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AFV (ARMY COMPONEWT) TRIAL INSTRUCTION NO 9/68
EFFECTIVENESS OF DAPSONG-PALUDRINE AS A MALARTA SUPPRESSANT

Ceneral

1. There is every good reasan to believe that a drug called 'Dapsone!,
if taken in conjunectibtm with Paludrine, gives added protection against
malaria. It is atrongly emphasised that Dapsone taken on its own will not
give significant protection and that it must be taken in conjunction with
another suppressant.

P Dapsane has been used previously in conjunction with Quinine and
Primaguine for the treatment of malaria, and the effectiveness of this
treatment is well documented. This instruction describes the procedure for
the evaluation of Dapsone and Paludrine when used together as a malaria
suppressant.

Aim

L To determine the effectiveness of Dapsone with Faludrine ge a
Faleipgrum malaris suppressant.

Trisl Thits
4, The following units are to conduct the trial:
&. 1 R4R

b. 9 RAR (on arrival in SVK)
c. 4 RAR (excluding V and W Coys)
d. 12 Fd Regt (excluding 161 Bty)

Trial Officers

B Each of the trial unite is to appeoint a Unit Trial Mfigex, who i=s
to suparvise the conduct of the trial within his unit in accordance with
this instructien. 1 ATF is to appoint a Trial Cooxdinating Officer, through
whom Unit Trial Officers are to pass all results and quesiions relating to
this trial to 1Q AFV (PORS, Deer 273). 1 ATF is to sigmal the names of the
Unit Trials Officers and Coordinating Officer to HQ AFV by 19 Oet 68,

C 1] i

6. Two platoons of each rifle company and one section of both field

batteries are to receive one Dapscne tablet per man per day in addition to
the normmal two Paluwdrine tablets per mon per day. The Dapsone tablet iz to
be taken by each member of the selected platoone and Artillery sections at

the meming Paludrine parads.
Ts The remeining elements of sach rifle company and the remaining seeticns

of the field batteries are to act as control to the trial. They are to takc
only the normal two Feludrine tablets per man per day.
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E. Daily records are to be kept by the Trial Officer, as per Annex A,
showing the following information:

a. Platoon/gun section strength actuslly on Operations,
b. Platoon/gun section strength within 1 ATF perimeter.

¢. Locatien of platoons/gun secticns, and rifle company headguarters
at 1800 hrs, when on cperations.

3. The Coordinating Officer is to advise HQ AWV by 20 Oct 66 which
platoons and gun sections are selecled to use the Dapmone-Palndrine tablet
combination, "

Trial Period

10, The trial is to commence on 23 Oct 68 and continue for at least one
manth. Depending on the significance of the results, the number of
cperational days, and the areas in which the cpexations are conducted, it may
be necesgary to extend the trial period for a further one or two months, to
ensure that the effectiveness of Dapsone-Paludrine is fully tested.

Irig]l Stores

a3 Dapsone tablets are to be drawn by Unit Trial Officers from SMO 1 ATT.
Heports
T2 4 report on the significance of the results of the trial is to be

issued by FORS, HQ AFV, one month after the start of the trial and at monthly
intervels subsequent to this should the trial period be extended. The
classification of the Trial Heport is to be RESTRICTED.

{sgd) M. BRADBURY
Colonel
Chief of Staff

Annex: A. Daily Becords
Diotributian:

1 ATF (42)

For informaticn:
AHQ Ec}
AHQ (M) ;
HQ 1 ALSG
1 Aust Fd Hosp

W

G303 (SD and Trg)
ADMS; ADFR; DADST
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ANNEX_A TO_ATY
TRIAL TNSTRUCTION NO g/Go
DATED 16 OCT 68
DATLY RECORDS
Information Required
1: The basic information which is required is:

a. How mony men from the rifle companies and gun scctions of the
field batteries were ocutside the 1 ATF perimeter on operations each
day, and where were the platoons, company headguarters and gun
sections located at 1800 hrs on that day?

b. How many men from the same sub-units were at NUI DAT each day?
This figure will include LOE persomnel, dutymen etc remeining in
camp when the sub-unit is out on operations, and when the sub-unit
iz in camp will include the strength of the sub—umit at morning
perade.

