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Abstract

Background: Although clinical research and clinical practice are closely related,
distinguishing the boundaries between them is an important issue debated by contemporary
bioethicists. Some commentators have criticized drawing a sharp line between research and
practice (1, 3 & 4), but most experts and policy makers in the field of biomedical ethics,
believe that the distinction between the two in clinical settings leads to increased scientific
credibility of research and greater protection of patients' rights and safety (2, 18). They argue
that blurring the boundaries between clinical practice and clinical research is an ethical
mistake (6, 7). Despite significant efforts that have been undertaken in recent years to
implement and enforce research ethics in Iran, the need to training in the field of basic
concepts of research ethics and ethical justifications for the codes and guidelines of research
ethics exists yet. The purpose of this study is to address this gap in the literature. The first
part of this paper deals with a brief history of research ethics that gave rise to the formation
of boundaries debates and led to the publication of the Belmont Report. Then, a set of
relevant definitions and criteria required to conceptually and practically distinguish between
research and clinical practice are presented. Finally, the ethical dimensions of this distinction
are reviewed as an argument in favor of the moral requirement to maintain the boundaries
between clinical research and clinical practice for the various parties involved in clinical
research.

Methods: Relevant publications were selected through a MEDLINE search. The key phrases
used were clinical research or clinical practice plus distinction, boundaries or distinguishing.
The main textbooks of research ethics and medical ethics, both electronic and paper types,
were included in the search. International and national research ethics documents and
guidelines were obtained via the organizational websites.

Results: This study has yielded several results with possible implications for the different
parties involved in clinical research. First, through a close look at the nature of unethical
human research studies that took place in the 1970s and prompted the U.S. policymakers to
rethink research ethics governance and gave rise to creation of the Belmont Report (5, 8), it
can be concluded that the mere issuing of research ethics guidelines in the absence of ethical
oversight of research leads to a failure in protection of human subjects in clinical research.
Recognizing and maintaining a sharp boundary between research and practice is the basic
requirement of a thorough research oversight and providing precise definitions for the terms,
clinical research and clinical practice, is the prerequisite to distinguish this boundary (14).
Secondly, Activities that are designed initially with the aim of producing or contributing to
the production of “generalizable knowledge” and have the form of a research methodology
that have been described in an research proposal and have been scientifically (14, 15),
methodology and ethically validated can be labeled as research. These research activities are
deemed clinical research If they involve a human participant (7, 13). Such interventions that
are intended to increase the well-being of a patient without undergoing a peer-review,
although considered to generate “new knowledge”, are still considered as clinical practice
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because the knowledge gained is not generalizable, even though new (7).

Thirdly, the issue of research-practice distinction can be discussed from various ethical
aspects. On the practical level there are several issues involving both the
physician/researcher and the patient/research participant. The roles and responsibilities of the
physician and that of the researcher cannot be a single set of roles and responsibilities, as
these two roles each have their own moral implications and duties, which may be in conflict
at times (17, 18). Clinicians are committed to make clinical decisions according to the best
interests of the patients, while researchers commit themselves to the research protocol (2, 6,
and 7). Adopting distinct approaches to clinical research and clinical practice will also help
physicians better distinguish their dual role of physician and researcher and manage potential
conflicts of interest.

Blurred boundaries between research and practice also leads to therapeutic misconception for
Patients /research participants. Therapeutic misconception is a situation in which patients do
not recognize that they are participating in a clinical research although being disclosed by the
clinician/researcher (19). The therapeutic misconception may also occur to the minds of the
clinicians, and the result is their reluctance to disclose to the patients that they are
participating in a clinical research, when feeling far from regulatory agencies. As research
interventions are often unapproved, they pose an increased risk to research participants, as
well as additional burden and cost. So, failure to understand the research process seriously
infringes the patients’ rights to safety, quality care, and autonomy (10).

How research and practice are distinguished also affects the actions taken on the policy level.
It is of great importance that research ethics committees and policy making bodies make
distinction between research and practice in clinical settings. Historically the most important
trigger to acknowledge the issue of separate clinical research and clinical practice was the
need to clearly define which activities should undergo oversight in the clinical realm where
the professional norms does not require oversight on the practice of licensed clinicians (6).
The general rule originally stated in the Belmont report is that whenever there is a research
component in an activity, that activity should be monitored for the protection of human
subjects (14).

National Research ethics guidelines play an important role in shaping the attitudes of
different parties involved in clinical research, toward their roles and responsibilities in
research. As research ethics scholars have argued, using the notion of “therapeutic research”
in the early versions of the declaration of Helsinki by the World Medical Association led to a
"misunderstanding" in clinical research ethics and the violation of patients' rights (1).
Although “therapeutic research” was a common concept in the classical research community,
but also was reinforced by policy-making institutions; this conceptual error according to
Howard Brady, an expert in the field of medical ethics, had prevented a correct and ethical
understanding of "research with human subject” for years (11).

A review of national biomedical research ethics guidelines issued by the “National
Committee for Ethics in Biomedical Research” at the Iranian Ministry of Health and Medical
Education, reveals a lack of basic definitions and clarifications. In some instances, like in the
“General ethics guidelines for medical research including human subjects,” some provided
definitions increase the ambiguity; however, some criteria for distinguishing between
research and practice can implicitly be derived from the text. Codes number 10, 11, 26, and
28, which explain the researcher's ethical responsibilities toward the participants - a
responsibility that is not defined for clinicians- implicitly set out the criteria for research-
practice distinction (16).

Conclusion: The issue of boundaries between research and practice in clinical settings is
ethical in nature. Although considerable efforts have been made to develop national
biomedical research ethics guidelines in Iran, a comprehensive approach to providing the
definitions of basic concepts and the underlying theoretical framework in the field of
biomedical research ethics still seems lacking.

