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TURK MEDENI HUKUKU PERSPEKTIiFINDEN ORGAN NAKLINDE RIZA: 2025
MEVZUAT DEGISIKLIKLERI VE VARSAYILAN RIZA SISTEMINE GECIS
TARTISMALARI

Ali Yagar CELIKEL®
OZET

Organ ve doku nakli, kisiligin ve kisilik hakkinin ayrilmaz bir parcast olan viicut
biitiinliigiine yonelik en miidahaleci tibbi islemler arasinda yer almakta ve bu nedenle hem 6zel
hukuk hem de kamu hukuku boyutlar1 olan kendine 6zgii bir hukuki rejimi gerektirmektedir.
Hatta bu niteligi geregi konu; sadece pozitif hukuk metinlerinin analiziyle sinirli kalmayan,;
teoloji ve felsefenin insanlik onuru ve bagis iizerine kurdugu kadim tartismalardan, davranigsal
iktisat ve sosyolojinin giincel verilerine kadar uzanan genis bir multidisipliner karakter
sergilemektedir. Nitekim viicut biitiinligli, 4721 sayili Tiirk Medeni Kanunu'nun (TMK) 23.
maddesi ve Anayasa'nin 17. maddesi ile mutlak bir koruma altina alinmstir.

Organ ve doku naklinin hukuka uygunlugunun temel sart1, Biyotip S6zlesmesi (Oviedo)
m. 5 ile 1979 tarihli ve 2238 sayil1 Organ ve Doku Alinmasi, Saklanmas1 ve Nakli Hakkinda
Kanun uyarinca 6zgiir ve aydinlatilmis bir riza beyaninin varligidir. Organ ve doku naklinde
Ozgiirliigiin sinirlar ve rizanin kosullari, bu diizenlemeler ¢er¢evesinde ayrintili bigimde hiikiim
altina alinmastir.

Tirkiye'de organ nakli uygulamalari, 2238 sayili Kanun kapsaminda "acik riza" (opt-
in) modeline dayandirilmistir. Tiirkiye'de organ bagisi oranlari, 6zellikle kadavradan nakillerde,
diinya standartlarinin gerisinde kalmaktadir. Saglik Bakanlig: istatistikleri, kadavradan (61l
dondr) yapilan nakillerin son bes yilda toplam nakillerin %10-15'1 bandinda seyrettigini, son
yillarda bu oranda ivmelenme goriilse de Tiirkiye'nin ihtiyacim1 karsilamaktan ¢ok uzak
oldugunu vahim bir gercek olarak ortaya sermektedir. Bu diisiik oranin altinda yatan, sosyolojik
engelleri bir tarafa birakacak olursak, en énemli hukuki engel, yakin zamana kadar kisinin
sagliginda verdigi rizanin 6liimii ardindan yakinlar1 taratindan reddedilmesiyle ortaya ¢ikan
"aile vetosu" (family veto) olgusu olmustur. Bu tikaniklik, riza mekanizmasinin etkinligini
tartismaya agarak 2025 yilindaki yasal reformlar1 zorunlu kilmistir.

Bu tebligin temel amaci; yeni yasal diizenlemelerin (Temmuz 2025 tarihli 7557 sayili
Kanun ile Eyliil 2025 tarihli Organ Nakli Hizmetleri Y 6netmeligi degisiklikleri) organ naklinde
riza kosullarim1 nasil etkiledigini ve Tiirkiye’de varsayilan riza (opt-out) sistemine gegis
tartismalarinin hukuki temellerini Tiirk Medeni Hukuku perspektifinden incelemektir.

Tebligde oncelikle canli vericiden organ alinmasindaki riza kosullar1 — ehliyet, yazili
ve bilgilendirilmis onam, akrabalik sartt ve Organ Nakli Degerlendirme Etik Komisyonu'nun
rolii — TMK m. 23 kapsamindaki kisilik hakkiyla iliskilendirilerek ele almacaktir. Oliiden
organ naklinde ise rizanin kime ait oldugu ve beyin Oliimii tespitinin hukuki sonuglari
incelenecektir.

Ardindan, 21 Temmuz 2025 tarihinde yiiriirliige giren 7557 sayili Kanun ile getirilen
dijital riza mekanizmas1 degerlendirilecektir. Bu diizenlemeyle organ bagisi beyanlarinin
giivenli kimlik dogrulama yontemleriyle e-Devlet ve e-Nabiz sistemleri iizerinden dijital olarak
verilebilmesinin 6nii agilmistir; bagiscinin sagliginda agikladig iradenin, 6liimiinden sonra aile
vetosuna (yakinlarin rizasi) takilmaksizin mutlak surette uygulanmasi saglanmistir. Bu gelisme,

: Dr. Ogr. Uyesi, Altinbas Universitesi Hukuk Fakiiltesi, Medeni Hukuk Anabilim Dali, ORCID: 0000-0002-
0654-395X, E-posta: alicelikel@gmail.com.



post-mortal kisilik hakkini ve birey otonomisini aile iradesine karsi giiclendiren 6nemli bir adim
olarak degerlendirilmektedir.

Calismanin diger odak noktasi, 26 Eyliil 2025 tarihli Resmi Gazete'de yayimlanan
Organ Nakli Hizmetleri Yonetmeliginde yapilan degisiklikle organlar1 nakledilen bagiscilarin
es ve birinci derece yakinlarina, gelecekte ihtiya¢c duymalar1 halinde ulusal bekleme listesinde
acil hastalardan sonra gelmek {izere "Oncelik hakki" taninmasidir. BOylece organ bagisi
ylzyillardir dayandigi saf digerkamlik (altruizm) temelinden uzaklastirilarak; diinyada
ozellikle Israil uygulamasinda basariyla test edilen ve aile onay oranlarmi artiran "karsilikli
digerkamlik" (reciprocal altruism) esasia dayali pragmatik bir tesvik modeline gecilmistir.
S6z konusu modelin adalet, anayasal esitlik ve tip etigi ilkeleriyle bagdasip bagdasmadigi ise
farkli disiplinlerin tartisma alaninda yer almasi sebebiyle bu tebligin kapsami disinda
tutulmustur.

Uluslararasi uygulamalar; rizanin agik¢a beyanini arayan “agik riza” (opt-in), aksi beyan
edilmedikge rizay1 varsayan “varsayilan riza” (opt-out) ve aile goriisiinlin de siirece dahil
edildigi karma (soft opt-out) sistemler olmak {izere ii¢ temel model etrafinda sekillenmektedir.
Calismamizda; varsayilan riza sisteminin dondr oranlarini artirma potansiyeline karsin,
Brezilya’nin 1997 yilindaki basarisiz tecriibesinde goriildiigii {izere, toplumsal mutabakat ve
kamuoyu destegi saglanmadan yapilan ani yasal degisikliklerin ret oranlarini artirabildigine
iliskin saptamalara da yer verilecektir.

Bu kapsamda, Tiirkiye’nin tam bir varsayilan riza modeline gegisinin; Tiirk Anayasasi
ve Medeni Hukuk sisteminin temelini olusturan kisilik hakki ve aydinlatilmis onam
prensipleriyle ¢atisma potansiyeli tartismaya acilacak ve 2025 yilinda hayata gegirilen dijital
riza ile aile onceligi tesviklerinin, Tiirk hukuk sisteminin degerler diinyasiyla catismadan
kadavra donor sayilarini artirmada daha dengeli ve etkili bir hibrit ¢6ziim sunup sunamayacagi
irdelenecektir.

ANAHTAR KELIMELER: Organ Nakli Hukuku, Kisilik Hakki, Varsayilan Riza
(Opt-out) Sistemi, Aile Vetosu, Dijital Riza

CONSENT IN ORGAN TRANSPLANTATION FROM THE PERSPECTIVE OF
TURKISH CIVIL LAW: 2025 LEGISLATIVE AMENDMENTS AND DEBATES ON
THE ADOPTION OF THE OPT-OUT SYSTEM

ABSTRACT

Organ and tissue transplantation represents one of the most intrusive medical
interventions into bodily integrity—an inseparable component of personality rights.
Consequently, it necessitates a unique legal regime encompassing both private and public law
dimensions. By its nature, this subject exhibits a broad multidisciplinary character, extending
from ancient theological and philosophical debates regarding "human dignity" to contemporary
data from behavioral economics and sociology. Bodily integrity is under absolute protection by
Article 23 of the Turkish Civil Code (TCC) and Article 17 of the Constitution.

The fundamental legal requirement for such interventions, as stipulated by Article 5 of
the Oviedo Convention and Law No. 2238, is the presence of free and informed consent.

In Turkey, organ transplantation practices have traditionally been based on the 'opt-in'
(explicit consent) model under Law No. 2238. However, deceased donor rates significantly lag
behind international standards. Health Ministry statistics reveal a grim reality: deceased
donations have hovered around 10-15% of total transplants over the last five years, remaining
far from meeting the country's needs despite a recent upward trend. Setting aside sociological



barriers, the primary legal obstacle until recently has been the 'family veto'—a phenomenon
where the deceased's prior consent was overridden by relatives. This bottleneck challenged the
efficacy of the consent mechanism and necessitated the legal reforms of 2025.

This study systematically examines the consent models in Turkish law through the lens
of the landmark 2025 legislative reforms. It evaluates the "digital consent mechanism"
introduced by Law No. 7557, which enables organ donation declarations via e-Government (e-
Devlet) and ensures the absolute enforcement of the donor’s will, effectively bypassing the
family veto and strengthening post-mortal personality rights.

Another focus of the study is the granting of "priority rights" on the national waiting
list—following urgent patients—to the spouses and first-degree relatives of donors whose
organs have been transplanted, as per the amendment to the Regulation on Organ
Transplantation Services published in the Official Gazette on September 26, 2025.
Consequently, organ donation has shifted from its centuries-old foundation of "pure altruism"
toward a pragmatic incentive model based on '"reciprocal altruism," which has been
successfully tested in international practices—most notably in the Israeli system—to increase
family consent rates.

International practices are shaped around three fundamental models: 'explicit consent'
(opt-in), which requires a clear declaration of consent; 'presumed consent' (opt-out), which
assumes consent unless declared otherwise; and hybrid systems (soft opt-out), which involve
the family's opinion in the process. The study observes that, despite the potential of the
presumed consent system to increase donor rates, sudden legal shifts implemented without
social consensus and public support can lead to increased refusal rates, as evidenced by Brazil's
unsuccessful experience in 1997.

In this context, the potential conflict between Turkey's transition to a full presumed
consent model and the principles of personality rights and informed consent—which form the
foundation of the Turkish Constitution and Civil Law system—will be discussed; and it will be
examined whether the digital consent and family priority incentives introduced in 2025 can
offer a more balanced and effective hybrid solution to increase deceased donor numbers without
conflicting with the value system of Turkish law."

KEYWORDS: Organ Transplantation Law, Personality Rights, Opt-out System,
Family Veto, Digital Consent.



ORGANOID ZEKA (OI) CALISMALARINDA HUCRE DONORLERININ
AYDINLATILMASI VE RIZA MODELI UZERINE BiR DEGERLENDIRME

Adem YELMEN"
OZET
Giris ve Teknolojik Arka Plan

Biyoteknoloji ve yapay zeka (YZ) sistemlerindeki eszamanli ilerlemeler, "biyo-
hesaplama" adi verilen yeni bir bilimsel disiplinin dogmasina zemin hazirlamistir. Bu baglamda
ortaya c¢ikan ve norobilimin en ¢arpici gelismelerinden biri olan "Organoid Zeka" (Organoid
Intelligence - OI), insan kaynakli pluripotent kok hiicrelerden elde edilen ii¢ boyutlu beyin
organoidlerinin, makine Ogrenmesi sistemleri ve mikroelektrot dizilimleriyle entegre
edilmesini ifade etmektedir. Geleneksel silikon tabanli islemcilerin aksine, insan beyninin essiz
enerji verimliligini, 6grenme kapasitesini ve noral plastisitesini laboratuvar ortaminda
modellemeyi hedefleyen bu yapilar; biyolojik donanim ile algoritmik yazilimi bir araya
getirmektedir. Ancak bu devrim niteligindeki teknoloji, yalnizca bilimsel degil; tip hukuku,
biyoetik ve medeni hukuk alanlarinda da daha oOnce karsilasilmamis karmasik normatif
sorunlar1 beraberinde getirmektedir.

Hiicrenin Hukuki Niteligi ve Organoidin Statiisii

Sorunlarin temelinde, organoid zeka insasinda kullanilan yapitaglarinin sentetik
materyaller degil, dogrudan insan donorlerden (cogunlukla minimal invaziv yontemlerle alinan
deri veya kan hiicrelerinden) hiicresel yeniden programlama yoluyla elde edilmis olmasi
yatmaktadir. Tiirk Medeni Kanunu (TMK) ¢er¢evesinde insan viicudundan ayrilan parcalar
(hiicre, doku, organ) kisinin genetik sifresini barindirdigi i¢in salt bir malvarligi degeri olarak
goriilemez; dogrudan kisilik haklarinin korumasi altindadir (TMK m. 23 vd). Beyin
organoidlerinin hiicresel diizeyde ¢ogalmasi, kendi kendine organize olarak noral aglar kurmasi
ve nihayetinde bir yapay zeka algoritmasiyla etkilesime girerek basit bir "6grenme ve hafiza"
yetisine ulagma ihtimali, biyolojik materyal ilizerindeki miilkiyet ve kisilik hakki tartismalarini
yepyeni bir boyuta tasimaktadir.