24 Por ease of control the sbove information is to be recorded each day
and forwarded by CONFIDENTIAL signal as shown in the example signols included
in this Annex, as Appendix 4, Battelion Daily Hecord; Appendix 2, Specimen
Battalion Daily Hecord; and Appendix 3, Battery Doily Eecoxd.

3. The normal 1 Auet P4 Hosp reporting system will provide the informgtion
concerming number, rank, neme, sub-unit and platoon or gun section of any

of the members involved in the trial who contract Vivax or Faleciparum maolaria,
or wheo are reported as having FUO.
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ANNEX B TO

FINAL REPORT ON

AFV_THIAL WO 9/68

SCHEDULE OF HESULTS

HECORDED CASES OF MALARIA

’ | GROUP ;
| : . i
| TRIAL | DATE | DAPSOHE | PALUDRINE | REMAINDER NZ 1 REMARKS
| Day | | ONLY 1 ATF{AUET) | COMPONERT
| ! Pmmama i 1
'la) | (B) (e) (a) (e) (1) ! (&)
; "
i 1 23 Oct 68 oF 1F 5F, 1V 2F l
2 - L F o i
J i 4 we ; L A w2 Turing periecd :
| 3 35 > 0 | 47 0 | 23 0ct 68-3 °
I 4 II st 4] o 4F, 1V o Now 6B there
. Sl were & cases of
|3 27 1F 2F | 2F, 1PV 4F, 1V faleiparum from |
I G ag o 0 0 3 RAR which was ;
: o i L = not included in |
P 29 o 0 18F, 1V 3F, ¥ the trdal
4 B WA 1V | 13F, 1V 5F :
i 1P+ '
|
} 8 ' o 1F 10F 11F, 1V
, 10 | 1 Nov 68 0 1F+V TF TF !
11 2 o 0 0 F 10F 9F !
12 nom 1F P i
! 3 1 L | = 85% probability ;
13 | 4 TR o 3F 1T 5F figure for ;
1 "on 0 F r faleiparum ;
4 5 1 2F 3F, &1+ incubation is
15 LE " 1V 1F 9F, 2V 12 to 16 days |
L 16 P iF 0 F :
|- 11300 - o e T i;mt:!.mr period |
1-? [ E " n O t::'-ﬂ-l hElgiIIE ¥
| | i 9 ! " 3F 4F i BF ;
i L1 " 3F 3F 3F .
! 19 1,3 I i U .-[FI EF 4?
R0 e * e 0 4F 0 | 3F I
. 21 12 " » o 5F iF oF
S B L R 1P 3F 5F
| 23 @ mom| © 2F 9F,AFV | 3F
2 | B Bl ¥ L
; 1V+ !
- TS 1F 4F L 4T |
1 26 |17 " " | o 4F 1F : 2F i
PoeT r - B 0 0, ¥ __EEL!&E.. A1 1 ATR I
i commenced
28 "o 0 4] F v
E 19 24 1 L taking Dapsone |
29 20 0 0 (4] 0 !
‘ 30 I - I L 0 2F | 1F 0 :
| I