Conflicts of interest: None
Funding: None

Cite this article as:

Forouzandeh M, Hashemi A, Bahmani F. Distinguishing between clinical practice and clinical research: A

review of definitions and ethical issues. Razi ] Med Sci. 2020;27(7):97-108.

*This work is published under CC BY-NC-SA 3.0 licence.

19

WAL s oV o5l YV 0,55 1gjl) 1xSaisja ogle alan

http://rjms.iums.ac.ir



https://rjms.iums.ac.ir/article-1-6232-fa.html

[ Downloaded from rjms.iums.ac.ir on 2025-10-22 ]

S Dyge & aws (oo plail len sl Oleys oS
05,5 1 Lo opS oo sl (Sl Sreghy 095 0 L
Sy LS 09> o (Sl culib
Has ala> 93 Aogh @19 (Sbj S 5
o= el ol il s gy o0 Jled 4 K50Sy
P > O LB L) e legi o ol
5925 oot B3l Bl b el 5 a5 Lle ey
g Slaiwn 1y 000 g0 13 s blas jo wloads
S 0,50 50 Sine s by (UL ele valsd
0,8 3929 (Lamgh M (> )l 9 o9
b ol gbalesal) 5 (ol Coldb a5 >0
odld a S aiwe Ml Jeld as el gl
() Bl Jeud LB olylas g ouls LI

Sl 1o ) oSS o a5 S5 aies
Sg—od Zyae (Sbyy Sy ALl BBl
Jle ;o a5 we (Belmont Report) cigels (o ,155
pta b IS5 ol s i \AVA
sleiegiy Gl sle gogel 5l cbla> Lo
b VAVY Lo jo a5 €518, 9 (Shp S
Oeoln L5000 )8 aad s JuSis 1G el 0,508
Lo osgazme by lajye alino 0)b)0 (gmnseS (0
ol st s o 55 gy I35 o
9 (S 86 Casely (5155 woslz g Sl pls
S 0955 85 el slont e e 5 bl
O IS pled aliae 990 50 1) ool g alis
Ol sl 0095 &1 by ol g g3y
G 50 azpe glalecal) 5l 6 as 3,155
2 sl 55 e liie & il g,
=l OWie Jo g (gl slag b plxl
V) el yo gy ady @ ol b s e

Jsb Jbw oz Sogely (9)15 JLassl 5l oy
o sy oSS o Jyal b S
ol 09t &ly gl 05> O)lSlew 5 5
SISl Gl )lxe (i B by (5550 anlllas
el o0t plal (638 ples ol IS olasl s
30 el 00l gl Cors A 4o il alline 1A
S5l g maite Az )b 590 4 Jol Ceod
gl 55 sl 4 o LSS Jae 5,5

http://rjms.iums.ac.ir

O)Sed 5 055,8 Lo

dodlo

(Clinical research) o JLs sla jiags o)l
(Clinical practice) o JUs colb 4 6o jlwy
bl Ry gl Sl H a5 S
—390] g Slayd ¢ eandeid O b (SslEs
Calib 5 Ghagiy (Jlonll () o)) gl ey,
el i Sglate Koa S Ly bl 51 (ot
D5 oo ol (25 4 aS Zulb g Gieghy sl
S5 cdl g Ban Cwle ] Dgliie Blaal
T oo e Syt 5 S ple ) &
Gylom 0,8 Sldw 35 ol Ban 5 ]
3 iz el ol G dL s e ST as el
a5 aslygle slayleyo 5l oolatwl ale a3lge
,o (Innovative last-resort treatments) ,— =1
obialy Jslae Gl s sloas s as Shle
= RS ples il (S wnl 0855 a8
A7) al Jpts [SeaSy 31 il Sl 5 sy
=y am 50 ol Jolwie jsba g @lge jiivn o
(V) SIS LB

Skl el (Gl el pegs
IS Jae 93 4 loS o (RO SSE
(Combination S5 (Segregation model)
SIS Joo oS Jb 0 .5 sassaiws model)
ol (b loys g GRegiy G SESE 4 S
L oslyi oo (il Gragh (oS 5 Joe bl
ol S GlgSay wsh oS glad > cull
ool g b aslyy so by Jow ol ol ples LB
2 Ggimy B oa S e L5 (il 8 (gas
0538 53 JIwd Gl Jle lgredy il Lo jels
ol 00l (gni SIS Joe bl 0 1

gy S Olymean Sl 5l A oS 5 Jos
= ol Lo o ls g2y (Sbp anal
SiFeal o )0 48 55k (ol p a8 8l ddlse
b a8 Cadle slapllss gl ol 5 (Aol
S92 ool sl 5 63l Jb )3 polae
Joe opddlae e 5l Ll (0)4(F) conl p3¥ aiiivn
OMlas 5 Slwyo DSl e pled ( SIS
pode 9 (St ol m pled 5l &ly )0 (iegh
45 ad3lae S S o dedir o (SDpCen

\Y‘que.AQV oyled YV o, |5]|l b_rll.l'lj.l? .ng.l:nl:.u:


https://rjms.iums.ac.ir/article-1-6232-fa.html

[ Downloaded from rjms.iums.ac.ir on 2025-10-22 ]