Aydinlatma ve Rizaya Yonelik Yeni Kriterler

Tebligin ana odak noktasini, organoid zeka arastirmalari amaciyla hiicre veren
donorlerin aydinlatilmasi1 ve hukuken gecerli bir rizanin insasini olusturmaya yonelik
degerlendirmek yapmaktir. Klasik tibbi miidahalelerde ve standart biyobanka bagislarinda
uygulanan tek seferlik ve genis kapsamli aydinlatma formlari, organoid zeka arastirmalarinin
dinamik ve ongdrillemez dogas1 karsisinda yetersiz kalmaktadir. Hasta haklar1 mevzuati ve
genel hukuk ilkeleri 15181nda, kisinin kendi biyolojik materyali iizerindeki "kendi gelecegini
belirleme hakk1", bu materyalin gelecekte islem giicii yiiksek biyolojik bir donanima doniisme
thtimalini kapsayacak sekilde genisletilmelidir. Hiicre bagiscisi; bagisladigi dokunun standart
bir in vitro testte kullanilmanin Otesine gegerek, insan beyninin belirli islevlerini taklit
edebilecek bir organoid zekdya entegre edilebilecegi hususunda higbir slipheye yer
birakmayacak aciklikta, spesifik olarak aydinlatilmalidir.

" Dr. Ogr. Uyesi, Eskisehir Osmangazi Universitesi Hukuk Fakiiltesi, Medeni Hukuk Anabilim Dali, ORCID:
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Noroteknoloji, Zihinsel Mahremiyet ve Beyin Verisinin Korunmasi

Organoid zekad arastirmalarinda aydinlatma yiikiimliiliigii, salt fiziksel hiicrenin
kullanimi ile sinirli tutulamaz; konu "zihinsel mahremiyet" ve "beyin verisi" kavramlariyla
dogrudan iliskilidir. Noroteknolojilerin vardigi bu ileri asamada, beyin organoidleri dondriin
genetik ve epigenetik altyapisini tasidigi i¢in, bu hibrit yapilardan elde edilecek ndrofizyolojik
reaksiyonlar ve elektriksel ciktilar, donoriin norolojik profiline, bilissel yatkinliklarina veya
potansiyel hastaliklarina dair son derece hassas "beyin verileri" iiretebilmektedir. Bagislanan
bir hiicreden tiiretilen laboratuvar ortamindaki noral agin {irettigi algoritmik ve biyolojik
sinyallerin miilkiyetinin ve veri gizliliginin kime ait oldugu sorunu, riza siirecinin ayrilmaz bir
parcasi olarak ele alinmalidir. Dondriin salt genetik degil, zihinsel mahremiyetinin de ihlal
edilmemesi i¢in, rizanin smirlar1 klasik kisisel veri koruma hukuku standartlarinin Gtesine
gecerek noro-hukuk perspektifiyle yeniden ¢izilmelidir.

Dinamik Riza Modeli ve Sonug¢

Bu baglamda tebligde, teknolojik gelismenin 6niinii kesmeden bagis¢1 haklarini azami
Olclide koruyacak bir "dinamik riza" modelinin gerekliligi tartisilacaktir. Dinamik riza,
hiicrenin kullanim amacinda gergeklesen radikal teknolojik sigramalarda bagis¢inin rizasinin
dijital platformlar {izerinden giincellemesine, arastirma kapsamini daraltmasina veya tamamen
geri ¢gekmesine olanak taniyan, seffaf ve siirekli bir yonetisim mekanizmasidir. Sonug olarak
tebligde, organoid zeka ve yapay zeka kesisiminde yer alan bu faaliyetlerin, tip hukuku ve
medeni hukuktaki riza paradigmasini nasil test ettigi ortaya koyulmakta ve hiicre donorlerinin
salt bir materyal kaynag1 olarak degil, zihinsel mahremiyetleri baglaminda siirecin bilingli
paydaslar1 olarak konumlandirilmasini savunan yeni bir hukuki ¢ergceve dnerilmektedir.

Anahtar Kelimeler: Organoid Zeka, Islak Donanim, Aydimnlatilmis Riza, Zihinsel
Mahremiyet, Beyin Verisi

AN EVALUATION ON THE INFORMING OF CELL DONORS AND THE
CONSENT MODEL IN ORGANOID INTELLIGENCE (OI) RESEARCH

ABSTRACT
Introduction and Technological Background

Simultaneous advancements in biotechnology and artificial intelligence (Al) systems
have paved the way for the emergence of a new scientific discipline known as "bio-computing."
In this context, "Organoid Intelligence" (OI), one of the most striking developments in
neuroscience, refers to the integration of three-dimensional brain organoids—derived from
human-sourced pluripotent stem cells—with machine learning systems and microelectrode
arrays. Unlike traditional silicon-based processors, these structures, which aim to model the
unique energy efficiency, learning capacity, and neural plasticity of the human brain in a
laboratory environment, bring together biological hardware and algorithmic software.
However, this revolutionary technology brings with it unprecedented and complex normative
issues not only in the scientific realm but also in the fields of medical law, bioethics, and civil
law.

The Legal Nature of the Cell and the Status of the Organoid

At the root of these issues lies the fact that the building blocks used in the construction
of organoid intelligence are not synthetic materials, but are obtained directly from human
donors (mostly skin or blood cells collected via minimally invasive methods) through cellular
reprogramming. Within the framework of the Turkish Civil Code (TMK), separated body parts



from the human body (cells, tissues, organs) cannot be viewed merely as an asset since they
contain the genetic code of the individual; they are directly under the protection of personality
rights (TMK Art. 23 et seq.). The possibility of brain organoids multiplying at the cellular level,
self-organizing to establish neural networks, and eventually interacting with an Al algorithm to
achieve a basic "learning and memory" capability elevates the debates on property and
personality rights over biological materials to an entirely new dimension.

New Ceriteria for Informing and Consent

The main focus of this paper is to evaluate the informing of donors who provide cells
for organoid intelligence research and the establishment of a legally valid consent. The one-
time and broad informed consent forms traditionally applied in classical medical interventions
and standard biobank donations fall short against the dynamic and unpredictable nature of
organoid intelligence research. In light of patient rights legislation and general legal principles,
the individual's "right to self-determination" over their own biological material must be
expanded to encompass the possibility of this material transforming into high-processing
biological hardware in the future. The cell donor must be specifically and unambiguously
informed that their donated tissue may go beyond being used in a standard in vitro test and
could be integrated into an organoid intelligence capable of mimicking certain functions of the
human brain.

Neurotechnology, Mental Privacy, and the Protection of Brain Data

In organoid intelligence research, the obligation to inform cannot be limited merely to
the physical use of the cell; the issue is directly related to the concepts of "mental privacy" and
"brain data." At this advanced stage of neurotechnology, since brain organoids carry the genetic
and epigenetic background of the donor, the neurophysiological reactions and electrical outputs
obtained from these hybrid structures can generate highly sensitive "brain data" regarding the
donor's neurological profile, cognitive predispositions, or potential diseases. The issue of who
owns the algorithmic and biological signals produced by the in vitro neural network derived
from a donated cell, and the data privacy of these signals, must be addressed as an integral part
of the consent process. To ensure that not only the genetic but also the mental privacy of the
donor is not violated, the boundaries of consent must be redrawn from a neuro-law perspective,
transcending classical personal data protection law standards.

Dynamic Consent Model and Conclusion

In this context, the paper will discuss the necessity of a "dynamic consent" model that
will maximally protect donor rights without hindering technological progress. Dynamic consent
is a transparent and continuous governance mechanism that allows the donor to update, narrow
the research scope of, or completely withdraw their consent via digital platforms in the event
of radical technological leaps in the intended use of the cell. Consequently, the paper
demonstrates how these activities at the intersection of organoid intelligence and artificial
intelligence test the consent paradigm in medical and civil law, and proposes a new legal
framework advocating for the positioning of cell donors not merely as a material source, but as
conscious stakeholders of the process in the context of their mental privacy.

Keywords: Organoid Intelligence, Wetware, Informed Consent, Mental Privacy, Brain
Data



AYDINLATILMIS RIZA BAGLAMINDA HASTANIN DENEME HAKKININ CEZA
HUKUKU VE ETiK BOYUTLARI

Alev OZEROGLU"
Giirkan SERT"
OZET

Saglik hizmetlerine erisim, saglik hakkinin temel bilesenlerinden biridir. Bu kapsamda
ilaca erisim, saglik hakkinin etkin bi¢imde kullanilabilmesi ve hayata gecirilebilmesi agisindan
temel bir insan haklar1 meselesi olarak kabul edilmektedir. Saglik hukuku literatiiriinde ilaca
erisim, yalnizca tedaviye fiili ulasim ile sinirli olmayip; genisletilmis erisim programlari,
deneme hakk1 (right-to-try) ve klinik arastirmalar disindaki deneysel tedavilere erisim,
bilimden yararlanma hakki gibi kavramlarla da iligskilendirilmektedir. Genisletilmis erigim ve
deneme hakki, standart tedavi secenekleri bulunmayan hastalarin deneysel ilaglara ulagsmasini
saglayan dnemli mekanizmalar olarak ortaya ¢ikmistir. Deneme hakki ise, 6zellikle diizenleyici
onay siirecleri disinda, belirli kosullar altinda hastalarin deneysel tedavilere erisimini miimkiin
kilmaktadir. Bu yaklasimlar, saglik hakkiyla baglantili olarak bilimsel ilerlemeden yararlanma
hakkinin bir uzantisi niteliginde degerlendirilmekte ve hastalarin tedaviye erisimini destekleyen
tamamlayic1 araglar olarak kabul edilmektedir. Ozellikle ABD’de deneme hakki ve
genisletilmis erisim uygulamalarina yonelik artan yasal ve akademik calismalar, kiiresel saglik
hukuku tartigmalarin1 dogrudan etkilemekte; bu durum, farkli hukuk sistemlerinde oldugu gibi
Tirkiye’de de ilaca erisim, hasta haklar1 ve hekimin sorumlulugu baglaminda benzer
tartismalarin glindeme gelmesine neden olmaktadir.

Hastanin saglik hakki kapsaminda degerlendirilen deneme hakki, hekim acisindan
aydinlatilmis onamin kapsami ve sinirlarina iligkin  6nemli tartigmalar1 beraberinde
getirmektedir. Ozellikle alternatif veya deneysel tedavi seceneklerinin séz konusu oldugu
durumlarda, hekimin bu farkli tedavi bigimleri hakkinda hastay1 ne 6lgiide bilgilendirmekle
yukiimlii oldugu ceza hukuku bakimindan belirleyici bir sorun olarak ortaya ¢ikmaktadir. Bu
baglamda, yeterli aydinlatmanin yapilmamasi veya hastanin deneme hakkini bilingli sekilde
kullanmasinin engellenmesi halinde, tibbi miidahalenin hukuka uygunlugu ve buna bagli olarak
hekimin ceza sorumlulugu giindeme gelebilecektir. Ote yandan etik agidan hekimin, hastanin
ozerkligine saygi gosteren, riskleri ve belirsizlikleri agik¢a ortaya koyan ve hastayi
yonlendirmekten ziyade bilgilendirmeyi esas alan bir tutum benimsemesi gerekmektedir.

Calismada, 2020 yil1 ve sonrasi ulusal ve uluslararasi literatiir taranarak konuya iliskin
giincel yaklasimlar incelenecek; bu kapsamda hastanin deneme hakki baglaminda ortaya ¢ikan
ceza hukuku ve etik sorunlar tespit edilerek degerlendirmeye tabi tutulacaktir.

Anahtar Kelimeler: Aydinlatiimis onam, genisletilmis erisim, deneme hakki, riza, etik

" Dr. Ogr. Uyesi, Ozyegin Universitesi, ORCID: 0000-0003-1383-6811, alev.ozeroglu@ozyegin.edu.tr.
- Prof. Dr., Marmara Universitesi, ORCID: 0000-0002-0970-8406, gsert@marmara.edu.tr.



THE CRIMINAL LAW AND ETHICAL DIMENSIONS OF THE PATIENT’S RIGHT-
TO-TRY IN THE CONTEXT OF INFORMED CONSENT

ABSTRACT

Access to healthcare is one of the fundamental components of the right to health. Within
this framework, access to medicines is regarded as a fundamental human rights issue for the
effective exercise and realization of the right to health. In the health law literature, access to
medicines is not limited to the actual availability of treatment; it is also associated with concepts
such as expanded access programs, the right-to-try, access to experimental treatments outside
clinical trials, and the right to benefit from scientific progress. Expanded access and right-to-
try mechanisms have emerged as important pathways enabling patients with no satisfactory
standard treatment options to obtain access to investigational medicines. In particular, the right-
to-try allows eligible patients to access experimental treatments under certain conditions outside
ordinary regulatory approval processes. These approaches are considered extensions of the right
to benefit from scientific progress in connection with the right to health and are regarded as
complementary tools supporting patients’ access to treatment. The growing legislative and
academic interest in right-to-try and expanded access programs, particularly in the United
States, has significantly influenced global health law debates and has likewise prompted
discussions in Tiirkiye concerning access to medicines, patients’ rights, and physicians’
responsibilities.

As an aspect of the patient’s right to health, the right-to-try raises important questions
regarding the scope and limits of informed consent from the physician’s perspective.
Particularly where alternative or experimental treatment options are available, the extent to
which physicians are obliged to inform patients about such options constitutes a significant
issue in criminal law. In this regard, the failure to provide adequate information or the
obstruction of a patient’s informed exercise of the right-to-try may call into question the
lawfulness of the medical intervention and, consequently, give rise to potential criminal liability
on the part of the physician. From an ethical perspective, physicians are expected to respect
patient autonomy, clearly disclose risks and uncertainties, and prioritize comprehensive
information-sharing rather than directing patients toward a particular treatment choice.