o

SESTHICIED

4 |.mirll = S . e L
b o m m. ik
i 2 &' 4
o .ﬂm'nv.n .m
g <] Tao0 e
L = ..._mﬂ
o : g mu. 38
i s wwm Mm mpm
— o 4 By
o o o
& o g 898 £8%
e o o a S
[}
= 1
L ] ]
1
By 1
- DGUDODGDDGTUOHOG o O 0 00 00 0o oaan oo oo oo o
15T AN
— ey o “
v GGD1GWDOD1Q“DDGU o L= A = T o R B S - o o . S oo 00 o000 0o
]
]
]
-, I — s
-
P nTv. g
= el
K Coroooo0o"rooloe &5 L O 0000000006 o0 8 0 o000 o0
——
o ODDDOGDOUG.U_DOGG (=] 000000 o0ae oo A oo 0000 o000
- i p—
i
1]
i 1
"H"“"H“ﬂ"ﬁ"-_”H““ - “““"“"“H“"u .H-I:“"H“H""
= _ § <]
ununﬂu._l.n.ﬂE_n = ME O = u.nunnuuﬂn nu“"ﬂn.l.uﬂ
ot (=] I 2 F =
oy W w3 P~ @ o (%7 = L Vs ] C¥ o Ly
22&.22222%,12 o e T @ 9WH1ﬂ1ﬁ1W1ﬁ mﬁEH%E%ﬂH
]
—
123456#[599 | Y | e (7= S N | o ™M (%3] (4% = U™ —
2 MHOmMmMAmmamoam= 91993 39 - TFT O AR NBRRARSR e e

RESTRICTED




o

EESTRICTED

3.

(e) | (a)

29 " 1]
30 L] 1]
TOTALS

17-41 | B Hov 68 -

| _ .72 Dac 6B

2F, 2F+V, 1V | 34F, 1PV | 44F, 2V, {F+V

f42,69i 3 Dec 68-

30 Dee &R

0 0 0 f

ERCR

- 1. F - falciparam; V - vivax; F+V - faleciparum with vivax;
F+M - falciporum with malariae.

2. The movements of trial units and 3} RAR during and immediately
before the trial period are as follows:

&. 102 Fd Bty was at NUL DAT until 27 Oct 68 and at FSPB
LION (YS 6181) from 28 Ock 68 until the ond of the trial
period, 16 Nov 68.

b. 104 Fd Bty was ot FSPB FLINDERS (YS 5289), for the
duration of the trinl.

. 1 BAR was on operations in A0 PENRITH, pentre of mpss Y3
3289, until 11 Qct 68 and at HUI DAT from 12 Oct 68 to 27 Ot
€8, with the exception of one company which was at FSPB WILTON
(Y5 5476), during 21-26 Oct 68. 1 RAR then moved tc A0 WATSON,
centre of mase YS 6284, on 2B Oct 68.

d. 3 RAR was in AO DICKSON, centre of mass ¥S 5889, from 12
Oct 68 and returned to NUI DAT on 22 Oct 8. 3 RAR less two
companies was in AO EVERGLADE, centre of mass ¥S 2477, from

25 Oct 68 to 2 Nov 68, and then retumed to NUI DAT. Platoans x

of 3 RAR undertook minor cperatians in the TAOR until 3 RAR was g
relieved by 3 RAR on 20 Nov EB8,

£ 4 RAR was at RUL DAT until 12 Oet 68, and then in AD

DICKSON during 13-29 Oct 68.




The subjects should be volunteers - either healthy persons or patients for
whom the experimental design is not related to the patient’s iliness.

The investigator or the investigating team should discontinue the research if
in his/her or their judgement it may, if continued, be harmful to the individual.

In research on man, the interest of science and society should never take
precedence over considerations refated to the wellbeing of the subject.

I —————— e A
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I. BASIC PRINCIPLES

Biomedical research involving human subjects must conform to generally
accepted scientific principles and should be based on adequately performed
laboratory and animal experimentation and on a thorough knowiedge of the
scientific literature.

The design and performance of each experimental procedure involving
human subjects should be clearly formulated in an experimental protocol
which should be transmitted for consideration, comment and guidance to a
specially appointed committee independent of the investigator and the
sponsor provided that this independent committee is in conformity with the
taws and regulations of the country in which the research experiment is
performed.

Biomedical research involving human subjects should be conducted only by
scientifically qualified persons and under the supervision of a clinically
competent medical person. The responsibility for the human subject must
always rest with a medically qualified person and never rest on the subject of
the research, even though the subject has given his or her consent.

Biomedical research involving human subjects cannot legitimately be carried
out unless the importance of the objective is in proportion to the inherent risk
to the subject.