b pigl 9 (b bl o (IRl

b e oy oS Olpie b (g 059
g 090 Ko, 55 05 o 0 oaid ylo,d (i
ploml Lab¥T cdbl jo 1S el cuslags olojl Jawgs
Jw jo Ls:Ln.A.nyu 059, el el 00,95 0,5 i
Oleyo 4 jea Jlw ] jo.as jLel vayy
Jorlly g o as g el Sz (b o
OALS CyadS (S oy Sl iR g% sl SIS
4 JLM; Y. Lg‘oML.ipe Q)B_st axJlao u;‘ O
Ol Dae ol jo a ST L Ll sl Jobo
olew 6 5lew o jlaslinl leyo Glgieay dw oo
W30S e ool Jlaie &ygo 4y oo ol
ol Lo giogail 59,55 (5 Bekod JSTs
Aoaile pg o o lasbiwl loyo cdl jo 5l iaghy
295 50 S yeey55 ile B Das (nl 5o riares
$5 2985 )0 (Sida 4l 5l s sl 9 (L]l
) e glome 5m o] 4 ok 5 cry
5 8 —bp Jeli - ol e 5l Ll ol
SS9 cislo oo plosl | gl ool 48—k
Sl aails adlllas a5 00 40 i g 2l el (69,0
S asllae ol (W sloair G5
oL colo jlane 51.ad )5 )18 (o) g 0d 590
A Al 0 oten (S Com ) SIS 059>
Ol o oXargh a5 o cpl Clls umgh cplaS
QLS g0 o y8 WX0gr 9,5 0l 1A ) 0em ey
o] S ez ) SOy ple S ey Soa
QT 5o alie =) Q) wiiils o Lmo] & oaile,
S92 45 500 Glikdod ojgn uaiz ;o Gl
=l (D)o, adtin jud g oad pll oLl
&8y 3 05 00l [l 4 35150 (ol plod ;5 457 onpoxd
sl colb 5 b ey SIS pas A
g1 Sy 0disS palais
OO S ok 1A 58 (B! ol ol slasl,
SSslr sl ]y (B sleplazal, 05 B0

WAL s oV o5l YV 0,55 1gjl) 1xSaisja ogle alan

Lo one 5 oad il (Al ingsy adsio
@l Gl colds 5 (Il iegh o 6105 ples
o=l WS oLl asllas pouw idn ;0 00,5 oo
Q‘"‘ ‘).'> aS el 00l JYM‘ 9 u.u.u ‘_g)‘Jf)JLu
J=B D5 a sl b sl e sdb slo g
&l DS b sloloawl, (paas o slalax>de
9 S sl gl Blae (B oy o0 S5 4
00—y o0du—o 55 aJUas U"‘ 5o ML’ Sy )
il s e Y S 5 i e b

23,5 Lgo (60 ,Slos SIS

PLET-1Y
29y 09t 4 gte 5900 by, 5l anlllae cpl o
Slaslls &l )0 g2 gl ol o0l oolawl
sile Sy sloygige 3 oslic b (il
©a—dS" L5515 g Google scholar s Pubmed
asLs| 4 Clinical practice ¢ Clinical research

5 Boundaries .Distinction ol, o il Is

el 00l plsl VYAA L yo ¢ Distinguishing
& oS 50 gsd9e L e e Jgad (uizren
ooliiwl 550 5 Ghogiy @S5 (Sij G
o lre g Lo @l Cad o el s 5 18
S olul o 1) eolawl oy yiiog a5 e
G rdgdse 45 olslae g alan By gy
0 03,51 cblodgs SKuSi5 oo pailis g paidlye

W

azxz ,U

Lo )lre (50,5 e i Sz Lo (s
OgammaS? A Gy g Culb G 385 g nled
Olidss jo (Sl ojgu 5 cdila> gl 1S el (o
=3 9 VAVY Jlo o «5)ld) 5 (Sdy s
Cogely 3135 Glee b ol 5l b Jo Sz &S
20,8 (oo p 3 S plite

L sy OB lsl jo cigels (5155 6l
Sy asily Syt o a5 Sl by anlllas

http://rjms.iums.ac.ir



https://rjms.iums.ac.ir/article-1-6232-fa.html

[ Downloaded from rjms.iums.ac.ir on 2025-10-22 ]

s aililaz g plete pogdo g9 plgiear b
G515 023le] Cond jo lagT iyl g wigd azd S
OV o F e Cigels

)l
plete slojlne (0,0l g )l aill 51 LS
Sleolaiwl g Liogim e a5 Gl g3 00 iS
yobas Hhas cplal BB gl el siolesl oMl
Fiion 45 Canl Al 0529 S5 ey Shw
ol ot ay |y alajl (o5 (Gl il (Ul
Lz o Glejl s Ghags sl ojly 0,15 5 o)l
iz )3 (o053 sloml JHe 5l (oS5 o2
aS cowl Jb o plical oog iogh g (S
3 N Fre o ialoj] g g3 sl ol
ool J’*?.L")f‘ e S8 bl ()6 L5
55 el 59,5 el o535 095l 0
Cgeie wo)liBle (el o5 Giagh S
Sl U ohlew leyo (gl a5 axl OY)ogd oo
Slasle S ol o g 098 oo ploxl YU 09>
P Sy ls da 5 WIS o0 £5,0 (29,0 A Sy
s ol amets oy i b 08 o 8Ll b o5 |
30 Sloyd ISGg, g0 ST Ll (V) col ui;,gl.oﬂ P
Dyg—e d o> HLad 4 M ol jles 5l og)S 90
Sgs et B0 pS S8 cwy 0 90 ke izl
D9l s Jmol> dzmil (n e STy plaS L oS
2 OBy a5 Gloj Ll ol plondl Lmghy oo
oS o ey an L g il i plSia
sl gl asms Glasly o laibesl sla e yo plas
o odlawl 31 a5 il gle slayleyo 5l el
Sl ooy plox! s@uji Oleys £g @dly jo s
B o 1) 5T 4 alsly slogleys ples 5T
oolaiwl e sl Bolar b b5 S