This study examines contemporary approaches to the subject through a review of
national and international literature published from 2020 onward. It aims to identify and
evaluate the criminal law and ethical issues arising in the context of the patient’s right-to-try.

Keywords: informed consent, expanded access, right-to-try, consent, ethics



ENDiIiKASYON DISI iLAC KULLANIMINDA AYDINLATMA VE RIZA: TCK m. 187
BAGLAMINDA BiR DEGERLENDIRME

Sinan BAYINDIR®
OZET

Bu bildiride endikasyon dis1 ilag kullanimi 6zelinde ilag iireticisinin, hekimin ve
eczacinin aydmlatma yiikiimliliiglinlin kapsam ve igerigi ortaya konulmaktadir. Bunun
ardindan Tirk Ceza Kanunu’nun 187. maddesindeki “kisilerin hayatin1 ve saglhigini tehlikeye
sokacak bi¢imde ila¢ yapma veya satma” sucunu, endikasyon dis1 (off-label) ilag kullanimi
baglaminda incelenmesi amaglanmaktadir. Hastaliklarin tedavisinde kullanilacak ilacin o
hastalik bakimindan endikasyon sartini karsilamasi ve bilimsel ¢alismalarla kanitlanmis ve
standart doz belirlenerek ruhsatlandirilmis olmasi esastir. Endikasyon dis1 ilag kullanimi, ilacin
ruhsatsiz olarak kullanimi olmayip, ruhsat dis1 kullanimi ifade eder. Bu kullanimin dayanagi
hekimin tedavi Ozgiirliigiidiir. Diger bir ifadeyle hekimlerin sadece ilaglari ruhsatlarinda
belirtilen endikasyonlar i¢in regete etme zorunlulugu bulunmamaktadir. Benzer sekilde
hekimin bu 6zgiirliigli dolayisiyla endikasyon disi ilag kullanma zorunlulugu da séz konusu
degildir.

1982 Anayasasi’nin 17. maddesinin ikinci fikrasinda “7Tibbi zorunluluklar ve kanunda
vazilt haller disinda, kiginin viicut biitiinliigiine dokunulamaz, rizasi olmadan bilimsel ve tibbi
deneylere tabi tutulamaz” denilmistir. Ila¢ tedavisi de hukuki mahiyeti itibartyla bir tibbi
miidahale olmasi nedeniyle tibbi miidahale i¢in aranan yasal sartlarin tamamini tasimasi
gerekir. Bu sartlardan biri de kuskusuz kisinin aydinlatilmis rizaya dayali onamidir. Aydinlatma
yukiimliigii etik ve ayn1 zamanda hukuksal bir yiikiimliiltiktiir.

Giiniimiizde 6zellikle onkoloji, pediatri ve nadir hastaliklar alaninda endikasyon dis1
ilag kullanim1 yaygin bir uygulama olarak karsimiza ¢ikmaktadir. Bu kullanimda 6zellikle
cocuklar iizerinde yapilacak deney ve denemelerin siki sartlara tabi olmasit ve klinik
arastirmalarin uzun ve yiiksek maliyetli olmasi etkili olmaktadir. Endikasyon dis1 ilag
kullaniminin birtakim avantajlari yaninda énemli dezavantajlar1 bulunmaktadir. Bu durum,
meselenin ila¢ hukukuna iliskin cezai normlar bakimindan degerlendirilmesini zorunlu
kilmaktadir.

TCK m. 187 hiikkmiinde sugun olusabilmesi i¢in ilacin “kisilerin hayatini ve sagligini
tehlikeye sokacak bicimde” {iretilmesi veya satilmasi gerekmektedir. Bu baglamda, endikasyon
dis1 ilag kullaniminin otomatik olarak sug teskil ettigi sdylenemez. Zira bu tiir kullanim ¢ogu
zaman ilacin ruhsatinda yer alan kullanim alanlar1 disinda olmakla birlikte, bilimsel literatiir ve
siirlt da olsa bazi klinik deneylerle desteklenmektedir. Dolayisiyla, burada belirleyici olan
husus, somut olayda ilacin kullaniminin gergekten kisilerin hayati ve sagligi bakimindan bir
tehlike dogurup dogurmadigi ve bu tehlikenin objektif olarak 6ngoriilebilir olup olmadigidir.

Endikasyon dis1 ila¢ kullaniminda aydinlatma yiikiimiiniin daha genis ve kapsamli
yapilmast gerekir. Endikasyon disi ila¢ kullanimi agisindan aydinlatma yiikiimliligi ilag
iireticisi hekim ve eczac1 bakimindan ele alinmasi gereken bir konudur. Oncelikle ilag iireticisi
bakimindan piyasaya siirmeyi diisiindiigii ilacla ilgili olarak sadece endikasyonlarina iliskin
klinik arastirma yapma ylkiimliiligii s6z konusu olmaktadir. Diger bir ifadeyle ilag {ireticisinin
aydinlatma yiikiimliiliigl iddia edilen endikasyonla sinirli olup iiretici bunu ilag ambalaji ve
regetesinde yer alan bilgiler yoluyla yerine getirir. Bir ilacin bir¢ok endikasyon igermesine
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ragmen ilag iireticileri recetede sadece ilacin en etkili oldugu alana iliskin ruhsat basvurusu
yapmaktadirlar. Zira her bir endikasyon ayr1 bir klinik aragtirmay1 gerektirebilmektedir. Burada
ilag tireticisinin aydinlatma yiikiimliiliigiintin siir1 bilimin geldigi asamaya gore belirlenecek
olup bilimsel temele dayanmayan bilgilendirmeler ilag iireticisinin sorumlulugunu giindeme
getirebilecektir. Ilacin ruhsatinda belirtilen kullanim alanlar1 ve kullanim sekilleri disinda bir
alanda veya sekilde kullanilmasindan kural olarak ilag iireticisi sorumlu degildir. Ancak eger
ilag Uireticisi tarafindan ilacin endikasyon dis1 kullanim1 sonucunda ortaya ¢ikabilecek risklerin
bilinmesi 6ngdriilmesi veya klinik arastirmalar sonucu fark edilmesi hallerinde bunlara iliskin
gerekli onlemlerin alinmamasi halinde ilag iireticisinin sorumlulugu giindeme gelecektir.

Hekim bakimindan ise 6ncelikli olarak s6z konusu ilaci ruhsatsiz degil; ruhsat disi
kullaniminin olacag1 konusunda hasta bilgilendirilmelidir. Burada 6zellikle ilaca iliskin klinik
arastirmalarin sadece ruhsatta belirtilmis olan endikasyonlarla siirli oldugu s6z konusu
kullanimin ruhsat dis1 bir kullanim olacagi acikca belirtilmelidir. Genellikle tedavi siirecinin
son asamasi olan ilag tedavisi siirecinde ise ilacin regete edilmesinde de aydinlatma
yiikiimliiliigii devam etmektedir. Oyle ki hekim burada regete edilen endikasyon disi ilacin
kullanim sekli, dozu, yan etkileri ve diger ilaglarla etkilesimi hakkinda hastay1 tam ve dogru bir
sekilde bilgilendirerek bu surette rizasim almas1 gerekir. Ogretide endikasyon dis1 kullanimi
cok yaygin olan bir ila¢ bakimindan hastanin ayrica bilgilendirilmesinin gerekip gerekmedigi
konusunda farkli goriisler mevcuttur. Ancak nihai kertede hekimin buradaki aydinlatmasinin
kapsaminin sinir1, tip biliminin ulastig1 seviyede bilinen ve ongoriilebilen bilgiler olup heniiz
bilimsel olarak ortaya konulmamis kullanima bagl birtakim zararlarin ileride ortaya ¢ikmasi
hekimin aydinlatma yiikiimliligiinii geregi gibi yerine getirmedigi anlamina gelmeyecektir.
[lag iireticisinin endikasyon dis1 kullanimlara yonelik uyarilarina ragmen veya endikasyon dis1
kullanilmayacaginin belirtilmis olmasina ragmen kullanilmasi halinde hekimin sorumlulugu
giindeme gelecektir.

Ceza hukuku acisindan degerlendirmede en Onemli Olgiitlerden biri de “tibbi
standartlara uygunluk”tur. Hekimin endikasyon dis1 ila¢ kullanimina basvurmasi, eger giincel
tibbi bilgiler, bilimsel calismalar ve mesleki kilavuzlarla uyumlu ise, bu durumda fiilin hukuka
uygun oldugu kabul edilmelidir. Ulkemizde onayli endikasyon dahilinde ilagla tedavisi
miimkiin olan hastaliklar i¢in endikasyon dis1 ila¢ kullanimi ancak bilimsel veriler
dogrultusunda belirgin avantaj saglayan tedavi segenekleri olmasi1 durumunda, Kurum (TITCK)
tarafindan degerlendirilir. Bu ¢ercevede, hekimin aydinlatilmis onam almasi, alternatif tedavi
yontemlerini degerlendirmesi ve hastanin yararin1 gdzetmesi biiylik 6nem tagir. Aksi halde,
Ozellikle bilimsel temelden yoksun, uygulamalar, TCK m. 187 kapsaminda degerlendirilerek
cezai sorumluluga yol acabilir.

TCK m. 187°deki sug¢, mahsus su¢ olmayip sucun faili herkes olabilir. Eger eczaci
tarafindan doktor recetesi olmaksizin endikasyon disi ilag tiretilmesi veya satilmasi s6z konusu
ise bu durumda TCK m. 187’deki su¢ olusabilecektir. Ancak eczaci tarafindan hekimin
diizenlemis oldugu regeteye uygun olarak ilag liretilmesi veya satilmasi halinde eger s6z konusu
ilag kisilerin hayati ve sagligi bakimindan tehlike olusturmuyorsa fiill hukuka uygun
olacaktir. Esasen endikasyon dis1 ilag kullanimi tek bagina sug¢ olusturmayip, yasal sartlarin
yerine getirilmis olmasi halinde hekimin tedavi 6zgiirliigii kapsaminda fiil hukuka uygun
olacaktir. Ancak belirtelim ki eger s6z konusu ilag kisilerin hayati ve sagligi bakimindan tehlike
olusturacak nitelikte ise gene TCK m. 187°deki su¢ olusabilecektir. Ayrica zarar neticesinin
gerceklesmesi  durumunda taksirle yaralama veya Oldiirme suglar1 bakimindan da
degerlendirme yapilmasi miimkiindiir.

Sonug olarak, endikasyon dis1 ilag kullanimi ile TCK m. 187 arasindaki iliski, mutlak
bir yasak veya serbestlik {iizerinden degil, somut olaymn oOzellikleri ¢er¢evesinde
degerlendirilmelidir. Ceza hukuku, tibbi uygulamalar1 ve ilag kullanimlarin1 gereksiz sekilde
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sinirlamamali; ancak bireylerin hayat ve saglik hakkini koruma islevini de ihmal etmemelidir.
Bu nedenle, normun uygulanmasinda tip biliminin gerekleri ile ceza hukukunun koruma amaci
arasinda dengeli bir yaklasim benimsenmelidir. Ayrica endikasyon dis1 ilag kullanimi sartlari
varsa TCK m. 90 hiikkmiindeki insan {izerinde deney/deneme sugu kapsaminda
degerlendirilebilecektir.

ANAHTAR KELIMELER: Aydinlatma, Riza, Halk saglhig1, Sug, Saglik hakki, Tibbi
endikasyon, Endikasyon dis1 ilag kullanimu.

INFORMED CONSENT IN THE OFF-LABEL USE OF MEDICATIONS: AN
ANALYSIS UNDER ARTICLE 187 OF THE TURKISH PENAL CODE

ABSTRACT

This paper examines the scope and content of the duty to inform regarding off-label
drug use, specifically as it pertains to the drug manufacturer, the physician, and the pharmacist.
Subsequently, the aim is to examine the offense of “manufacturing or selling drugs in a manner
that endangers the life or health of individuals,” as defined in Article 187 of the Turkish Penal
Code, within the context of off-label drug use. It is fundamental that a drug used to treat a
disease meets the indication criteria for that disease and has been licensed based on scientific
studies with a standardized dose established. Off-label drug use does not refer to the
unauthorized use of a drug but rather to its use outside the scope of its approved indication.
This practice is grounded in the physician’s freedom of treatment. In other words, physicians
are not obligated to prescribe drugs solely for the indications specified in their licenses.
Similarly, there is no obligation for physicians to use drugs off-label due to this freedom.

Article 17, paragraph 2 of the 1982 Constitution states: “Except in cases of medical
necessity or as provided by law, no one may be subjected to interference with their bodily
integrity; nor may they be subjected to scientific or medical experiments without their consent.”
Since drug treatment is, by its legal nature, a medical intervention, it must meet all the legal
requirements for a medical intervention. One of these requirements is, without a doubt, the
individual’s informed consent. The duty to inform is both an ethical and a legal obligation.

Today, off-label drug use is a common practice, particularly in the fields of oncology,
pediatrics, and rare diseases. This is largely due to the strict conditions governing clinical trials
involving children and the fact that clinical research is both lengthy and costly. While off-label
drug use has certain advantages, it also presents significant disadvantages. This situation
necessitates an evaluation of the issue in light of criminal provisions under pharmaceutical law.

Under Article 187 of the Turkish Penal Code, for a crime to be established, the drug
must be manufactured or sold in a manner that “endangers the lives and health of individuals.”
In this context, it cannot be said that off-label drug use automatically constitutes a crime. This
is because such use, while often falling outside the scope of the drug’s approved indications, is
supported by scientific literature and, albeit limited, some clinical trials. Therefore, the decisive
factor here is whether the use of the drug in the specific case actually poses a danger to people’s
lives and health and whether this danger is objectively foreseeable.