Every biomedical research project involving human subjects should be
preceded by careful assessment of predictable risks in comparison with
foreseeable benefits to the subject or to others. Caricern for the interests of
thfaﬂ subject must always prevail over the interest of science and society.
Tf_]xz?'_rig_f_:mf the research subject to safeguard his or her integrity must always
be respected. Every precaution should be taken to respect the privacy of the™
subject and to minimize the impact of the study on the subject's physical and
mental integrity and on the personality of the supjest

Physicians should abstain from engaging in research projects involving
human subjects Unless they are satisfied that the hazards involved are -
bejrgvggi to be predictable. Physicians should cease any investigation if the
hazards are found to outweigh the potential benefits.

In publication of the results of his or her research. the physician is obliged to
preserve the accuracy of the results. Reports of experimentation not in
accordance with the principles laid down in this Declaration should not be
accepted for publication.

In any research on human beings, each potential subject must be adequately
informed of the aims. methods, anticipated benefits and potential hazards of
the study and the discomfort it may entail. He or she should be informed that
he or she is at liberty to abstain from participation in the study and that he or
she Ts free to withdraw his or her consent to participation at any time. The
physician should

therrobtain the subject’s freely-given informed consent, preferably in writing.

When obtaining informed consent for the research project the physician
should be particularly cautious if the subject is in a dependent relationship to

wl
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DAPSONE TRTAL 1ATF
_____—'——_,—-.

Herewith detmils of members of 1ATF who commenced teking DAPSONE 4 Gaily from
23 Cot 68 in addition to PLLUDR R,

(a) IR4R
A Coy 1 P 2 ‘Fl
E Coy 4 p1 5 m
CCy .7 pm 8 pl
D Coy 10 p1 11 Pl
(b) ARAR
B Coy 5 Pl 6 P
C Coy 8 mn 3 m
D Coy 10 P 1 F1

(e) 12 FD Gegt
= Nominal roll of members taking DAPSONE ana FALUDRTNE,
This r0ll represerts approximately 50% of each Fd Bty(AusT).
Personnel of these sup units not listed are contrcl, and take

(1) 102 Fd Bty RAL (in alphabeticel order)

235307 1t AHEARY I,F.
3791286 onr AYSCE 6.7,
2788595 Cnr DaymER a.p.
216065 Ludr EIRD L.W.
111615  gnr BEOVHE 7,0,
18110 Mr EmNs J.1L.
140492  @nr  mmnows G.J.
53zz2 Ssgt  DUSHBY R.T.
2786950 Ccnr D'JKHOUSE X,
43910 Pte CLRRUTH J,D,
15439 Szt CLENDINEN T
2786551 (nx COLLIER w.J.
22093 Yoz COX AL
31311 Sgt  COSTELLO P.W,
2788556 Onxr CRANNA R.G.
5410241} Gnr CURRAN &,.J.
2784739 Tdar DARRAGE R. O,
2785765 Gnr DOWLE g,
1731589 Lbdr Exston P
2786623 Gnr FomD J.8,
3410998 gt FRAMMLIW M.7 *
4719292 Gnr GoOD 4.7,
2786358 Cnr HAHN T,
6706941 Gnr LART.R.J.
2412512 Gnr HERINW J.F,
5715271 6nr HOIGE @.J.
217052  gnr HOGIN.R.E,
2787430 (Gnr JARRETT M..T.
2788767 cnr JOTTVEON W, P,

431130 s N
3411857 Bd.  LAWg D.R, - .
6708069 Gnr Liowamd p.J. 1 Coffattn L~
2786180 @gnr LYNCH J.4, £ P
5715120 Gnr LeEouw 8.1,
Gnr  McHURIAY C- faed mo
39053 Gnr KORRIS B.C. A Mot i g

2787519 Gnr ¥EGELL B,

3731476 Lbdr OLSEN B, 4,

3793007 Gnr FPARCINSON R.D, i
1733041 6nr  RiC—oND E. 0, Mg
1411329 Gnr RoOEINSON E.W.

3790503 enr  RYAW J.p.

