Coneranl episodes (&) 0 lnvestlga10, considers serious or a 

1---------- ----+-1='""1 -M-ild--- -----1 significant hazard, oonlraindicAtion. 
side effec:1 or precaution lntansal\y (maximum) 

Ac1lon T.lken wllh Respect to 
Investigation.ii Dnig 

Ralatlonahip to lnveatigatianal 
Drug 

D Moderate 
Ud Severe 

~None 

D Dose reduced 

D oooe Increased 

D Dtug interrupted/ 
restarted 

D Drug stoppsd 

(k::) Not related -. 

D Unlikely 

D Suspected (reasonable 

possibilily) 

D Proba~ 

Did the SAE abate? D Yes LJ No 

If study medlc11Uan was Interrupted, 
atopped or dose reduced: 
Wu ~ medication reintroduced (or dose 
increa.s.ed)? · D Yes D No 

lfyeg, did SAE recur? D Yes D No 

Altnsment 
The SAE is probably associated wifl: 

0 Protocol d~lgn or procedurns 
(but "0110 study drug) 

Plsase specify _ __ _ _ __ _ ___ __ _ 

Corree1iVII The,apy ~ Another condition (eg. condition imder 
If 'li1s', rr,cord details in the •----,1-1 Yes D No study, intercurrent Illness) 
Concomitsnr Medication Sdtetion 1--- --- ----- ----l------------1 Please spscify _ ____________ _ 

Was subfeet withdrawn due ta 
this apBGific SAE: '? O ves ~ No 

D Another drug 

F'lease specify _ __ ___ _ __ __ __ _ 
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FROM RRMY MRLAR I A INST I TUTE ro -
ADDI rlONAL INFORMATI~ 

P.10/11 

!63c2I/ 
Pago I .ol . I 

. -· ;._ ..... ; · :,. · .. ·.:;, 
: · ;~fQtOCOl ,:· 
•• ·, •• ~:· ' . :· 1·1 ~ - : 

.. ~i~~o/~:~~~-

SERIOUS 

Relevant Laboratory Data 
Pl~s.e provide relevant abnormal lsboralory dsra below 

Tes1 Date 

jd ,J Jot:, tj,g-01 
Day Month Yr 

I I I I I I I 
Day Month Yt 

va1ue Units Normal Range 

Remark• (PJ98se provide a brief narratil/9 description of the SAE. attaching "1<1ra pages eg. tiospirat clisr;hsrge 
summary if necessary) 

·--IJ----- ----- ----- ------ ---- --- --- ------- --- -----2 ------ --- -· 
. ---~c/... __ }{I_~_-~- __ ;:f __ !h~fib,)A,_ .. -#'hf~ -. 
. _aa __ JOy'~-P-1~A--·~ -l tJ: _~-~ ~t':~~ : -~~- . 
. _ d)_IJihdnh-/:. _ -~- _tJJ~ -~' _____ ___ !*-__________ _ 
·----f£~---~---!ii.Ml'.~--{Y'k-_/~-~-~~,; . 1;Jo . 

r. O)., ';'b\.Q_ ·-- --- -- ------ -- --- ------------ ---- --- --- ---- ------------- --~- --· 

If applicable, was randomtsatlon code broken at hwestlgallonal •Ile? ~ Oves 
&.~ Nu~ N C\9 3 S4. 

Randomisation / Study Medication N 

lnvati911tor's Signirture: 
(confirming that the above ·d- - are accurate and c:ompletef - - - - - - - - - • rz:cr¥ieJ-~ 

Day Month Year 

PINN f1RINT Name 
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r-r,:un HKrrr l'IHLHr<J H JN::, 1 1 1u11: I U P . 1 1.fll 

//,3 ,~17 
[ Page I ..J. 

I 

CONCOMITANT MEDICATION 

Recorct ar,y ct,~g~ in concomlt.anr medication tal<9n. 

Unit Frequency Med!'8J lllnHa/ Start Date End De12 
Drug Name Doae • D1agn08it1 (b6 a~ pmci~e (or if Comlnuing 

(Trads Name Prefsrr8d) (e.g. (eg od. bd. Aoute (or symptom In ab· as possible) marl< box) ---i 
500mg) prn) sence ol diagnosis) Day Mth Yr Day Mlh Yr + 

0 - '-'~,:,;._ [ , I , , I , I I , I , , I , I D 

I I I I,] I, I, I I, ID 

[ I I I J I I 11 I I ' 'j , ID 

- ~ --•ru-n l I I I / I ! ] I I ! I I I l D 
MEDIC 1.L At-I-All· ~ .:)f\1 ... I l UI I IVL-1' I I I I ' I I I l J J I I I -1 D 

,., ~ l AD ')(' :\1 
&. u - I I I, I I, I I I I I I j D 

" ' Avn • '"11THK INF 

I I J I I I I I . . I I l D 

I I j I I I , , , I, -) D 

, II I I I I I I D 

TOTAL P. 03 
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TOTAL P.11 