Lol 00l plol rdghy caisS
o3y iyl s o)Ll cpl Gl ey o5 jshailes
Cgals (51557 50 5k odgl (b ol o (S
iy el ool auay 1 5l e a5 e )l ol &S
e bz 5laiil (oo it o5 bg ol k5
WSl (oo S92 ge dine) (il 40 &S (Bly 9 S

http://rjms.iums.ac.ir

YooY

O)Sed 5 055,8 Lo

o=l g3 s ety (el Le gy (O
o Baa L) € hagly (o gl 055 L,
L slogiagy » (SOl plxl 5 (lgs
o OgeeS? OB (nl crge 405 gl
ligins o Sl jemms 5l cbilis gl IS, ol
SIS (S Gl €)ls) 5 (Sip S
9y 2 5By 4S5 gleaiagin 5l (ages lo
ol oy SIS al Sas aisls oo bl oyl
a oibe) 39w g ple Spdan Gl DR oS 0y
ol (2 yma y3 1) 093 (9935 (llew (ST ol jlews
Ol QT b oes oo )18 Jed JB e loos g
= a5 ohles 5l e blas ol mly anld s
s wel 51 Koo aS 0 iy (gl 48 > ags
NQIED I VORI
Olsd Cnl Gegs plp 5o &S LAl et Lol
SCSE (g Gl Ol wg Giagh p o)l

Sl Gl ol jo 090 S colds 5l o
o aBual ol L1y imgi o S dmal>
Sl colb waaie ol | colb o K05
oley ol yo Gk L(F) cunly Jld ol a4 5Ls
A4S 0l o Glee ryhe Shp pais Bk
Ly L e sogrie B 4y 1, el sl gy
A atws oplas Yol cadly oo b cold
P LI S ay 4 09 ol w58,5 e slitul
U s 9990 slo lays 0,5 Lialeyl >
QS o 1y ol jleww 6l (e 4o a5 giloyo
5o adgie g0 ol SISy a S aails sl b
O3l CanSs g o gl la g0l Sl s
el (oo Ghagh p o)l
S slotal) o505 )5 a4 5T 51 iy conl b
5 SR95 ot Sl e (8 S asdie (B9l
o GgraeS 09 (sote Dlegdge 5l (o Sl
OgammnS 15 ploeil o (s Jloz dga> bl
cde a4 Lol ol (o (b coldo 5 mghy (590 50

\Y‘que.AQV oyled YV o, |5]|l b_rll.l'lj.l? .ng.l:nl:.u:


https://rjms.iums.ac.ir/article-1-6232-fa.html

[ Downloaded from rjms.iums.ac.ir on 2025-10-22 ]

b pigl 9 (b bl o (IRl

Sl colb g b e o 6)IS Rles @ bgype sl (B3l cioyle =Y Jgus

g dey ] iy ;L] g 300 o plonl oS denlye 3,8 (S5 b Jlas 5,5 <Ky e L33l 6l Lo oS Vs le

b el
(V0) ! oz ilaio

(10) Casl (ol 28 S5 gl oy b Sty o> (paets (0,91 ool d Gl ol 5l G
B Ll Adgi 4 oyl opl 5l g amd oo (65 don ojlel (ST o i |y 4nd b S oS el sioplal s p S g D93

gy Ay 4 48 a3l o Cunlesl ol g b & SleMbl 6yl gen b bl b ool o (5595 Jobis uass BB il

(Y) 29 (o0 oo oo
oxoss BB il

(VF) sz sl B blizal b ssalio il Jd BB ol o

(VF) 250 ) & dalllas 5y50 Cazen et (old Cazen ly gy (o0 &S Sl

V) conlonds b codl By plos g (S Blanl dpdin (sl 9 4 g0 15,0 1y Sladl (Sdgaj] &S img 5

b phegd

L edlie el sl 5l candlo late adpn plo g oI55 slo Ul Galjdl e Losiitns b (2l sla g, -
Nz o 5l 5 pge Py slaedyy (Bl sl & (ol (gl Aile 19 e ol WSy g el (Sloyd sl g
adp plow g GBSy slly Gl 3 it pf g0 @ b g V) Wb e pbsl lan Gloyd Bl g 3 sl Gley>
Ban g Wgd (oo plxl (b Lulpd )3 pgd atd laiagh 1 b bslew xSt b g passed (gloyd das 53 (e
(oo sLmojp 50 Simgl Ailo £ igd oo odel il pole s yobo 4y &S Cl plmojes )3 i g il Sk ]
g > @l pole sroje nlo g ()13) ple 5 JsUse (Gsm «Si5lom (STPoradnl ol 9)b (TPl s

V) a8 eS8 ps o g Sl Sgeil &8

Gl (35e5]

(V) 85 oo S 1y 3,3 Cygh 008 e pased leMbl

D9 o0 6yl qon (amj sl diged b SleMbl ol Goyb 5148 o5 yomag o — il
(V) gy am 6555y by (Gagejl lame b (Sdgejl (S -
(V) S9SN g (ks bl dlox 5l 52)bo 1o 4 (S090jl 5 yKiimgy o bl (6158 Jolss

D9y oo 45 4 oMo & bgrye yimgi» eMasl b jiegh sl 4 CIOMS Jeallygiws jo -

& bgyyo yimg}

Sy S L g Bun b aS 098 o GBI ole collad @ cdls & bgyye sla g3 CIOMS Gy iy - oMo
OF) Ko 0 (Hob Cpars I caodlo yi5lo»

3Bae Coigels 0138 e bl 5 (V) Ag
e So Gy Gl ey (b coll
4o ol Cdibge LLLIY Cle i on d g €l
3 aS oo sl at i thio &g
SoP 4S5 05 o b glo cdled jiagh,
3lg oy 6,8 dm ol s s |y as )8
€ogds youio pu—oss B ils adgy 4y 5,k )
ol Alla ol Jlde )0 paess LB il (V0)
ails ,o Coigels ui';)}f Dol s S Koo
5o plgal olou) cel g 0gm aud, 15 & Siuls
Tolae b (o0 05059, Sulib g gl G S5
0333y sl Sl Jsaxe j5boay oS |2 0l
J=B s oS e obul ) gagas il a5
oils a8 caS e oo gy ol 5] coid ol
5 oo (Sl Ay (n Stk peess LB
LSS ol oS o opile 8 .ol JU colds