The duty to provide information on off-label drug use must be broader and more
comprehensive. This is an issue that must be addressed by drug manufacturers, physicians and
pharmacists. Firstly, the drug manufacturer is obliged to conduct clinical trials only on the
intended uses of the drug. In other words, the manufacturer's duty to inform is limited to the
claimed indication, and this duty is fulfilled through the information provided on the packaging
and prescription. Although a drug may have multiple indications, manufacturers typically
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submit a marketing authorisation application for the indication for which the drug is most
effective. This is because each indication may require separate clinical trials. In this case, the
scope of the manufacturer's duty to inform is determined by the current state of scientific
knowledge, and providing information that lacks a scientific basis may result in the
manufacturer being held liable. Generally, the drug manufacturer is not liable for the use of the
drug in areas or manners other than those specified in the drug’s licence. However, if the
manufacturer fails to take the necessary precautions regarding risks that could arise from off-
label use of the drug, whether such risks were foreseeable, anticipated or identified through
clinical trials, the manufacturer may be held liable.

From a doctor's perspective, the patient should first be informed that the drug will be
used off-label, not as part of the approved use. It should be made clear that the clinical studies
of the drug are limited to the indications stated in the licence, and that this use is off-label.
During the final stage of the treatment process, which is usually drug therapy, the duty of
disclosure continues when prescribing the drug. Indeed, the physician must inform the patient
of the dosage, side effects and interactions with other drugs of the prescribed off-label drug,
and obtain their consent in this manner. In the literature, there are different views on whether
patients should be informed in addition when a drug is used off-label, even though it is widely
used. However, ultimately, the scope of the physician's information is limited to the level of
knowledge and prediction of the medical sciences, and the emergence of unforeseen adverse
effects from use will not imply that the physician has not fulfilled their information obligation.
If the drug is used for off-label purposes despite the manufacturer's warnings or despite the fact
that it is not intended for off-label use, the doctor's liability will be at issue.

The crime defined in Article 187 of the Turkish Penal Code (TCK) is not a specific
crime, meaning anyone can be the perpetrator. If a pharmacist produces or sells a drug outside
the scope of a doctor's prescription, this may constitute a crime under Article 187 of the Turkish
Penal Code. However, if an eczaci produces or sells drugs in accordance with a doctor's
prescription and the drugs do not endanger the lives or health of individuals, the act will be
lawful. Endikasyon dis1 ila¢ kullanimi, yasal sartlar yerine getirilmisse, hekimin tedavi
Ozgiirliigii kapsaminda hukuka uygun bir fiil olarak kabul edilecektir. However, if the drug
poses a risk to the life or health of individuals, the crime defined in Article 187 of the Turkish
Penal Code may still be committed. Furthermore, if a harmful outcome occurs, it is possible to
evaluate the situation in terms of the crimes of negligent injury or homicide.

In conclusion, the relationship between off-label drug use and Article 187 of the Turkish
Penal Code should be evaluated based on the specific circumstances of each case, rather than
being subject to an absolute prohibition or freedom. While criminal law should not
unnecessarily restrict medical practices and drug use, it must also fulfil its function of protecting
individuals' right to life and health. Therefore, when applying the norm, a balanced approach
should be adopted between the requirements of medical science and the protection objective of
criminal law. Additionally, if the conditions for off-label drug use are met, it can be evaluated
under the provisions of Article 90 of the Turkish Penal Code (TCK) for human
experimentation/testing.

KEYWORDS: Informed consent, Public health, Crime, Right to health, Medical
indication, Off-label drug use.
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CEZA HUKUKUNDA HIPOTETIK RIZA VE MUDAHALENIN ZAMANINA
ILISKiN KARAR OZGURLUGU: ALMAN HUKUKU ISIGINDA BiR
DEGERLENDIRME

Sule KARATAS®
OZET

Hekimlerin tibbi miidahale 6ncesi aydinlatma ytkiimliliigiinii kusurlu sekilde ihlal
etmeleri durumunda ortaya ¢ikan hipotetik riza (hypothetische Einwilligung) kurumu, cezai ve
medeni sorumlulugun sinirlarinin belirlenmesi bakimindan en tartismali alanlardan birini
olusturmaktadir.! Hastanin riza verebilecek durumda olmadig: hallerde gegerli olan varsayilan
rizadan (mutmaBliche Einwilligung) farkli olarak hipotetik riza, hastanin somut miidahaleye
iliskin rizasinin hi¢ alinmadig1 veya eksik aydinlatma nedeniyle verilen rizanin gecersiz
sayildigt durumlart ifade etmektedir.” Medeni hukukta ortaya ¢ikan bu kurumun ceza
hukukunda uygulanabilirligi ise son derece tartigmalidir.

Ceza hukuku dogmatiginde tibbi miidahaleler, hastanin viicut biitiinliigiine yonelik
kasten yaralama sugunun tipikligini gerceklestiren hareketler olarak kabul edilmekte ve bu
hareketin hukuka uygunlugu kural olarak hastanin aydinlatilmis rizasina (informed consent)
dayanmaktadir.’ Bununla baglantili olarak dgretide ve ictihatta hipotetik rizanin mesruiyeti,
anlami ve gerekcesi konusunda farkli yaklagimlar ileri siirtilmiis; bu kurumun ceza
hukukundaki mahiyeti bakimindan ¢esitli goriisler ortaya citkmustir.”

Alman Federal Yiiksek Mahkemesi (Bundesgerichtshof, BGH) o&zellikle tibbi
miidahaleler bakimindan hipotetik riza nedeniyle hukuka aykiriligin ortadan kalkmasinin
miimkiin olabilecegini kabul etmektedir.’ Bu yaklasima gore; hipotetik bir rizanin varlig

* Ogr. Gor. Dr., Istanbul Medeniyet Universitesi Hukuk Fakiiltesi, Ceza ve Ceza Muhakemesi Hukuku Anabilim
Dali, ORCID: 0009-0003-4223-995X, E-posta: sule.karatas@medeniyet.edu.tr.

! Philipp Bécker, ‘Die ,hypothetische Einwilligung* im Zivil- und Strafrecht’ (2005) 60 JuristenZeitung 925, 925;
Claus Roxin and Luis Greco, Strafrecht Allgemeiner Teil Bd. 1: Grundlagen. Der Aufbau der Verbrechenslehre,
vol 1 (CHBECK 2020) § 13 Rn. 119.

? Bernhard Hardtung, ‘StGB § 223 Kérperverletzung® Miinchener Kommentar zum StGB (5th edn, 2025) Rn. 118;
Ralf Eschelbach, ‘StGB § 228 Einwilligung’ BeckOK StGB, v. Heintschel-Heinegg/Kudlich (68th edn, 2026) Rn.
30.

3 Detlev Sternberg-Lieben, ‘StGB § 223 Kérperverletzung® Tiibinger Kommentar Strafgesetzbuch (31st edn, 2025)
Rn. 44.

* Mevcut goriislerin tasnifi i¢in bkz. Hardtung (n 2) Rn. 119.

> Surgibone-Diibel (BGH, 29 Juni 1995 — 4 StR 760/94) (aydimnlatma kusuruna ragmen hipotetik rizanin ceza
hukukunda da dikkate alinabilecegi ilkesi benimsenmis; ancak somut olayda delil takdirindeki eksiklikler
nedeniyle karar bozulmustur); Bandscheiben (BGH, 15 Oktober 2003 — 1 StR 300/03) (hipotetik riza kurumunun
uygulanabilirligi teyit edilmis; ancak somut olaydaki hastanin ger¢ek durumu bilseydi ikinci operasyonun o cerrah
tarafindan ve o kosullarda gerceklestirilmesine riza gosterip gostermeyeceginin arastirilmasi gerektigi belirtilerek
dosya geri gonderilmigstir); Bohrerspitzen BGH 1 StR 319/03 - Urteil vom 20. Januar 2004 (LG Freiburg) (kirilan
matkap ucunu gizlemek amaciyla uydurma gerekgeyle yapilan ikinci operasyonda hastanin gercegi bilmesi
durumunda miidahaleye kesinlikle riza géstermeyeceginin sabit olmasi nedeniyle hipotetik riza reddedilmistir);
Liposuktion (BGH, 05.07.2007 - 4 StR 549/06) (hipotetik rizanin ancak lege artis (tibbi standartlara uygun)
miidahaleler i¢in gegerli olabilecegi, somut olayda miidahale basindan itibaren standartlara aykir1 planlandigindan
kurumun uygulanamayacagi hilkme baglanmistir); Gastroskopie (BGH, 11 Oktober 2011 — 1 StR 134/11)
(hipotetik riza kurumu teorik olarak kabul edilmis; ancak hipotetik rizaya iligkin delil degerlendirmesini ¢eliskili
bulan BGH beraati bozmustur). Alman Federal Yiiksek Mahkemesi ictihadinda hipotetik riza, esasen hukuka
uygunluk nedeni olarak kabul edilmekle birlikte, baz1 kararlarda aydinlatma ihlali ile ger¢eklesen netice arasindaki
yiikiimliiliige aykirilik bagini ortadan kaldiran bir unsur olarak da formiile edildigi goriilmektedir. Bkz. BGH 1
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thtimal dis1 degilse, in dubio pro reo ilkesi uyarinca doktorun beraat ettirilmesi gerektigi kabul
edilmektedir.® Hipotetik rizay1 kabul eden bir diger yaklasim ise bu kurumu bir hukuka
uygunluk nedeni olarak degil, objektif isnadiyet (objektive Zurechnung) cergevesinde
actklamaktadir.” BGH igtihadimi destekleyen doktrinde bu yaklasimin gerekgesi olarak, soz
konusu durumlarda hastanin kendi kaderini belirleme hakkinin ihlal edildigi, ancak bunun Alm.
CK m. 223 vd. anlaminda bir hukuki degerin ihlali olarak nitelendirilemeyecegi ileri
siiriilmektedir.® Bu goriise gore temel mesele, hekimin aydinlatma kusuru ile gerceklesen netice
arasinda bir yukiimlilik aykiriligi bagmin (Pflichtwidrigkeitszusammenhang) bulunup
bulunmadigidir. Eger hastanin usuliine uygun sekilde aydinlatilmis olmasi halinde de
miidahaleye riza gosterecegi belirlenebiliyorsa, hukuka uygun alternatif davranis (rechtmifBiges
Alternativverhalten) neticeyi degistirmeyeceginden, gerceklesen netice faile objektif olarak
isnat edilemez. Bu degerlendirme, miidahalenin tibbi sonucuna (basarisina) odaklanan netice
odakl1 (erfolgsbezogen) bir bakis acisina degil; hastanin miidahale 6ncesindeki, risklerin heniiz
gerceklesmedigi andaki iradesine odaklanan karar odakli (entscheidungsbezogen) bir
perspektife dayanmaktadir. Bu yaklagim bakimindan tamamlanmis sugtan sorumluluk ortadan
kalkarken, hekim i¢in tesebbiis sorumlulugu giindeme gelebilmektedir.’

Buna karsilik doktrinde giiclii bir goriis, hipotetik riza kurumunun ceza hukuku
bakimindan kategorik olarak reddedilmesi gerektigini savunmaktadir. Bu yaklasima gore;
hipotetik riza, “Ortiilii bir geriye doniik icazettir (verkappte nachtragliche Genehmigung). Yani
hastanin ger¢ek ve somut iradesinin yerine sonradan kurulan varsayimsal bir iradeyi ikame
etmektedir; oysa ceza hukuku fiilin islendigi andaki iradeyi esas almalidir.'® Benzer sekilde
baska bir goriis 6zgiir iradeye sahip bir kisinin gergekte hi¢ karsilasmadigi bir karar durumunda
nasil davranacaginin sonradan objektif olarak belirlenmesinin miimkiin olmadig1 seklindedir.
Hatta kisinin kendisi bile sonradan ‘“nasil karar verirdim” sorusuna giivenilir bir cevap
veremeyecektir; zira kendisine bilginin hangi sekilde verilecegi ve doktor onu tam olarak
bilgilendirmis olsayd1 onu baska nasil etkileyebilecegi bile belli degildir.'' Bir bagka yaklasim
ise hipotetik riza kurumunun yalnizca tibbi miidahalelerle sinirli olarak uygulanmasinin
metodolojik olarak miimkiin olmadigini ileri stirmektedir. Buna gore hipotetik riza, eger kabul
edilecekse, rizanin haksizlig1 ortadan kaldirdig: tiim sug tipleri bakimindan gegerli olmalidir;
zira tasarruf edilebilir hukuki degerleri koruyan ceza normlari arasinda bu bakimdan ayrim
yapilmasi sistematik olarak miimkiin degildir."?

Bu iki u¢ yaklasim arasinda yer alan baska bir goriis ise hipotetik rizayr tamamen
reddetmek yerine ceza hukukunun ultima ratio karakteri geregi belirli normatif sinirlamalarla

StR 320/12 - Urteil vom 20. Februar 2013 (LG Kempten) Kurumu tamamen reddeden alt mahkeme karari i¢in bkz
AG Moers, Urteil vom 22.10.2015 - 601 Ds-103 Js 80/14-44/15.

S BGH 1 StR 300/03 - Beschluss vom 15. Oktober 2003 (LG Ravensburg).
7 Eschelbach (n 2) Rn. 30.

¥ Thomas Rénnau, ‘BGH, 15. 10. 2003 — 1 StR 300/03. Die hypothetische Einwilligung in den érztlichen Eingriff’
(2004) 59 JuristenZeitung 799, 802; Wolfgang Mitsch, ‘Die Hypothetische Einwilligung Im Arztsrafrecht’ (2005)
65 JuristenZeitung 279, 285.