217101 Lbdr SCHIARZE J.I,

215284 Spt  STECHmS L.J,



(11)

102 P& Bty Ras (cont.)

3791391 Gnr SUTE RMN.
2784949 Lbdr TWRIEY B.J.
15555 Capt TAIT D.M.
3411360 Bdr WAEREN I.H.
104 Fd Bty RAL

5715603 Gnr  ADAMS L.P.
1200594 Lbdr EBEASLEY R.J.
310360 W02  TENNETT- BURLEIGH J,
2787242 Cnr ., BANYER J.C.
2786201 2Lt BYROW E.S.
44004 Gnr FROOKER H.C.
2786643 Gnr CANE LL.A.
2780630 CGnr  CADTER B.J.
3791859 Pte  CHARTER M.G.
2709198 Gnr COLLINS G.J.
35488 gnr FLOYD G.J.
217795 Gnr GUEST T.FP.
15556 Sgt HALX G,F.
1410579 Szt HMAMPTON E.B,
2787778 Gnr IVELS M.G,
3791957 Gnr JOHWSTON F.J.
18717 Lt EKENDALL W.T.
3792046 CGnr MICKENZIE R.J.
29303 Idr e DOWELL E.J,
2786723 Cnr MIMHER B.J.
214070 Sgt QUATERIASS E.J.
2763070 Gnr PRIZEMAN D.J.
55266  Gnr DOBINVSON K.A.
2787580 Gnr  HUTKOWSKI J.
38904 Lbds* NUTHEBHFORD L. A.
4719371 CGnr  SCHWARS E.G.
235245 Cept =HAP P.E.
4719832 Gnr  STEFHENS K.A.
5411662 Cnr SHIPMARD R.J.
2737605 Gnr  SI:LL F.G.
1733119 Cnr STOME L.J,
2787877 Gnr  TEMRIAS D.
216046 Cnr TIDMAN B.J.
268738 5zt TILERXK F.
3211166 Bd» VERKUYLEN E.
2787673 Gnr WOTTON KE.J.
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APPENDIX 14 /

51511
Idst G (lozs ser 8-16)

IV _MEDICAL TEGIH
MANACGIZNT OF MAZARTA

DEMS Tesknical insvruccion Mo 3/67.
HBI 24270 hpdt S0 1a

LG 4036/3/2 dater 15 Hov 67,

ATY Mod 19295 davod & Yor ,

AFV ¥od 19618 dntod 10 Hov.

leferoence:

*

e e B
&

Jim

T The adm of this insFuection 75 to collate the nbove instructions
on managorant of miarda dn Uhic Gaoutna,

Genergld,

o Undar no cirmomsbabeos is milnsia +o0 be treated other than in
accordance with roferonaeds i.

3, If it 45 eoneidemed thkat loenl conditiona roguires a variatiom of
these instructions SMO AATV i5 tn be inf.;med in order that DOIE may be
rotified of any varistic: mequi=d,

E-EE;:-E: FEiHiE iE EEEEE:EQE

i Llood fransfneior fuedd bo piven only rorely and thon in conjunction
with & nlimico? pieoturs. & D of 70 alone i5 not an indication for hlood

tronafusion.

5. Hots parn 6 of reierezce A. Tho primquine course is not to be glven
to patients in & maovious aros. oxeopb on gocordance with MBI 142-10 pora
45, Primaguine en givan, 1= tekon 3n dividsd doses beecause sven 14 mgm
will ecnuso somo pecple bty bo naugsatod.

6. & 77 L MOT Be aesemed vhel o211 coses of melaria in Viotnam aro
faleiperum malaric resistant tc chlevoquine, US cbservers aond other
mompatent soureas arc findire more ond mere vivox. The incidence of
vivax porasitos amongel the locaipopulation is 30% and thore must surely
be some vivax infecticns amengst Jusioulian troops, as vivex is cccwrring
in troops returned to Jnatoglin foes Vioinem.

Ta prayent

Etrdnt pdherence o tra ingtriction Wil all easos of malardis

AR

Ieidfio~fion

8., All Blood plddes mes be kopt nnd followod through. Thoy aro to bo
Torvarded to SMO AATY in accordeomes with reforonce D.