WAL s oV o5l YV 0,55 1gjl) 1xSaisja ogle alan

VoY

lryeaS (lhal led e o a8 ol il
) Il gleimgiy o o)Ll oYU gl oS
3 Cad pl o el a5 4 S oo Jles!
SIS el a4y bgy o guldST (8519 Gy jles ¢ Liiigd
D9 dm Gl Sl 5 (L g b
wt:—“’jo-\_&)_fé \ o)l.o_.i': JBA_?.)‘) FEAYES

Ligds o 00ld mudgs (5,105 Hled slole

G185 pled (b ;Lo

Jome (radiiie g (pllye Lo GLET plsl
b Gt bl 1 (sl g (S8
e 99 45 wed oo panmitd B (b culibs
lojlre polo g 009 g (i po5 sladiz I ol
S sla Yol g (228 Sl bl 5
(V)25 o0 lgie

J=B Gl g 6l (Sl sl gl -
— =,k (Generalizable knowledge) «ppoxs

http://rjms.iums.ac.ir



https://rjms.iums.ac.ir/article-1-6232-fa.html

[ Downloaded from rjms.iums.ac.ir on 2025-10-22 ]

23,5 yaals

e Sz Sl sl e iagy -0
o So Gl aid Ly Gle s O3l
S5t Sy b Culde jo ((Ve) WS o oolaill
bl (Sl (2)lse pRall b e (5,135 31
3929 (=29l 595 b aiile ploys (55l (63,8
o Jos plill Voane (0l Giogly yo Lol o)l
3,00 925 (gl SS90

29 b slaiagy el M ag -7
bl Olhles ol )3 Jlial Blilas (5 5
g 50 4SSl b el ST ohles Gl Caiio
L ey ozl ol ol el 55
i 555 oot 55 sl olays ozl s
D9

Gl Coxlas e Sl cnlb o0 -V
o 35 on )53 e il 5l
S5 380 Cule)y (b lagleslyl5 50 ass]
ol 0aisS s )b

GHlaTF pl 4o ba o SN Ol
Sl cabb g g3 (o

Sl 51 (b Sl gy (e g o alinns
ploas ;2 aS o)l B Jdow B Sylais
Sl sla Sog ;] 5l cblas sgu yo o] L2is
il 5l Caand cpl o () JSCE) sl 8,56
@ lizes 50, Slas Fohw CJB o Sllax>Mo )l
PedS T ol bl S gl
Jolss jol> aadllas o a s U sla iagim
95 d)b‘ slai.es “_gjldféwl?w ‘_gLamLe(j
20,5 o &l ]l

Ry sy Tl s L2l )
(2l 3 las 518 ol 0

ag5 4 assl b S5 ol 5l o 4 45len
S &y |y (S oy B 0jg> Gl icelo
b S o> gt 9 WS G ()15 e
CR99— Cgp ngbi._w' & Lew LgL:b&LQ.E 03— J)o
b soogi sbagyb » o)l cua Slles (ls8

http://rjms.iums.ac.ir

O)Sed 5 055,8 Lo

Soled e i yai elol (e 1) (b gl
Council for (CIOMS) a_S 4 »5.(\%)

Organizations of Medical International
sl oo o =1 sl p o Sciences
SRy 5 €l (F3503] (lils ol 4y gy o
J=B ol ga IS & le (gl s ans oo &l
COF) Cenl Cposs

Y e plla oy S (Sl sl g Y
Jhson <o 0 5kl 5l i b regh () 0) &)l
9 S o S a8 Wed o T (g,
San ol 4 oy @lp | oy 5l gl asgeme
(o—ode 0oy (s p 3y9—0 5 wB oo 2l
00) 5o 3 B 5 55l g,

S cobb 4 cons b sl iags, Y
ol V) s i st g S il ol
oo &5 Sl Ses Jod g (Bndisyse )l
ol =18 5 35l (ogatie o)l 4 55 Lo b
ol Cz g yin Jlaixl b gl a5 Cawl )
5 ol ol ol (e 4 (2L Syl
2 aS Wl ) Gl b as s IS
Wig oo &l Gialojl 090 (b glo eI,
Colb ey, OS2 Culed 4o g 0l 0l
NARDIGUISRVEA PN [ N

S Ul plonl abavly (S sla gl ¥
Sloz ) wiinnd Hlaws o lsbnl Sloyo cudle s3>
300V ) S o sl axgle 1) Sl Ol ylas
Ohlon 45 0ed oo p3¥ Vono (b sla gl
Jelase WMl s 4 oS cél o |y Mo
oo olayd sliol) 45 5 Ak o dnli b
San IS cpl aS L]l ogd cod il Loy
@l bl ol plse g aiil odds anl Cul
o ohlen slm 1) sl oagydl jlas canily azils
lisly 1o 45 Ll b 5 e 500l oo of an
3 oS a8l ol 4 2l slaieg,
(il la S Jold 098 oo Jread i)
gch, o g olels Slule (SdSTL S
ol oS el gl oo 4yt laos]
oyl e Col o3Y idgh (SN slas lasliwl
oy Shliel oo il g ails jlew onge

\VQ‘\]@_AA/ o)k.i: AN% 092 |5j|] bs.l.ilj.l? .ﬂg.l:ﬂl:.l.ll


https://rjms.iums.ac.ir/article-1-6232-fa.html

b pgd g b colbs o ()35 Lo

[ Downloaded from rjms.iums.ac.ir on 2025-10-22 ]

Gl o ®

sl

sl o )l e
Sl ad> Slagss
Aagh g Slayd

Sl el g Gl gl o IS les ) Sy yp 4y by (03)Shes gl 5 (Al slatngl 0 slS 150 sl ik Y IS