? Lothar Kuhlen, ‘Hypothetische Einwilligung und ,,Erfolgsrechtfertigung®> (2005) 60 JuristenZeitung 713713
(Fn. 4), 715-716.

' Roxin and Greco (n 1)§ 13 Rn. 125.

"' Ingeborg Puppe, Strafrecht Allgemeiner Teil: im Spiegel der Rechtsprechung (3. Auflage, Nomos
Verlagsgesellschaft mbH & Co KG 2016)§ 11 Rn 19-20.

"2 Hardtung (n 2) §223 Rn. 121.
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ele alinmasi gerektigini savunmaktadir. Bu dogrultuda hipotetik riza sorunu hekimin dnceden
gerceklesen ihlali (Vorverschulden) baglaminda degerlendirilmekte ve Ozellikle hafif
aydinlatma hatalariin s6z konusu oldugu durumlarda hipotetik rizanin cezai sorumlulugu
ortadan kaldirabilecegini ileri siirmektedir. Buna karsilik agir aydinlatma ihlallerinde hipotetik
rizanin bir sorumluluk smirlama araci olarak kullanilmasina izin verilmemesi gerektigi
belirtilmektedir."

Hipotetik rizanin zamansal smirlar1 bakimindan Alman Federal Mahkemesi’nin 6.
Hukuk Dairesi’nin 25 Kasim 2025 tarihli karar1'*, ceza hukuku bakimindan da énemli sonuglar
dogurabilecek bir sinirlama ortaya koymaktadir. Mahkeme bu kararinda hipotetik rizanin
yalnizca fiilen gergeklestirilen somut miidahale ile sinirli oldugunu kabul etmis; eger hasta
usuliine uygun sekilde aydinlatilmis olsaydi miidahaleye o anda degil de 6rnegin bir ikinci
gorilis (second opinion) aldiktan sonra daha ileri bir tarihte riza gosterecek idiyse hipotetik
rizanin varligindan s6z edilemeyecegini belirtmistir.'> Hipotetik riza kurumunun kabul edilmesi
durumunda ceza hukuku bakimindan bu karar su sekilde okunabilecektir: Hekimin “hasta bu
ameliyatt daha sonra da yaptiracaktr” seklindeki varsayimlara dayanarak miidahalede
bulunmasi, hipotetik riza olusturmayacaktir. Hastanin miidahaleyi erteleme veya alternatif bir
gorlis alma imkani, kisinin kendi kaderini tayin hakkinin ve 6zellikle miidahalenin zamanina
iliskin karar 6zgiirliigiinlin ayrilmaz bir parcasini olusturmaktadir. Bu nedenle ceza hukuku
bakimindan belirleyici 6l¢iit, hastanin miidahalenin zamanina iligskin karar 6zglirliigliniin ihlal
edilip edilmedigidir. Miidahalenin tibbi agidan acil olmadig1 ve hastanin miidahaleyi erteleme
veya alternatif bir gériis alma imkaninin bulundugu durumlarda, bu karar 6zgiirliigliniin ortadan
kaldirilmas1 cezalandirilabilir bir haksizlik olarak degerlendirilmelidir. Buna karsilik
miidahalenin ertelenmesinin ciddi saglik riskleri doguracagi hallerde veya yalnizca simirli
aydinlatma  eksikliklerinde,  6zellikle  hastada  gercek  bir  karar  ¢atigmasi
(Entscheidungskonflikt) yaratmayacak bilgi eksikliklerinde, ceza hukukunun ultima ratio
niteligi geregi hekimin cezai sorumlulugu daha dar yorumlanmalidir. Bu yaklasim hem hastanin
ozerkligini korumakta hem de hekimlerin sorumluluk korkusuyla savunmaci tip
uygulamalarina yonelmesini Onleyerek tibbi faaliyetlerin gereksiz bi¢cimde kriminalize
edilmesini engellemektedir.

ANAHTAR KELIMELER: Hipotetik riza (hypothetische Einwilligung), Ceza hukukunda
aydinlatilmis riza, Tip ceza hukuku, Kendi kaderini tayin hakki (Selbstbestimmungsrecht),
Objektif isnadiyet (objektive Zurechnung)

'3 Matthias Kriiger, ‘Hypothesen Zur Hypothetischen Einwilligung Im Medizinstrafrecht-Zugleich Besprechung
von BGH Urt. Vom 19.7.2016 - VI ZR 75/15° [2017] Medstra 19.

' BGH, Urteil vom 25.11.2025 - VI ZR 165/23
'S BGH, Urteil vom 25.11.2025 - VI ZR 165/23, S. 9 Rn. 16-17.
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HYPOTHETICAL CONSENT IN CRIMINAL LAW AND FREEDOM OF DECISION
AS TO THE TIMING OF THE INTERVENTION: AN EVALUATION IN LIGHT OF
GERMAN LAW

ABSTRACT

The doctrine of hypothetical consent (hypothetische Einwilligung), which arises where
physicians culpably violate their duty to inform prior to a medical intervention, constitutes one
of the most controversial areas in determining the limits of criminal and civil liability.! Unlike
presumed consent (mutmaBliche Einwilligung), which is valid in cases where the patient is not
in a condition to give consent, hypothetical consent refers to situations in which the patient’s
consent to the specific intervention was never obtained at all, or in which the consent given is
deemed invalid because of inadequate disclosure.” Although this doctrine originated in civil
law, its applicability in criminal law is highly contentious.

In criminal law doctrine, medical interventions are regarded as acts fulfilling the
elements of the offence of intentional bodily injury directed against the patient’s bodily
integrity, and the lawfulness of such conduct is, as a rule, based on the patient’s informed
consent.” In this connection, doctrine and case law have advanced different approaches
concerning the legitimacy, meaning, and justification of hypothetical consent, and various
views have emerged as to the nature of this doctrine in criminal law.”

The German Federal Court of Justice (Bundesgerichtshof, BGH), particularly with
respect to medical interventions, accepts that unlawfulness may be excluded on the basis of
hypothetical consent.” According to this approach, if the existence of hypothetical consent
cannot be ruled out, the physician must be acquitted pursuant to the principle in dubio pro reo.’

"Bocker (n 1) 925; Roxin and Greco (n 1) § 13 Rn. 119.

? Hardtung (n 2) Rn. 118; Eschelbach (n 2) Rn. 30.

3 Sternberg-Lieben (n 3) Rn. 44.

* For a classification of the existing views, see also Hardtung (n 2) Rn. 119.

> Surgibone-Diibel (BGH, 29 Juni 1995 — 4 StR 760/94) (the principle was adopted that hypothetical consent may
also be taken into account in criminal law despite a defect in disclosure; however, in the concrete case the judgment
was quashed because of deficiencies in the assessment of the evidence); Bandscheiben (BGH, 15 Oktober 2003 —
1 StR 300/03) (the applicability of the doctrine of hypothetical consent was confirmed; however, the case was
remitted on the ground that it had to be examined whether, had the patient known the true situation, he would have
consented to the second operation being performed by that surgeon and under those conditions); Bohrerspitzen
BGH 1 StR 319/03 - Urteil vom 20. Januar 2004 (LG Freiburg) (hypothetical consent was rejected because it was
established that, in the case of the second operation carried out on a fabricated pretext in order to conceal the
broken drill tip, the patient would definitely not have consented to the intervention had he known the truth);
Liposuktion (BGH, 05.07.2007 - 4 StR 549/06) (it was held that hypothetical consent can apply only to
interventions performed lege artis, that is, in accordance with medical standards, and that in the concrete case the
doctrine could not apply because the intervention had from the outset been planned contrary to those standards);
Gastroskopie (BGH, 11 Oktober 2011 — 1 StR 134/11) (the doctrine of hypothetical consent was accepted in
theory; however, the BGH quashed the acquittal because it found the assessment of the evidence concerning
hypothetical consent contradictory). n the case law of the German Federal Court of Justice, hypothetical consent
is essentially accepted as a ground of justification; however, in some decisions it is also formulated as an element
that eliminates the nexus of breach of duty between the violation of the duty to inform and the result that occurred.
See. BGH 1 StR 320/12 - Urteil vom 20. Februar 2013 (LG Kempten) For a lower court decision that rejected the
doctrine entirely, see AG Moers, Urteil vom 22.10.2015 - 601 Ds-103 Js 80/14-44/15.

% BGH 1 StR 300/03 - Beschluss vom 15. Oktober 2003 (LG Ravensburg).
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Another approach accepting hypothetical consent explains this doctrine not as a ground
of justification but within the framework of objective attribution (objektive Zurechnung).” In
the doctrine supporting the BGH’s case law, the justification for this approach is said to lie in
the fact that, in such cases, the patient’s right of self-determination is violated, but that this
cannot be characterized as an infringement of a legal interest within the meaning of §§ 223 et
seq. of the German Criminal Code.® According to this view, the fundamental issue is whether
there exists a nexus of breach of duty (Pflichtwidrigkeitszusammenhang) between the
physician’s failure to inform and the result that occurred. If it can be established that the patient
would have consented to the intervention even if properly informed, the result cannot be
objectively attributed to the perpetrator, since lawful alternative conduct (rechtmifBiges
Alternativverhalten) would not have altered the outcome. This assessment is based not on a
result-oriented (erfolgsbezogen) perspective focusing on the medical outcome (success) of the
intervention, but on a decision-oriented (entscheidungsbezogen) perspective focusing on the
patient’s will before the intervention, at the point when the risks had not yet materialized. Under
this approach, liability for the completed offence is excluded, while liability for attempt on the
part of the physician may still come into consideration.’

By contrast, a strong view in the literature argues that the doctrine of hypothetical
consent must be categorically rejected for the purposes of criminal law. According to this
approach, hypothetical consent is a “disguised retrospective approval” (verkappte nachtragliche
Genehmigung). In other words, it substitutes a subsequently constructed hypothetical will for
the patient’s real and concrete will; yet criminal law should take as its basis the will existing at
the time of the act.'® Similarly, another view holds that it is impossible to determine objectively,
after the fact, how a person possessing free will would have acted in a decision-making situation
that he or she never actually encountered. Indeed, even the person himself or herself would not
be able to provide a reliable answer after the fact to the question, “How would I have decided?”,
since it is not even known in what manner the information would have been conveyed to him
or her, or how the physician might otherwise have influenced that person had full disclosure
been provided.'' Yet another approach argues that it is methodologically impossible to confine
the doctrine of hypothetical consent solely to medical interventions. According to this view, if
hypothetical consent is to be accepted at all, it must apply to all offence types in which consent
excludes wrongfulness, because, in this respect, it is not systematically possible to distinguish
among criminal norms protecting disposable legal interests. '

Another view, situated between these two extreme approaches, argues that instead of
rejecting hypothetical consent altogether, it should be addressed with certain normative
limitations in light of the ultima ratio character of criminal law. In this respect, the problem of
hypothetical consent is evaluated in the context of the physician’s prior fault (Vorverschulden),
and it is argued in particular that hypothetical consent may exclude criminal liability where only

7 Eschelbach (n 2) Rn. 30.

¥ Rénnau (n 7) 802; Mitsch (n 7) 285.
? Kuhlen (n 9)713 (Fn. 4), 715-716.
' Roxin and Greco (n 1)§ 13 Rn. 125.
"Puppe (n 11)§ 11 Rn 19-20.

"2 Hardtung (n 2) §223 Rn. 121.

17



minor disclosure errors are involved. By contrast, in cases of serious disclosure violations,
hypothetical consent should not be permitted to operate as an instrument limiting liability."?

With regard to the temporal limits of hypothetical consent, the decision of the Sixth Civil Senate
of the German Federal Court of Justice dated 25 November 2025'* introduces a limitation
capable of producing significant consequences for criminal law as well. In that decision, the
court held that hypothetical consent is confined solely to the specific intervention actually
performed; if, had the patient been properly informed, he or she would not have consented at
that moment but only at a later date, for example, after obtaining a second opinion, then
hypothetical consent cannot be said to exist.'” If the doctrine of hypothetical consent is
accepted, this decision may be read for criminal law purposes as follows: a physician’s
intervention based on assumptions such as “the patient would have undergone this operation
later anyway” does not constitute hypothetical consent. The patient’s opportunity to postpone
the intervention or to seek an alternative opinion forms an integral part of the individual’s right
of self-determination and, in particular, of the freedom of decision concerning the timing of the
intervention. Accordingly, for criminal law purposes, the decisive criterion is whether the
patient’s freedom of decision regarding the timing of the intervention has been infringed. Where
the intervention is not medically urgent and the patient has the opportunity to defer it or to
obtain an alternative opinion, the elimination of this freedom of decision should be regarded as
punishable wrongdoing. By contrast, where postponement of the intervention would entail
serious health risks, or where there are only limited deficiencies in disclosure, especially
deficiencies that would not create a genuine decision conflict (Entscheidungskonflikt) for the
patient, the physician’s criminal liability should be construed more narrowly in light of the
ultima ratio nature of criminal law. This approach both protects patient autonomy and prevents
the unnecessary criminalization of medical activity by discouraging physicians from turning to
defensive medicine out of fear of liability.

