W

=!:

Anadbigh S pole ool
Smart University of Medical Sciences

JLHS

FAY-FAFALLE | cuodw g Goi> olelllas alxo AY=YF N N1FeF Caodlw g 9i> wlatliae dloxo | it g 33 Slio
o ) @S| e 1 SLudl sbdiges (g9 lidixs

¥ SLlguniunl g pwlo crmmo 0T 08 oSl Ao JET LoBS Cpandlins

Journal of Law & Health Studies

Ol e 3208 (Sl pole olRA1S o Sy (s 3 @M 09,5 -
Olrl sl ! gy goiundil o Sedly i 09,8 Y
Ol o)yt Al andly S 33 pole SIS (Sl 3y oSl ( eloizr ] (S iy 09,8 iy uzg oy 48 e lindiznd 35 o -V

alio WleMb| ouS>

allio Az | o b Jpame S lgreds Sloyd (39, b gyl SO (pdy Ul e 5l (S dan g o)
VEYL Y bl 45 Ll ) el ] lotigas 55y il o35 ol o glB 3150 0 e il
VY07 V,.J).n.b C")L 9 Qbﬁ‘ 4> g0 ‘5||)J¢‘> o)‘j.o.m cloaid wb e L)uJ”LA)] Sy90 6LmuLc)$ 9 Lﬁj)‘b C,u.vJaB
IASARARENEHBES Sl cales jlulss sl 5 DB alply il Gl 350 sladises

i i""‘}’ )‘| cs“'l" ¢J|)L“""’ Q‘)‘n’ 9 Q‘J]ou“ }‘ S Sy

i e 4 g ole oVlis 5 b sla oS sla i liS 5 @l (o bl il ila g

s m) ol et 5 sloys il a ool IS By 5 B Bl 5 ol o a0t

e 3 273
H

T

R :: .Cm‘omk;.u)ﬁ 5MLBA‘JJWLSL“9‘)OM>|W‘3SLQ5LJGJ‘
fo ,E:‘] Lyl ]

g BEE Ll b slaale; LS 5 2isd oo plowl il sla g, 4 Syt slagiaghy aidly
zmgaﬁz&%’j Shaktes axlpe (Soi> g (B Glagidly g Jlae op i b Gluil Gladiges 55,

%1 X T ge AT - S | 5 LlE e - : .
s Lt alalfl cols) s Bas e lie Gl Joud BB bl o 2lle 0 inge
Oyl Gl g iz 5908 5 (Kl em (5055 g (e Comdlo w36 8l 3 (gl 032 94
i gme gl i o o3l il e a5 4 Joxs]

Sty O sl 0B Cpnedlone

el e e (S pole oKl Sy ladigal 55, St laales 1 4 by Ol o ay Juugs g (51029801 b 26 S azti
kazemil338(@gmail.com : J.! 65,% izl 5 6°|}T G b & LSl > gl aolul pae slay5iS o Sl

S Silly sl b ol (Lo e el i - ‘ o .
y \~])_e‘-; b s *|$;__][J . J.o.:d.:m]ob)uwu)‘&)%J|)9|WBL»BUL>)‘Aib‘égmgsooéw[orml.bulwﬂ
QRO QG G B AULL‘”—- o

shafaghlab@yahoo.com: Jses! oolitd o> Jluos bl g0 5 Pl osie )0 AT 3,50 £9250 99 (nl e
e comdlo w3l (VLS ) g hlew (355 LS pulas (ol slacanas 9 3181
3l 51 ST culs ) il 1o b lgs oo ol 0ailes ;90 g pian sloygiS ol 138 gil8 L5 5|
b Lz adl v g5 oolaiwl 2ol ‘SQL‘.)‘T)IS 4o LaoO] a4 S Ll 9l Jo b Wl
Ll p plos ogdlas 59,5 1,3 Slais lagysasl cal 3 gyl (ssine 5 ole s ol 31 cudls

£ 9090 dlag> b5 sboay il o lse codiy] 5 o gl ol blis Lol il o35 o g
iz 2 s S5 Lis T eyl by ez wl e 08,5 Slo,edbl Sels sanles b s w8 4

lagtalesl sl (2)lse 5 Syl 5l (5T 5 550 5 gole G (ol v so9a w1 >
20,5 abdMo sy ST Cole jalaieay

sblare> ‘(_gal)‘i EEPGVES (SR LR I W51 ols; (b ‘_ng‘_;{LA)‘T)lS (ojly wuls

il oo sl 5 a5l alome ol & £l b Vi 51 o3kl 4355 ] 13T s (5] e S 5 i lallne ale sl o5 |(€6) (DB

(20 gyl ogi

OV-YED(DVE Y, Cadl 5 G s Slalllas dloea,



http://orcid.org/0000-0001-9817-0881
mailto:kazemi1338@gmail.com
mailto:shafaghlab@yahoo.com

JLHS

Journal of Law and Health studies | ISSN: 3092-6548

Original Article | JLHS, 2024, 1, 57-74

Research on human samples from a bioethical perspective

Abdul Hassan Kazemi!™ "', Ali Eslamifar?

1. Department of Medical Bioethics, Tabriz University of Medical Sciences, Tabriz, Iran
2. Clinical Research Department, Pasteur Institute of Iran, Tehran, Iran.
3. Medicine, Quran and Hadith Research Center & Department of Community Medicine, Faculty of Medicine,
Bagiyatallah Universityof Medical Sciences, Tehran, Iran.

, Mohsen Saberi Isfeedvajani®

Abstract

Background and Objective: One of the steps in accepting a drug or
treatment as a standard product or method by regulatory authorities is
conducting clinical trials on human samples. Since the certainty of the
drugs and treatments being tested has not yet been proven, there are
always risks to the individuals and samples being tested; therefore, ethics
and law require the protection of these individuals, prevention of harm,
and the compensation for damages caused by accidents.

Methods: This article is prepared based on a review of the results and
reports of clinical trials and scientific articles, and the ethical and legal
issues of therapeutic and non-therapeutic clinical trials have been
analyzed, compared, and reviewed based on compliance with bioethical
principles.

Findings: Biomedical research is conducted in a variety of ways, and
clinical trials on human subjects face the greatest number of ethical and
legal issues and challenges. The most important challenges include
unacceptable risks to participants, obtaining informed consent, especially
for mentally incompetent individuals and children, researcher negligence
or misconduct, and compensation for potential damages to participants.

Conclusion: By following the example and applying the regulations
related to clinical trials on human subjects in the European Union member
states, including the United Kingdom, not only is the right to freedom and
individual autonomy of humans respected, but the safety and well-being
of participants are also protected. These two issues are also emphasized
by the holy law of Islam. The legal issues of using individuals and special
populations such as prisoners, children, patients, and adults lacking
mental capacity have not escaped the attention of legislators in leading
countries. It is possible to use healthy individuals or their legal guardians
for their participation in clinical trials by obtaining informed consent. Of
course, the health of individuals, their material and moral rights must be
taken into account in these tests, and in addition, all conditions for
participation in clinical trials, including risks, present and future effects,
and side effects, must be fully informed to the individual, guardian, or
legal representative. Therefore, four conditions of informed consent,
protection of privacy, assurance of material and moral rights, and full
disclosure of the risks and side effects of the experiments must be
considered in order to comply with bioethics.

Keywords: Clinical trials, informed consent, incompetent individuals,
right to freedom, special populations
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