Gt (§9jpe a2 aST Lo 0 Sers
Sl A5 nl (93,5 patde (Sl Sl 5 (Sl
G ol o gl ol 4o b colad plas aS
il Gegis 0 Sl sle Sogesl 5l cdsle
S el Sy olF e aS el ol IS 58
Cov b cudlad 1 sl atsls 03y by >
8 Sl sl osgsy] 5l cblis g ol
O o5
A laakino 45 glal b ) (SO
Sl Coomw an |y adas ol G1IASSEE 5 iaghy
sleingin saus SIS sla )l g i)l
dgi bl aS 5 pl old Fouw G.JL colds ‘5..JL,
|, SlE s S gy 5l by, 5 qedly e
Ol ighy 1,8l o polul a5 0iS e oln]
o l) pegiy O sle aes o)l wily

$9) = iRy sl 4 le s ol ala s
i) ) L i S i 065 slaclad
OS5 ol 0, Sles alam g0 ol 5l Blal 5 2l
o ly Jiegis ! sle atas ol led o
(F) il el & 5 Blad g 5 (loe & )90

b dilgo i : JSiiwg ja/ )5 b -
of osilly o )lei 5 pKiing 3y —

= ober ) ol a5 (ST b &5 Sl
2 S CS L b Gieghy SO )0 993 kS
o Lally Ktagh § Sleys (25 90 Gl So
L o)l 5o i 90 (] 45 (gm0 p0 1S

WAS g oV o)las WY 6,55 15jl) igSiisja ogle alan

Sl 0595 b ool ol gy Sl sla 5oga)
PR W N L DV S AT JE
SoSE a Jgim )0 5,0 sl Bk oS,
99 5 G 45 aigSilens )l ol 5l gy
3 (Therapeutic  research) « Sl o jisgi—»
CGloys ;e fpss D
aily o Sbp Slex el lawg Tesearch)
50 € 5lo s palaiegw? slogl an e Sids
O 03 u‘)L"*‘ L”.a} &wa.’; 9 ‘so.«JL' C)LO.».O;U
9 9 Sleyd (e o IS Rl sl

(Non-Therapeutic

Bye o nley ol joaS 0g (ol dliie Sloys s
lasls o 5l Ll ctls 0929 (otgsy anol>
ool ol () i (oo Cagd s (6 N8 Clin
Ol o9 ol aicelo jlqgoly o)lgen oledl
5 ‘:J)L;I 5wy S0 milo Ll Sy
Sl b O V)eS o € olosl g3l b imgi»
2 0T Slaye e g Sloys Ghagh g s
ol 95 b 003 Sl aily 3l i 5
3 al w6, laiulew slasly gl 4SS
5 Sl sl a4 (yulsd g la Jardljgins (o
IRCEL I R PN P B g JES

9 oy b it g 3 G b acas -1
<,

http://rjms.iums.ac.ir



https://rjms.iums.ac.ir/article-1-6232-fa.html

[ Downloaded from rjms.iums.ac.ir on 2025-10-22 ]

39,9 5l L o axlas o Lcoo’l AV o) o
L LTS s S 4 ol o5,
Lo s oleyd g J0S 09,5 S 45 555 j5mgd
byl ausl caws Bolay ool 4y celbls gdly
Slas 5 il ) HFaS o8 s 4 adly o
rlaisl jogas 4ol Gogy g adlllas yo o5 )0
b (o adlae g S 09,5 g0 0 (Solas
Layl aS asog oauie ol Yaons o)l Lo . aiog
o duie il i 45 1) oy Sy el 13
aS aso,S oledl L tagh ol aaS cél o
P9y 9 Bod (oulio jobay oS JBus o5 ,0
5 Ol b))l (QUlE S (08 S0 ) sy
AS Gl S g 5,05 1, dnllas o o 55 adlio
Col oo L cazd lo,d digls a5 4SS ()]
) ol ylad 4 Sleiod sloyomag y aliws &
KARDRETXUINERY

atas I SO 059l Sl prlaisgu alins
Zabed; Jeol a5 iz el (Rl 3 oo slo
009 O b d (n ySpte 5 (sl 45 wlalST
5 oS e amlge P U ) ol i
sle oglas 5 Sl sla Sogosl Sy Liuljl
el B i ) S i 5 sy
Voojled Joazr 0Bl gl ol (Jote sla
o3 bl ol 4o a5 el S 51 (ol aigas
2 &S 30 Gledlite sl 1S el j5iST )0 gl 5 LS
099 5 o J=B ol 4o —regh Loz b
sl 03,5 ol ol 5 LSS5 Sl

G5 Ao

Sl s (b Ghegiy (oSS Joe aSl b
ohbicelo s oF) o)l @lm 09 yal b
ol SRSy G 059 SIS Celow
scel Jolisl ey by g0 ol SIS aS™ a5 6b
=l 5 Beim 5l yiden dadlne g Dliiid sale
Sy 48 woaiias byl 0gd oo yorie ol jle
AL ey 9 (L culds o sl e 05
OA) clabas ol 5o oz olal S

= oS wl ools Cloz Jlgaw ol @ allde ol 4o
plete (Gb coll 5l (b gl 45 Sl oY

http://rjms.iums.ac.ir

A

O)Sed 5 055,8 Lo

TP AN SRR e
50 Oolas aSl> oyls JLds an oellacl S
SLerd g (—hagh Sl ploxl g, 9 Slaal
b o wlalST s, oS 0gd el Canl 5Sas
ool 45 e 51 ollas 0 0,5 13
2 Ohlem el 05l i aF 0 1S e ploxdl
Syse Sesi sode Jlael (> 5 0,5 )8 0 bl
Ao gdly Jlsms

slizel g Kamg3l )5 ol i 5l (g Bl
wlg oo (Sl ol b lo e ()5 05dl 4ol
el gl oo aims bl il (b slatesi
o slog,b B Coalad (sl o 5 sele
% H yeban Jrane (ol osB e Lo i
(Ml B8 3929 (229 b (b aols>