KEYWORDS: Hypothetical consent (hypothetische Einwilligung), Informed consent in
criminal law, Medical criminal liability, Right of self-determination (Selbstbestimmungsrecht),
Objective attribution (objektive Zurechnung)
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AYIRT ETME GUCUNE SAHIP KUCUKLERDE AYDINLATILMIS RIZA:
HASTANIN KENDi GELECEGINi BELIRLEME HAKKI iLE VELAYET
HAKKININ CATISMASI

Yasemin YILMAZ®
OZET

Tibbi miidahale', dogasi geregi kisinin maddi ve manevi varligi iizerinde
gergeklestirilen ve kural olarak hukuka aykir1 kabul edilen bir eylemdir. Bu miidahaleyi hukuka
uygun kilan temel unsur, hastanin "kendi gelecegini belirleme hakki (hasta otonomisi ilkesi)"
cercevesinde acikladigi aydinlatilmis rizadir®. Tam ehliyetli hastalarda tibbi miidahaleye riza
gosterecek kisi stiphesiz hastanin kendisidir (1219 sayili Tababet ve Suabati1 Sanatlarinin Tarzi
Icrasma Dair Kanun m. 70/1 ve Hasta Haklar1 Yonetmeligi m. 24/1 hiikiimleri). Tam ehliyetsiz
ve sinirh ehliyetsiz kisilerde ise riza, kural olarak hasta adina yasal temsilci tarafindan verilir.
Buna karsin hastanin "kii¢iik" oldugu durumlarda, riza yetkisinin kime ait olacagi meselesi tip
hukukunda ¢okga tartisilan ve uygulamada siklikla sorun yasanan alanlardan biridir.

Klasik hukuk yaklasiminda kiigiik, velayet hakki kapsaminda yasal temsilci otoritesi
altinda bulunan ve korunmasi gereken bir “nesne” olarak degerlendirilmis ve bu ¢ercevede tibbi
miidahaleye iligkin riza yetkisi biiylik Ol¢liide yasal temsilciye birakilmigtir. Buna karsin
giiniimiiz hukuk anlayisinda ¢ocugun hukuki statiisii yeniden yorumlanmistir. Ozellikle
Birlesmis Milletler Cocuk Haklarima Dair Sozlesme kiicligii kendi haklar1 ve iradesi olan
bagimsiz bir "hak siijesi" olarak kabul etmektedir. Bu da ayirt etme giiciline sahip bir kiigiigiin
viicut biitiinliigiine yonelik alinacak kararlarda velayet hakkinin bir "temsil yetkisi" mi yoksa
cocugun otonomisini siirlayan bir "otorite" mi oldugu sorusunu giindeme gelmektedir. Diger
bir deyisle, ayirt etme giiciine sahip kiigii§e uygulanacak tibbi miidahalelerde kii¢iigiin iradesine
mi yoksa yasal temsilcinin iradesine mi oncelik verilmesi gerekir?

Oncelikle belirtilmelidir ki, ayirt etme giiciine sahip olmayan kiigiiklere uygulanacak
tibbi miidahalelerde cocugun s6z konusu rizaya goriisiinii agiklamas1 miimkiin olmayacagi i¢in
velayet hakki kapsaminda yasal temsilcinin iradesine gore hareket edilir. Bu halde tibbi
miidahalede bulunulabilmesi i¢in yasal temsilcinin rizasi aranir. Riza gosterilmemesi halinde
cocuga herhangi bir tibbi miidahalede bulunulamaz. Ancak ¢ocugun iistiin yarar1 gerektiriyorsa,
TMK m. 346 hiikmii geregince hakimden ¢ocugun korunmasi i¢in uygun Onlemleri almasi
istenebilir ya da Cocuk Koruma Kanunu m. 5/1-d hiikkmii kapsaminda ¢ocuk hakkinda saglik
tedbiri talep edilebilir. Bu durumda mahkeme karar1 ile ¢ocuga uygulanan tibbi miidahale
hukuka uygun hale gelmis olur.

Ayirt etme giiciline sahip kiiclikler bakimindan ise durum sanilandan daha karmagiktir.
Soyle ki; hukukta ¢ocugun iistlin yarar1 geregince gocugun goriis ve diislincelerine saygi ilkesi

Dr., Tekirdag Asliye Ticaret Mahkemesi Hakimi, ORCID: 0000-0002-7075-1841, E-Posta:
yasemin.yilmaz.09@outlook.com.

' Tibbi miidahale tanim1 icin bkz.: Hakan Hakeri, Tip Hukuku, 5. Baski, Ankara Seckin Yayincilik, 2014, .38
vd. Halide Savas, Yargiya Yansiyan Tibbi Miidahale Hatalari, Tibbi Malpraktis- Tibbi Davalarin Seyri ve
Sonuglari, Genigletilmis 3. Baski, Ankara, Seckin Yayincilik, 2013, s. 26 vd.; Abdurrahim Altun, “Kii¢iigiin
Tibbi Miidahaleye Rizas1”, Necmettin Erbakan Universitesi Hukuk Fakiiltesi Dergisi, C.1, S.1, 2018, s. 38.

2 Zarife Senocak, “Kii¢iigiin Tibbi Miidahaleye Rizas1”, Ankara Universitesi Hukuk Fakiiltesi Dergisi 50 (4),
65-80, 2001, 5.68; Yasemin Yilmaz, Ozel Hastane Isleticisinin Hastaneye Kabul Sozlesmesi Cergevesinde
Yiiriitiilen T1ibbi Miidahaleden Kaynaklanan Sorumlulugu, Istanbul, On iki Levha Yayincilik, 2019, s.15 vd.
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benimsenmistir’. Bununla yas1 ve olgunlugu elverdigi dlciide goriis ve diisiince sahibi olan
cocugun kendisini ilgilendiren islemlere katilmasi amaglanmistir®. Dolasiyla ayirt etme giiciine
sahip kiiciige tibbi miidahalede bulunulmadan 6nce ¢ocugun goriisiiniin alinmasi gerekir. Bu
durumda ise ¢ocugun goriisii ve iradesi ile yasal temsilcisinin iradesi arasinda ¢atigmasinin
meydana gelmesi olduk¢a muhtemeldir. Gergekten de kiigiik ile yasal temsilcinin iradesi
arasinda bir uyusmazlik ¢ikabilir. Peki bu durumda hekim, hastaligin ve tedavi se¢eneklerinin
ya da tibbi miidahalede bulunup bulunmayacagi noktasinda nasil karar vermelidir? Burada
hekimin yasal temsilcinin rizasiyla, ancak kii¢iiglin iradesine aykir1 olarak ya da tam tersi
sekilde yani, kii¢iiglin rizasiyla, ancak yasal temsilcinin iradesine aykir1 olarak kiigiige tibbi
miidahalede bulunup bulunamayacagi tizerinde 6nemle durmak gerekmektedir.

Burada ti¢ olasilik karsimiza ¢ikabilir: Birincisi, ayirt etme giiciine sahip kiiciik ile yasal
temsilci tibbi miidahaleye riza gosterebilir. Zkincisi, kiiciik ile yasal temsilci r1za
gostermeyebilir. Uciinciisii ise, kiigiik ile yasal temsilciden biri riza gosterip digeri
gostermeyebilir.

Birinci ihtimalde, yani ayirt etme giicline sahip kiiciik ile yasal temsilcisinin rizasi tibbi
miidahalenin yapilmasi yoniinde ise ¢ocuga tibbi miidahalede bulunulur ve bu miidahale
hukuka uygun olur.

Tkinci ve iigiincii ihtimallerde ise, yani ayirt etme giiciine sahip kiiciik ile yasal
temsilcisinin rizasinin tibbi miidahalenin yapilmamasi yoniinde olmasi ya da birbiriyle
uyusmamasi/ c¢atigmasi hallerinde ise c¢ocugun kendi gelecegini belirleme hakki (hasta
otonomisi ilkesi) ile velayet hakki kars1 karstya gelmis olur. Ikinci ihtimalde kiiciik ile yasal
temsilcinin iradesi arasinda ¢atisma olmasa da bu iki hak yine de kars1 karsiya gelir. Nitekim
bu halde ¢ocugun iistiin yarar1 geregince hakimin miidahalesinin istenebilip istenemeyecegi
hangi iradeye lstiinliik taninacagina gore degisiklik gosterir. Zira yasal temsilcinin iradesi esas
alinacaksa ayirt etme giicline sahip olmayan kiiciiklerde oldugu gibi hakimin miidahalesi s6z
konusu olur. Aksi halde yani kii¢ligiin iradesine {istlinliik taninmasi halinde ise kisinin kendi
gelecegini belirleme hakki kapsaminda artik hakimin miidahalesi s6z konusu olmaz.

Ayirt etme giiciine sahip kiicilik ile yasal temsilcinin iradesinin birbiriyle uyusmadigi
hallerde hangi iradeye iistlinliik taninacagi meselesi 6gretide tartismalidir:

Yasal temsilcinin iradesine iistiinliik taniyan birinci goériis dayanagim 1219 sayili
Tababet ve Suabati Sanatlarmin Tarzi Icrasma Dair Kanun m. 70/1 ve Hasta Haklar
Yonetmeligi m.24/1 ve m.26 hiikiimlerinden alir. Buna gore tibbi miidahale i¢in yasal
temsilcinin rizas1 aranmakla birlikte miimkiin oldukca ayirt etme giicline sahip kii¢iigiin de
goriisii alinir. Ancak kiigiigiin goriisii hekim icin baglayici degildir. Tibbi miidahale konusunda
son sOz yasal temsilciye aittir.

Cifte riza arayan ikinci goriis kiigiige tibbi miidahalede bulunabilmek i¢in hem kiigiigiin
hem de yasal temsilcinin rizasinin birlikte bulunmasini arar’. Bu gériisiin temelinde ise, tibbi
miidahaleye riza kisiye siki sikiya bagli olmasina ragmen ¢ocugun iistiin yararin1 koruma
ihtiyaci yatar.

Bizim de katildigimiz ¢ocugun iradesine iistiinliik taniyan iigiincii goriis ise dayanagini
TMK m.16’dan alir. Buna gore, ayirt etme giiciine sahip kiiciik kisiye sik1 sikiya bagli haklarini

3 Ayrintili bilgi igin bkz.: Caner Tasatan, Cocuk Hukuku, Istanbul, On iki Levha Yaymcilik, 2025, s.24 vd.

* Rona Serozan, Cocuk Hukuku, 2. Baskidan Tipki Basi, Istanbul, 2017, s.68. Ayrica bkz.: Birlesmis Milletler
Cocuk Haklarina Dair S6zlesme’nin m. 12, Tiirk Medeni Kanunu m.12, m.16, m.308/2, m.339/3

Ayrintili bilgi i¢in bkz.: Senocak, s. 75.
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tek basina kullanabilir. Bu sekilde kendi gelecegi lizerinde karar verebilir. Tibbi miidahaleye
riza da kisinin maddi ve manevi biitiinliigli (ruh ve viicut biitiinl{igii) lizerinde tasarruf anlamina
geldiginden kisiye siki sikiya bagli haklardandir ve bu nedenle bizzat ilgilisi tarafindan
kullanilmalidir. Ote yandan kii¢iigiin tibbi miidahale konusunda ayirt etme giiciiniin oldugunu
kabul ettikten sonra bu hakkin kullaniminin kii¢ligiin korunmasi amaciyla yasal temsilcinin
rizasina bagh tutmak gereksiz bir tedbirdir. Ayrica bu halde kii¢iiglin 6zel olarak korunmaya
ihtiyac1 da yoktur. Sonug olarak, ayirt etme giiciine sahip kii¢iigiin yasal temsilcinin rizasina
ihtiya¢c olmadan kisiye siki sikiya bagli haklarim1 kullanabilecegini ongdéren TMK m. 16
hiikmiine tibbi miidahale agisindan istisna getirilmemeli, bu halde yasal temsilcinin velayet
hakki geri ¢ekilmeli ve kiigiigiin kendi gelecegini belirleme hakkina (hasta otonomi ilkesine)
{istiinliik tanmmalidir®.

Anahtar Kelimeler: Aydinlatilmis riza, tibbi miidahale, hasta otonomisi, velayet hakki,
¢ocugun Ustiin yarari.

INFORMED CONSENT IN MINORS WITH CAPACITY OF DISCERNMENT:
THE CONFLICT BETWEEN THE PATIENT'S RIGHT TO SELF-
DETERMINATION AND PARENTAL AUTHORITY

ABSTRACT

Medical intervention is, by its very nature, an act performed upon a person's physical
and moral existence and is, as a rule, considered unlawful. The fundamental element that
renders such an intervention lawful is the informed consent given by the patient within the
framework of the "right to self-determination (the principle of patient autonomy)". In the case
of patients with full legal capacity, it is undoubtedly the patient themselves who must provide
consent to medical intervention (Pursuant to Article 70/1 of Law No. 1219 and Article 24/1 of
the Patients' Rights Regulation). For persons lacking full or limited legal capacity, consent is
as a rule given by the legal representative on the patient's behalf. However, when the patient is
a "minor", the question of who holds the authority to consent remains one of the most debated
and practically problematic areas in medical law.

Under the classical legal approach, a minor was regarded as an "object" to be protected
under the authority of a legal representative within the scope of parental rights, and accordingly
the power to consent to medical interventions was largely vested in the legal representative. In
contemporary legal thinking, however, the legal status of the child has been reinterpreted. In
particular, the United Nations Convention on the Rights of the Child recognises the minor as
an independent "subject of rights" with their own rights and will. This raises the question of
whether parental authority, in decisions concerning the bodily integrity of a minor with capacity
of discernment, constitutes a "representative power" or an "authority" that restricts the child's
autonomy. In other words, in medical interventions to be performed on a minor with capacity
of discernment, should priority be given to the minor's own will or to that of the legal
representative?

It should first be noted that, in medical interventions to be performed on minors who
lack capacity of discernment, since the child will be unable to express a view on the relevant
consent, the legal representative's will governs the matter within the scope of parental authority.
In such cases, the consent of the legal representative is required before any medical intervention
may be carried out. In the absence of consent, no medical intervention may be performed on

Benzer goriigler i¢in bkz.: Senocak, s.76; Tasatan, s.49.
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the child. However, if the best interests of the child so require, the court may be asked to take
appropriate protective measures pursuant to Art. 346 of the Turkish Civil Code (TCC), or a
health protection measure may be sought for the child under Art. 5/1-d of the Child Protection
Law. In such circumstances, the medical intervention performed on the child in accordance
with a court order becomes lawful.