9, A= soon cg dinpnosis of maiasia In confirmod 1% is to bo notlifiod
in ascordanns with meforance E

A0
;ﬁx:—:;!ﬁ a'd':‘?'@:je.{,mm_f

¥

{J.'C. DUNI)
It Col

SH0 ANy




T e

/3
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Lz Ll

Pre 1t Col B N AURLIY L*jz

1 Aust Fa 3

P 4

</ GFO oY Y

oW

}J]r_‘-nﬁﬂ
Lt Col B A HATCGITON |
0O 2 %1l Hosp
TGL BURN
HSW Aost,

Pleased to hear from you amd +o cet oo dnndsit intg
whero tho entimalarial sygten ia brockin: down,

From inventigntions earcied out hera, tlerc in no Jovbt
tiat all npedevacs bordn antbvdnrlals axcopt tlosu whers 1t io fleddenl )y
contraindiontod,

The prohlen ia one of docunmentation ond pro tem T 111
cngure that not only is tho full rasime written on the troatoont sheets it
elao en the Uocharme summarics,

The trvatmont gheots incidentnlly locvo horo in the
charte togethor with the entimrlarinl choartg,

lowing dloocussed thie with S0 AR wa feel tlat T oo
oy woll be taking thon et ond he hog gont them v anel o mmmure 4104 thin
doomt roour,

Frophylexin has chan~ed. At e mement the roir; in
foludrine 1 BD plus Dep-one 25 om dally, It appeors es Af it oy be moroe
effoativo,

wmtil the dopsanc wag addod to tho prophylactic rogino, Prophyleotice oro
contimicd Qawrdns the courso of thorany., I milvr e our cormens on
primmovine et ou ore toontinge then with cldoroquing/metmaening rortng,

Ihmmttmnumnﬂmﬂntmﬂmtntmtmrimlnﬂm
for medevews and henco tloy ould all areiye ot your nlaco noedins to bo-dn
ihedr eourcoo,

In tldes wogr, peoplo who howe been loced on & moarae
49 he zn prior Yo doparturc wont hove the G-I troublos durin- cenenntion,
AID I fool will sond thin to ATID no it wontt i piartln: fov o wldlo et
at lonst.

The hoopitol io boing rebilt fast ood in 2 manthe I
should have o besuty,
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\ Headgquarters
iy V" Australinn Force

F-\.'ds A .-.-\.J.C FipHE

ROBO-500-4T

KPSI _1-5"3‘ & VIETMAM
’
O A January, 1969
\.‘_\_H_.__"_,/ L

See Distribution Lisgt

FINAL REPORT ON AFV |ARMY COMPONENT) TRIAL NO 9/68
EFFECTIVENESS OF
CRE-PALUDRIHE AS 4} T4 SUFPRESSA

1. In Oct 68, following a severe and prolonged outbreak of malaria in

1 AIT, approval was given by AHQ for o field trial to determine the
offectiveness of Dapsone-Paludrine as a malaria suppressant. The final
report of the trial, which was conducted in Pnuce Tuy Province from 23 Oot
68 to 16 Nov 68, is attached. The report alse includes further obaorvations
made during the peried 17 Nov €8 to 30 Dec &8.

2. The trig) showed that:

2. In Phuoe Tuy Province, at least, Paludrine alone is of
diminished effectivensse as a chﬂmﬂprﬂnhy;a.ci:ic: agent against
Talciparum malaria,

B. The addition of 25 mg daily of Dapscae to the nommal 200 T
{100 mz per tablet) daily dosage of Paludrine resultad in the
effeotive suppression of all foms of malarias in 1 ATF.