Sl i gy R Sy Rl Sl A
g Lo Vo plaS o i g0 ol 45 |2 wil
)0 ol e an |y 095 > W sl Cdgis
B RaSe L o)l 5o Sl (5 See (25 &S
55 ol ) e 45 pgbiles Jln lyzed 05,5
sl Samiite (n yge 4S5 Sanl e Il 0l
05> s (3l peenal sl 1 (Best Interest)
aels b 50 )b 5l Ktagh a5 Jl s was 8
bl oS il (oo agete 1) 395 Slisiow
sba JSSopn OBl (—hm g 0S5 Joe S5
= R P o slem Cadie (e b Sl

pas S9d oo Siwgh Sl 355 (585 (rizmen
Sl Ghles 6l adlllae o o855 4 2l
ebal el S b g @lge (B 50 5dse
obnle (o8l asslllae jo oS5 8 gl Lo
Bl p,La Conbge Sy 0aiiS olmyl 45 36 o
) 058 (55, 0T Wb g el

ol s Aliisno ;SO0 i1 ylocy pelas ~F
(Therapeutic misconception) lo,o

sbml el loys 9 gl slay e (ol S8
Blss 53 S g Ohlem ln € Sloys @alie g
potie o el 09-B e S Il 095 sl
Jlo yo GulSan g pll) abewsy Slo s @alisgu
3)ly Sy Sy S| al; Slool o VAAY

\Y"H#N oyled YV o, |5]|l b_rll.l'lj.l? .ng.l.:t\l:.l.ll


https://rjms.iums.ac.ir/article-1-6232-fa.html

[ Downloaded from rjms.iums.ac.ir on 2025-10-22 ]

b pigl 9 (b bl o (IRl

Canl 0l 3BT (V) 50l (5950 138 ol colwg 3l epmss b Jodo ol . ohlows gl (il colbs 5 (b Gimgly slancsgles ool by =Y Jode

b ol

A o Sy |y Ol 2,858 slajls
sl 003 4385 5la5 )3 3l Jlow 4 (Sley 0l

A9 b i5u b g den Slawge b g (o Lawgs axdg:
(cdlige @)lis ployy ciglae dssamman) ploy (Jsie
20,50 (yels

D (K 355 (oo 43,5 oloj o 3 & Sloeas 4
i b sl sl ST cols, 4 i cul (Ko

ol jlog Canlgd p> o Ly

culadp L) slalaaly ((Sby 30 b cip bwy
e Colin (Bgis ol g AlalST Culs) blien )y
Do

bwgs (Lt Sge 9 (oul & sl gy 9 Y gaea ||
Dgas oo 03wl el ol & Ly (S drol>

sl pgos o yiwd 1> SV gaa jodoy g coy 2)b ]
po—os el & ol (SBj slo 039 9 (el Bilgw

A o Slidss Clbgby (ool ol g Gadod 5 )b 3
> (oo fusly (pimghy VT

5 bl S ghlan a4 Sloy 08 glate 4y I oo 4y
Gl 00 a8 S jlai s

e (9> sl 5w b g 29yl (B )y by
(g ©)ljs Slados Ciglae degammay) Hhogi
D) edos JSSgy 4y (Shawn

S, S BT cols, 4 5bs

ol )\.o.g d‘.m o3l .,\..oraUa.: 9 dlo)9.\ uJLv))‘ Oygo Ao
i B Lo aseS (g3 (6la olojles Lags
e s 5 SlalST Cyls, sl @y 115, claloinl,
Sl Uisag Sge g (el &5 sl gy 9 S guame |
Do oo o0l () oS

D9 (oo 485 )l )3 ailoyre (£S5 ey (gt 4
e it Sy lpdd )3 Gl Slados L 5l ey

sobaie b dad (B

ol &5 5 5> Ly

Sl zle

Slej 0y
culs)

by
1o sloss cllis
el

SleMbl &y (aw yiawd
lo adl L)

D9 (gad 08iluy p3ye

g

.o)bsa 5 LQQT P FUVIR O E Sok
AS alwd gk B sle aieS (Ko v
= S sanl s 5o ,5 Sldes 5 g sl
Sy adsie ol as as)ls 5L0 oJb o assy
oobl a5 L aies S8 b colb agie
M_,L.Io A._Ia.o I ul-i-“)-' ‘wuo 6‘ =Lé);> u.ulss
= Sy imsss (659l (ulsd g b Jaalljgis
ol p3Y Gl Sogesl slls gSlasos slaz b
I Gegin BB (6la8 Canliw v ol o
Josdl g gas b g la8 canliw slaolys .oyls
alys e pleal s 9 2ly gy 4 s Sldes sla
au YU jo 00l S 50 sl B b sl elas” o
Colb 5 Giagh b dgie (r ()15 Hled Caas
= S L liculy ol jo oS colas 0L o
y9—iS upgi IS glalainal) o o Josdljgiws
30 OS] cog0s slosaly jo a5 il o lgd oo
Lo Sl (g3l sl (S5 ke slegy
D295 so9te dlml 0a LS o aS (gl 6,138
g5 U g, ool Ban 53 el il
g ol S cnle, U ples Lo yludl codls slas ,»