The situation is considerably more complex with regard to minors who do have capacity
of discernment. In law, the principle of respect for the child's views and opinions has been
adopted as a corollary of the best interests of the child. The purpose of this principle is to enable
the child, to the extent permitted by their age and maturity, to participate in matters that concern
them. Consequently, the child's opinion must be obtained before any medical intervention is
performed on a minor with capacity of discernment. In such circumstances, a conflict between
the child's views and will and the will of their legal representative is highly probable. Indeed, a
disagreement may well arise between the minor and the legal representative. In that case, how
should the physician decide on the nature of the illness, the available treatment options, or
whether to proceed with the medical intervention at all? It is particularly important to consider
whether a physician may perform a medical intervention on a minor with the consent of the
legal representative but contrary to the minor's will, or conversely, with the minor's consent but
contrary to the will of the legal representative.

Three scenarios may arise: First, the minor with capacity of discernment and the legal
representative may both consent to the medical intervention. Second, the minor and the legal
representative may both withhold consent. Third, one of them may consent while the other does
not.

In the first scenario, where both the minor with capacity of discernment and their legal
representative consent to the medical intervention, the intervention is carried out and is lawful.

In the second and third scenarios, where the minor with capacity of discernment and
the legal representative either both refuse consent or their wishes are inconsistent or conflicting,
the child's right to self-determination (the principle of patient autonomy) and parental authority
come into direct conflict. Even in the second scenario, where there is no conflict between the
wills of the minor and the legal representative, these two rights still stand in opposition.
Specifically, whether judicial intervention may be sought in the interests of the child's best
interests will vary depending on whose will is given precedence. If the legal representative's
will is to be determinative, judicial intervention becomes relevant as it does in the case of
minors who lack capacity of discernment. Conversely, if the minor's will is given precedence,
judicial intervention is no longer applicable within the framework of the individual's right to
self-determination.

The question of which will should prevail when the will of a minor with capacity of
discernment and that of the legal representative are in conflict is a matter of scholarly debate:

The first view, which gives precedence to the legal representative's will, draws its basis
from Art. 70/1 of Law No. 1219 and Arts. 24/1 and 26 of the Patient Rights Regulation.
According to this view, while the legal representative's consent is required for medical
intervention, the opinion of the minor with capacity of discernment is also sought wherever
possible. However, the minor's opinion is not binding on the physician. The final word on the
medical intervention belongs to the legal representative.

The second view, which requires dual consent, holds that both the minor's and the legal
representative's consent must be present for any medical intervention to be performed on a
minor. The underlying rationale of this view is the need to protect the best interests of the child,
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notwithstanding the fact that consent to medical intervention is a right strictly personal in
nature.

The third view, which we also endorse, gives precedence to the child's will and derives
its foundation from Art. 16 of the TCC. According to this view, a minor with capacity of
discernment may exercise rights that are strictly personal in nature independently. In this way,
the minor may make decisions concerning their own future. Since consent to medical
intervention constitutes an act of disposition over a person's physical and moral integrity
(mental and bodily integrity), it falls within the category of rights strictly personal in nature and
must therefore be exercised by the person concerned. Moreover, once it is accepted that a minor
has capacity of discernment with respect to a medical intervention, subjecting the exercise of
that right to the legal representative's consent for the purpose of protecting the minor constitutes
an unnecessary precaution. Furthermore, in such circumstances the minor does not require any
special protection. In conclusion, no exception should be introduced to the provision of Art. 16
of the TCC — which provides that a minor with capacity of discernment may exercise rights
strictly personal in nature without the need for the legal representative's consent — with regard
to medical interventions. In such cases, the legal representative's parental authority should
recede, and the minor's right to self-determination (the principle of patient autonomy) should
be given precedence.

Keywords: Informed consent, medical intervention, patient autonomy, parental
authority, best interests of the child.
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AYDINLATMADA DiL BARIYERi: YABANCI HASTALARIN AYDINLATILMASI
Melike SENTURK TUR®

OZET

Temel bir insan hakk1 olarak saglik hizmetlerinden esit ve etkin bir sekilde faydalanma
hakki, yabanci hastalarin saglik hizmetine erisimde karsilastiklar1 dil engellerinin dikkate
alinmasin1 ve bu engellerin asilmasina yonelik ¢6ziim gelistirilmesini gerekli kilmaktadir.
Yabanci hastalarin dil ve kiiltiirel farkliliklardan kaynaklanan engellerle karsilastiklart bu
siirecin dogru yiiriitiilmesi, tibbi miidahalenin hukuka uygunlugu bakimindan biiylik 6nem
tasimaktadir. Aksi halde anamnezin (hasta Oykiisliniin) alinamamasi, eksik veya yanlig
alinmasi, muayene ve tetkik stlireglerinin saglikl yiirtitilememesi, buna bagl olarak yanlis ya
da gec teshis konulmasi ve/veya tedavi uygulanmasi, yanlis ilag verilmesi, takip siireclerinde
aksamalar ve defansif tip uygulamalar1 gibi bir¢cok sorun ortaya ¢ikabilmektedir.

T1ibbi miidahalenin hukuka uygunluk sartlarindan biri olan rizanin gegerli olmasi igin
hastanin usuliine uygun sekilde aydinlatilmasi gerekir.! Aydinlatma; tibbi terminolojiyi en aza
indirerek sade bir sekilde, tereddiit ve siipheye yer birakmadan, hastanin sosyal ve kiiltiirel
Ozellikleri dikkate alinarak yapilmalidir. Tibbi miidahale 6ncesinde hastadan gecgerli bir riza
alinabilmesi icin dil bariyerinin asilmasi, hastanin aydinlatilmasi ve aktarilan bilgileri
anladigindan emin olunmasi gerektiginden dolayi, aydinlatmanin hastanin anladig bir dilde
yapilmast Oonem tasimaktadir. Aksi halde hasta tibbi miidahale hususunda yeteri kadar
aydinlatilmadigindan dolayi, tibbi miidahaleye riza gostermis olsa dahi, bu gecerli bir riza
olarak kabul edilmeyecektir.

Hasta ile hekimin ortak bir dil konusamadigi durumlarda aydinlatma siirecinde ortaya
cikan dil bariyerinin nasil asilacagi onem kazanmaktadir. Bu amagla, uygulamada siklikla
gontlli terclime (hasta yakini, hastanede ¢alisan saglik personeli veya diger hastalar) yoluyla
hasta-hekim arasinda iletisim kurulmakta; ayrica profesyonel ¢eviri hizmetlerinden, telefonla
s0zIli ceviri hizmetlerinden, ¢evrimigi ¢eviri programlarindan faydalanilmaktadir. Bununla
birlikte, terciime yapilmasi her zaman dil bariyerini ortadan kaldirmamakta; aydinlatmanin
yeterli ve etkili bir bicimde gerceklesip gerceklesmediginin somut olayin 6zelliklerine gore
hekim tarafindan gdzlemlenmesi, degerlendirilmesi dnem tasimaktadir.’ Bu kapsamda, 6rnegin
aydinlatma igerigi ile hastaya terciime edilerek aktarilan ifadelerin uzunlugu, hastanin siirece

" Dr. Ogr. Uyesi, Istanbul Medeniyet Universitesi Hukuk Fakiiltesi, Ceza ve Ceza Muhakemesi Hukuku Anabilim
Dali, ORCID: 0000-0003-0646-6832, E-posta: melike.senturk@medeniyet.edu.tr.

' Tibbi miidahalelerin hukuka uygunlugu hakkinda detayli bilgi i¢in bkz. Erman, Baris, Ceza Hukukunda Tibbi
Miidahalelerin Hukuka Uygunlugu, Ankara 2003; Unver, Yener, “Alman Federal Yiiksek Mahkemesi’nin T1bbi
Miidahalelerde Aydinlatma Yiikiimliiliigiine iliskin Bir Karar1”, Terazi Hukuk Dergisi, C. 9, Sa. 93, 2014, 164-
166; Tacir, Hamide, Hastanin Kendi Gelecegini Belirleme Hakki, Istanbul 2011; Ak¢ura Karaman, Ayse Tuba,
“Tibbi Miidahalenin Hukuka Uygunlugu Agisindan Aydinlatilmis Riza ve Unsurlar1”, Galatasaray Universitesi
Hukuk Fakiiltesi Dergisi, 22,1, 2023, 549-586.

2 Yenerer Cakmut, Ozlem, T1bbi Miidahaleye Rizanin Ceza Hukuku Agisindan Incelenmesi, Legal, 2003; Ekici
Sahin, Meral, Ceza Hukukunda Riza, Istanbul 2012; Farazi riza kavramui ve bunun aydinlatma yiikiimliiliigii ile
iligkisi hakkinda bkz. Koyuncu Aktag, Nihan, “Aydinlatma Yiikiimliiliigiiniin Geregi Gibi Yerine Getirilmemis
Oldugu Hallerde Hekimin, Hastanin Farazi Rizasinin Meveut Oldugu Iddiasina Yonelik Genel Bir
Degerlendirme”, ABU, 9, 17, 2021, 305-339.

3 Akyol, Seyhan, Saglik iletisiminde yabanct hasta iliskisi ve kiiltiirlerarast iletisim problemleri: Istanbul ili ¢zel
hastanelerinde bir aragtirma, 2019 (Yayinlanmamis yiiksek lisans tezi, Marmara Universitesi).
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aktif katilimi, terclime eden kisi araciligiyla soru yoneltip yoneltmedigi, jest ve mimikleri,
terclimanin dil hakimiyeti, yeterliligi gibi kriterlerin dikkate alinmas1 da gerekir.

Aydinlatmanin yontemi de bu noktada 6nem tagimaktadir: Tiirk¢e konusan hastalarda
oldugu gibi, yabanci hastalarla da aydinlatmanin mutlaka sézlIii bir gériisme seklinde yapilmasi
gerekir. Yabanci hastalara, tedavi hakkinda anladiklar1 dilde hazirlanmis formlarin verilmesi
ve okunmasinin saglanmasi yeterli degildir. Formlar veya bilgilendirme brosiirleri, ancak
aydinlatma goriismesini hazirlamaya, hastanin tedavi hakkinda soru sorabilmesini saglamaya
veya goriismenin belgelendirilmesine hizmet edebilir. Fakat hi¢cbir zaman hastayla kisisel
aydinlatma goériigmesinin yerini tutamaz. Hastanin tibbi miidahalenin mahiyet ve kapsamini
kavramasi, soru sorabilmesi, goriismeyi takip edebilmesi gerekir. Ancak bu sekilde ve
aydinlatma goriismesinden sonra diisliniip karar verebilmesi i¢in kendisine makul bir siire
taninmasi sonrasinda, tibbi miidahaleye yonelik gegerli bir riza verebilir. Esas olan hastanin
saglik durumu 6zelinde ve anlayacagi sekilde gergeklestirilen bir sozlii iletisimdir; standart ve
hasta 6zelinde kisisellestirilmemis matbu formlar, hastanin aydinlatilmis rizasinin gegerli kabul
edilmesi i¢in yeterli degildir.

Bu siirecte 6zellikle aydinlatmanin nasil ispat edilecegi, kisinin mahremiyetinin ve 6zel
hayatinin korunmasi, hastanin tercimani reddetmesi ve bunun tedavi siirecine etkileri gibi konu
Ozelinde degerlendirilmesi gereken hukuki sorunlar ortaya c¢ikmaktadir. Bu sebeple,
calismamizda, tibbi miidahalenin hukuka uygun olmasi bakimindan yabanci hasta ile saglik
hizmeti sunan kisiler arasindaki dil bariyerinin nasil asilabilecegi, mevcut uygulamalarin
hukuki ag¢idan dogurabilecegi sorunlar ve bu sorunlara yonelik ¢6ziim onerileri ele alinacaktir.

ANAHTAR KELIMELER: yabanc1 hasta, dil bariyeri, aydinlatma, riza, terciiman

LANGUAGE BARRIERS IN THE INFORMED CONSENT PROCESS FOR
FOREIGN PATIENTS

ABSTRACT

As a fundamental human right, the right to benefit from healthcare services equally and
effectively requires due consideration of the language barriers encountered by foreign patients
in accessing healthcare services and the development of solutions to overcome such barriers.
The effective handling of this process, in which foreign patients face obstacles arising from
linguistic and cultural differences, is of great importance for the lawfulness of medical
interventions. Otherwise, numerous problems may arise, including the inability to obtain a
patient's medical history (anamnesis), obtaining incomplete or inaccurate information, the
failure to conduct examinations and diagnostic procedures properly, resulting in incorrect or
delayed diagnoses and/or treatment, medication errors, disruptions in follow-up processes, and
the adoption of defensive medicine practices.