3, With effect from 17 Nov 68, a xegime of 25 mg Ila.pamﬂ and 200 mg
Faludrine daily was adopted as the .,tanﬁard smt:.
in AFV {Army Coripanent). -

Ziz -

( ‘“""- (:---4:___,:.'.-1- ‘-‘:-‘-"“ o i

t r— a
(A.L. MacDONALD) \

Major Gensral
Commander Augtralian Force
VIETHAM

Enclgsure: 1. Final Report

Distribution:
20 8
Ang (M) 4

Tor information:

1 ATF 14)
1 ALSG 14)

Internal: Files

C of § T
G502 Es:a & Trg) 23‘2‘"?"?"“
2302 (FomS) =1
DAAG

?ME Spare (10)
DADST

NSO (2)

AESTRICTED



AUSTRALIAN ARCHIVES

0t - A = L 2

Series, Accessicn number v 1 RAWMLICC ,
Item Number vx RE15/1/3

APPENDIX 24 /%
J

Irem title :: 1 hustralian Field Bospital - Medical Dissases

Malaria [No=e: Includes Firel Heport on
Dapeone Trial)

Izer daze range 14 pirca -965-1972 circa

Aeceas decision :t HONE

Reason 11 Hot yet examined
..-..-;--p--1-1-1----*-1-1Frttitf!"ﬂ‘*’:*t*ttiﬂir-' EEEE R

Availapilicy ;

'-."',..,.**-ﬁ"-*r'-lt-triti‘l R TR R AR R AT TN T T ST T
Locatioh i1 AWM

Dacabase accession cumber :: HB4544

w*v END OF FRINTOUT FILE *i=




[ P Agimbmaline 18 banr Franrasg
DI¥IS Office,
lleadquarters,

Eastern Command,
Victoria Barracks,
FADDINGTON. N.5.¥.

A AL . S o e T

20th July, 1966,

WA R .

LOF/HHT

506/E1,/9(1ied )

Col. R.H. Black,

School of Fubliec Health
and Trooical Jlediegine,

University ol Sydney,

Sydney, MaS«7s

AMTALARTALS ARD HEAT 'FOLENAMICE

T "t Branch has suhght the necessery volunteers from & mumber
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DECLARATION OF HELSINK|

Recommendations guiding physicians in biomedical research involving human
subjects

Adopted by the 18th World Medical Assembly, Helsinki, Finland, June 1984
amended by the 29th World Medical Assembly, Tokyo, Japan, October 1875
35th World Medical Assembly, Venice, Italy, October 1983,
and the 41st World Medical Assembly, Hong Kong, September 1989

Introduction / |.Basic Principles / Il. Medical Research Combined with Medical Care /
1.
Non-Therapeutic Biomedical Research

. INTRODUCTION

It is the mission of the physician to safeguard the health of the people. His or her
knowledge and conscience are dedicated to the fulfilment of this mission.

The Declaration of Geneva of the World Medical Association binds the physician with
the words:

"The health of my patient will be my first consideration”, and the International Code of
Medical Ethics declares that "4 pPhysician shall act only in the patient's interest when
providing medical care which might have the effect of weakening the physical and
mental condition of the patient.”

The purpose of biomedical research involving human subjects must be to improve
diagnostic, therapeutic and prophylactic procedures and the understanding of the
aetiology and pathogenesis of disease.

In current medical practice most diagnostic, therapeutic or prophylactic procedures
involve hazards. This applies especially to biomedical research.

Medical progress is based on research which ultimately must rest in part on
experimentation involving human subjects.

In the field of biomedical research a fundamental distinction must be recognized
between medical research in which the aim is essentially diagnostic or therapeutic for
a patient, and medical research, the essential object of which is purely scientific and
without direct diagnostic or therapeutic value to the person subjected to the research,

Special caution must be exercised in the conduct of research which may affect the
environment, and the welfare of animals used for research must be respected,

Because it is essential that the results of laboratory experiments be applied to human
beings to further scientific knowledge and to help suffering humanity, the World
Medical Association has prepared the following recommendations as a guide to
every physician in biomedical research involving human subjects. They should be
kept under review in the future. It must be stressed that the standards as drafted are
only a guide to physicians all over the world. Physicians are not relieved from
criminal, civil and ethical responsibilities under the laws of their own countries.