WAL s oV o5l YV 0,55 1gjl) 1xSaisja ogle alan

Pl anl &g a4 (IS ples (al g 005
el )5 Sl ped Jlow @ maly lp 005
Lapl nles lojlne ;55 5 alsio 90 ol 4 gy
oS Sypo aly ol Sl 4 gly gl Sl
sle By b 5l o 5o Gl o,es wn ez o
ol 00,5 Ol (Il sl igiy o 558
Ohle (b slaiogn ;0 25,0 Byb (n St
Ol Lo gy (il 5o 05,0 L oS aits
azml il G Sloj 5 Slilas (2yxe j0 (Fogaj]
a2go Sl S nS (oo B Sl @Y ol sl
S e by 5l (So pal l ( BT 5l
ol adlllan o &5 15 sl o] 5l lalsT culs,
5 ogi sbe Solds ailyns ol Lo asslis Ll
W2 plod po 3l Lol g 00,5 S oty oo
DT cyls, ¢ ooldl 5Ll Sloys palisegn
Dgs ezt ixe
Sl b slaregin )3 500 mee )b
4 alla 285 59 50 plejes a5 Sl Kaagh/
SR 1358 (o0 )l B s laie (sl ogilly &9 4
Gl w9 Sulb g (Regh 4 plete S0,
|, o Syl oKl « oyl Lo 8 lailiasl bl o L
3 g 0aal 3929 4 Dlagas 5 @le )l Sy

http://rjms.iums.ac.ir



https://rjms.iums.ac.ir/article-1-6232-fa.html

[ Downloaded from rjms.iums.ac.ir on 2025-10-22 ]

10. Kass NE, Faden RR, Goodman SN, Pronovost
P, Tunis S, Beauchamp TL.The research-treatment
distinction: a problematic approach for determining
which activities should have ethical oversight. 2013,
Hastings Cent. Rep.

11. Brody H, Miller FG. The research-clinical
practice distinction, learning health systems, and
relationships. Hastings Cent Rep. 2013 Sep;43(5):41-
7.

12. Moein M. Farhang-e Farsi-ye Moein. 2009.

13. World Health Organization, Council for
International Organizations of Medical Sciences.
International ethical guidelines for health-related
research involving humans. Fourth Edition. 2016.

14. Research., National Commission for the
Protection of Human Subjects of Biomedical and
Behavioral. The Belmont report: Ethical principles
and guidelines for the protection of human subjects
of research. s.: Retrieved from
https://www.hhs.gov/ohrp/regulations-and-policy/
belmont-report/read-the-belmont-report/index.html,
1979.

15. Code of Federal Regulations. Title 45: Public
Welfare, part 46. (45 CFR § 46.102)

16. Iran National Committee for Ethics in
Biomedical Research. [Rahnamaye Omoumye
Akhlaq dar Pazhouheshhaye Oloum Pezeshki Daraye
Azmoudanye Ensani]. http://ethics.research.ac.ir/,
1392.

17. king NMP, Churchil LR. Clinical research and
the patient physician relationship: the dual roles of
physician and researcher. V. A. Singer PA. The
Cambridge textbook of bioethics. s.I: Cambridge
University Press, 2008.

18. Lo B. clinical research. Lo B. Resolving ethical
dilemmas: a guide for clinicians. s.l: Lippincott
Williams & Wilkins; 2019.

19. Henderson GE, Churchill LR, Davis AM,
Easter MM, Grady C, Joffe S, et al. Clinical trials and
medical care: defining the therapeutic misconception.
PLoS Med. 2007 Nov;4(11).

20. United States governmentpp. Food & Drug
Administration. Clinical Research Versus Medical
Treatment. ( https://www.fda.gov/patients/clinical-
trials-what-patients-need-know/clinical-research-
versus-medical-treatment).

http://rjms.iums.ac.ir

O)Sed 5 055,8 Lo

i L g0sa >l aSs ail o €Lyl 5ai>
s ol S g 4l lbgran il colds
wz e 9h ol g e (o0 0 el
i 3l e yeban () les slajlns oS
A e oS .l 2l b G5 ¥ slaus
N ls Edgie 60iiS yaseie 4 YA 4 Y5
Slsie = a3l oo (G05e3] JLE o Siassy
Al = el oanis diy i (S Gl sl oS
5 b slapiegim G )RS pled o)l
s anllae ol sl o 4 il b colds

5 i)l bl g segtde (3l g, &S B3
90 Ol SSE S w2y 0 Shes sl lns
pladl 5 olu s 5l (SO e el Oleladl 51 ains
aS ol Sl sla boge;l 5l cblas g 4o
GalS sl By b by ] 4 guz 4z &
S 55 &, lgicsn sl slaiags 3 5y

B0 ,8 i yedS 0 Codlw

References

1. Beauchamp TL. The Mis (use) of Informed
Consent in Medical Research. J Int Med.
2011;269:383-.

2. Helgesson G. Can and should the research—
therapy distinction be maintained? Reflections in the
light of innovative last-resort treatment. Res. Ethics.
2019 Apr;15(2):1-4.

3. Sacristan JA. Clinical research and medical care:
towards effective and complete integration. BMC
Med Res Methodol. 2015 Dec 1;15(1):4.

4. Kowalski CJ, Hutchinson RJ, Mrdjenovich AlJ.
The ethics of clinical care and the ethics of clinical
research. J Med Philos. 2017 Jan 7;42(1):7-32.

5. Beauchamp TL. the belmont report. [book auth.]
Ezekiel J. Emanuel. The Oxford Textbook of Clinical
Research Ethics. s.l. : Oxford University Press, 2008.

6. Beauchamp TL, Saghai Y. The historical
foundations of the research-practice distinction in
bioethics. Theor Med Bioeth. 2012;33:45-56.

7. Levin RJ. the nature, scope and justification of
clinical research. Ezekiel Emanuel. The Oxford
textbook of clinical research ethics. 2008, pp. 211-21.

8. Jones JH. the tuskegee syphilis experiment.
Ezekiel J. Emanuel. the oxford textbook of clinical
research ethics. New York: Oxford university press,
2008.

9. Brandt AM. Racism and research: the case of the
Tuskegee Syphilis Study. Hastings Cent. Rep. 1978,

\Y"H#N oyled YV o, |5]|l b_rll.l'lj.l? .ng.l.:t\l:.l.ll


https://rjms.iums.ac.ir/article-1-6232-fa.html
http://www.tcpdf.org