For consent, which constitutes one of the prerequisites for the lawfulness of a medical
intervention, to be valid, the patient must be properly informed. Information disclosure should
be provided in a clear and comprehensible manner, minimizing medical terminology, leaving
no room for doubt or ambiguity, and taking into account the patient's social and cultural
characteristics. Since obtaining valid consent prior to a medical intervention requires
overcoming language barriers, informing the patient, and ensuring that the patient has
understood the information conveyed, it is essential that the information be provided in a
language the patient understands. Otherwise, even if the patient appears to have consented to
the medical intervention, such consent cannot be regarded as valid due to the lack of adequate
information.
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In situations where the physician and the patient do not speak the same language, the
question of how to overcome language barriers in the information process becomes particularly
significant. In practice, communication between physicians and patients is frequently
established through voluntary interpretation provided by relatives, healthcare personnel, or
other patients. In addition, professional translation services, telephone interpreting services, and
online translation tools are often utilized. Nevertheless, the use of interpretation does not always
eliminate language barriers. It is therefore important for physicians to observe and assess, in
light of the circumstances of the individual case, whether the information process has been
carried out adequately and effectively. Relevant factors may include, for example, the extent
and content of the translated information provided to the patient, the patient's active
participation in the process, whether the patient asks questions through the interpreter, the
patient's gestures and facial expressions, and the interpreter's language proficiency and
competence.

The method by which information is provided is also important in this context. As with
Turkish-speaking patients, informing foreign patients must take the form of a direct oral
conversation. Merely providing patients with written forms in a language they understand and
ensuring that they read them is insufficient. Forms or informational brochures may serve only
to prepare the information interview, facilitate the patient's ability to ask questions regarding
the treatment, or document the interview. However, they can never replace a personal
information discussion with the patient. The patient must be able to understand the nature and
scope of the proposed medical intervention, ask questions, and follow the discussion. Only
under these conditions, and after being afforded a reasonable period to reflect upon the
information provided, can the patient give valid consent to the medical intervention. What is
essential is verbal communication tailored to the patient's specific medical condition and level
of understanding; standardized and non-personalized forms alone are insufficient to establish
valid informed consent.

This process gives rise to a number of legal issues requiring particular consideration,
including how the information process can be proven, the protection of the patient's privacy and
private life, the patient's refusal of an interpreter, and the implications of such refusal for the
course of treatment. Accordingly, this study examines how language barriers between foreign
patients and healthcare providers may be overcome in order to ensure the lawfulness of medical
interventions, the legal problems arising from current practices, and possible solutions to these
issues.

KEYWORDS: foreign patient, language barrier, informed consent, consent, interpreter
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AYDINLATILMIS RIZA (ONAM) KAVRAMININ iSPAT HUKUKU BAKIMINDAN
DEGERLENDIRILMESI

Samet Ali YURDAKUL"
OZET

Aydinlatilmis riza (onam) kavrami, hekim ile hasta arasindaki rizaya dayali s6zlesmesel
iliskinin ingasinda vazgeg¢ilmez bir 6nemi haizdir. Zira tibbi miidahaleler, beden biitiinliigiinti
ihlal eden fiillere riza gosterilebilecek istisnai hallerden biridir. Tip bilimi agisindan
aydinlatilmis rizayla ilgili tartismalara gegilmeden once kisaca riza ve aydimnlatilmis riza
kavramlarindan bahsedilmesi gereklidir. Riza, tek basina bir kavram olarak hukuki anlamiyla
kullanildiginda, bir miidahaleye razi olma, miidahaleyi isteme anlamlarina gelmektedir. Ancak
tip bilimi gibi belirli bir uzmanlik gerektiren alanlarda gergeklestirilecek miidahaleler
bakimindan riza tek basina yeterli olmamaktadir. Bu alanlar bakimindan “aydinlatilmis riza”
adi verilen 6zel bir riza gereklidir.

Riza, mevzuatimizda gerek medeni hukuk gerekse ceza hukuku bakimindan bir hukuka
uygunluk nedeni olarak diizenlenmistir. Medeni hukuk bakimindan riza, Tiirk Bor¢lar Kanunu
(TBK) m. 63 kapsamindan, ceza hukuku bakimindan riza ise Tiirk Ceza Kanunu (TCK) m.
26’da aciklanmustir. iki madde birlikte dikkate alindiginda rizanin, hukuka aykirilig1 énleyici
ya da hukuka aykir1 bir durumu hukuka uygun hale getirici bir etkiyi haiz oldugunu ve bu
rizanin, iizerinde mutlak olarak tasarruf edilebilecek bir hakka yonelik oldugu anlagilmaktadir.
Bu bakimdan gegerli bir “aydinlatilmis riza”, ilgili uzmanlik dalinin gereksinimleri sebebiyle
rizay1 veren lizerinde gergeklestirilecek uygulamalart hukuka uygun hale getirecek zorunlu bir
unsurdur.

Aydinlatilmis rizanin tip bilimi agisindan 6nemine tekrardan gelecek olursak, ilk olarak
bir tibbi miidahalenin hukuka uygun olabilmesi i¢in gerekli olan bir unsur oldugunu yukaridaki
aciklamalarimiza paralel olarak belirtmemiz gerekecektir. Aydinlatilmis rizanin tip bilimi
bakimindan dayanaklar1 hem uluslararast metinlerde hem de ulusal mevzuatta kendisine yer
bulmaktadir. i¢ hukukumuz bakimindan Anayasa m. 17, Tababet ve Suabat1 Sanatlarinin Tarz1
Icrasma Dair Kanun, Tibbi Deontoloji Tiiziigli, Hasta Haklar1 Y&netmeligi, bunlardan
bazilaridir. Teblig kapsaminda mevzuatta yer alan diizenlemelere kisaca yer verilecektir.
Aydinlatilmis rizanin gegerliligi bakimindan gerekli olan unsurlar da teblig kapsaminda ifade
edilecektir. Bu anlamda riza vermeye ehil olma yani ehliyet kosulu, rizanin sithhatinin tam
olmas1 yani riza iradesinin varliginin bulunmasi, hukuka ve ahlaka aykir1 olmamasi, rizanin
sekle uygun olarak verilmis olmasi, rizanin eylemi yapan kisiye yoneltilmesi unsurlari
aciklanacaktir. Tebligimiz bakimindan 6zellikle de rizanin sekli hususu 6nem arz etmektedir.
Zira bir tibbi miidahaleyi hukuka uygun hale getiren aydinlatilmis riza, bir uyusmazIlik ortaya
ciktiginda ispatlanabiliyor olmalidir. Ispat hukuku ve aydinlatilmis rizanin sekli hususu
arasinda da dogrudan bir baglant1 bulunmaktadir.

Aydinlatilmis rnizanin  sekli hususunda hukukumuzda genel bir diizenleme
bulunmamaktadir. Bu nedenle aydinlatilmis rizanin alinmasi hususunda sekil bakimindan TBK
m. 12 diizenlemesinden kiyasen, sozlii, yazili veyahut resmi sekillerden birinin tercih edilmesi
gerekli ve yeterlidir. TBK m. 12, sozlesmelerin gegerliliginin kanunda aksi belirtilmedikge
higbir sekle bagli olmadigini diizenlemistir. Hukukumuzda da bu genel kuralin aksine durumlar

: Aragtirma Gorevlisi, Marmara Universitesi Hukuk Fakiiltesi, Medeni Usil ve Icra-1flas Hukuku Anabilim Dal,
ORCID: 0009-0000-0194-4677, E-posta: samet.yurdakul@marmara.edu.tr.
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bulunmaktadir. Ornegin 1219 Sayili Kanun’un 70. Maddesinde genis ¢apli cerrahi islemler igin
rizanin yazili olarak alinmasi gerekliliginden bahsedilmistir.

Teblig metnimizde “TBK m. 12’den kiyasen” lafzinin tercih edilmesi, kanaatimizce riza
beyaninin hukuki niteliginin bir hukuki islem olarak degerlendirilemeyeceginden kaynaklidir.
Riza beyaninin hukuki niteligi ve buna bagli olan sonuglar da teblig kapsaminda ifade
edilecektir. Aydimlatilmis rizanin sekline iliskin 6nemli bir diizenleme de Hasta Haklar
Yonetmeligi’nde yer alan 28. Maddedir. S6z konusu diizenlemeye gore mevzuatta 6ngoriilen
istisnalar disinda aydinlatilmis rizanin herhangi bir sekle bagl olmadigi anlagilmaktadir. Tiim
bu hususlarin teblig kapsaminda agiklanmasi hedeflenmektedir.

Tebligin son kisminda ispat, ispat yiikii, karine, fiili karine, delil gibi kavramlar
agiklanarak konu ile baglantilar kurulmas1 hedeflenmektedir. Ispat dedigimiz hukuki terim,
yargilamada taraflar arasinda ihtilaf olan hususlarin dogrulugu ya da gercekligi hususunda
hakimin zihninde kanaat olusturabilmek amaciyla taraflarca gergeklestirilen inandirilma
faaliyetidir. Bu baglamda en basit anlamiyla iddiasin1 hakim karsisinda en tutarli olarak
ispatlayan, davadan en lehe sonucu alacaktir. Ispat hem bir haktir hem de bir yiiktiir. ispatin
yukii ile ilgili temel diizenlemeler ise Tirk Medeni Kanunu (TMK) m. 6’da ve Hukuk
Muhakemeleri Kanunu (HMK) m. 190’da bulunmaktadir. Ustl hukuku bakimindan 6zel bir
norm olan HMK m. 190 diizenlemesini, ispat yiikii tanim1 agisindan temel norm olarak dikkate
almaktayiz. Bu anlamda ispat yiikii, aksi dliizenlenmis olmadikc¢a iddia edilen vakiaya baglanan
hukuki sonugtan kendi lehine hak ¢ikartan tarafa aittir.

Konumuz bakimindan ispat yiikii, aydinlatma hususu bakimindan hekime aittir. Daha
acik bir deyisle hastay1 aydinlatmanin konusuyla ilgili tam ve eksiksiz olarak ispatlama kiilfeti,
hekimin {izerindedir. ilgili ispat faaliyeti hekim tarafindan gerceklestirilemedigi durumlarda bu
durumdan kaynaklanan kiilfete (6rnegin eksik aydinlatma sebebiyle agilan tazminat davasinin
kaybedilmesi) hekim katlanacaktir. Ancak tibbi miidahale sonucunda ortaya ¢ikan zarar1 ve
illiyet bagimn ispat yiikii ise genel haksiz fiil kurallar1 geregince hastadadir. Bu iki olgunun
birbirinden ayirt edilmesi gerekmektedir. Teblig kapsaminda bu ayrima da dikkat ¢ekilecektir.
Bazi durumlarda fiili karineler geregince aydinlatmanin yapilmis olacagi hususunda ispat
kolaylig1 saglanmaktadir. Fiili karineler, ortada herhangi bir hukuk kuralina ihtiyag
duyulmaksizin hayatin olagan akiginda gerceklesen yasam tecriibeleri dikkate alinarak bilinen
bir hukuki vakiadan bilinmeyen bir hukuki vakia hakkinda hakimce sonug¢ ¢ikartilmasidir.
Teblig kapsaminda bu durumlara 6rnek teskil edecek uygulama ornekleri de ifade edilmeye
caligilacaktir. Teblig kapsaminda incelenecek son husus, ispat yiikiiniin ne sekilde yerine
getirilecegi lizerinedir. Bu baglamda senetle ispat zorunlulugu ve tanikla ispat kavramlarindan
da bahsedilerek aydinlatma yiikiimliiliigiiniin ne sekilde ispatlanacagi da ifade edilecektir.
Kisaca denilebilir ki aydinlatma bir hukuki islem olmadigindan her tiirli delille
ispatlanabilecektir. Ozetle, aydinlatilmis riza (onam) kavrami 6ncelikle kavramsal agidan
sonrasinda maddi hukuk a¢isindan ve nihayetinde medeni yargilama hukukunda ispat kavrami
temelli incelenip, olan hukuk ve olmasi gereken hukuk agisindan kiilli bir incelemeye tabi
tutulacaktir.

ANAHTAR KELIMELER: ispat, karine, ispat yiikii, sekil, tip hukuku
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AN EVALUATION OF INFORMED CONSENT IN TERMS OF THE LAW OF
EVIDENCE

ABSTRACT

Informed consent has an essential place in the legal relationship established between the
doctor and the patient. This is because medical interventions constitute one of the exceptional
situations in which an interference with bodily integrity may be rendered lawful through
consent. For this reason, informed consent should be examined not only in terms of substantive
law, but also from the perspective of the law of evidence, particularly in disputes arising from
medical interventions. In legal terms, consent refers to agreeing to or accepting an intervention.
However, in a field such as medicine, which requires particular expertise, consent is not
adequate. Informed consent is required.

Under Turkish law, consent is regulated as a ground of justification in both civil and
criminal law. In civil law, this is regulated under Article 63 of the Turkish Code of Obligations,
while in criminal law it is regulated under Article 26 of the Turkish Penal Code. When these
provisions are considered together, it can be said that consent removes unlawfulness. The legal
basis of informed consent is regulated both in international legal texts and in domestic
legislation. Within Turkish law, the main regulations include Article 17 of the Constitution, the
Law on the Practice of Medicine and Medical Branches, the Medical Deontology Regulation,
and the Patient Rights Regulation. These legal provisions form the legal basis of the doctor’s
duty to inform the patient and the patient’s right to make an autonomous decision.

In this paper, specific emphasis is placed on the issue from the perspective of the law of
evidence. Since disputes arising from medical interventions may be brought before the courts,
consent must be capable of being proven. Turkish law does not contain a general rule requiring
informed consent to be subject to a specific form. Therefore, unless otherwise provided by law,
consent can be given orally or in writing. However, exceptions are exist. For example, Article
70 of Law No. 1219 requires written consent for major surgical interventions.

From the perspective of procedural law, the burden of proving that the patient was
informed is obligation of the doctor. In other saying, the doctor must prove that the patient was
informed fully and clearly. If this cannot be proved, the doctor bears the legal consequences
arising from this failure. On the other hand, the burden of proving the damage suffered as a
result of the medical intervention and the relation of causality generally obligation of the
patient.

Lastly, concepts such as proof, burden of proof, presumptions, factual presumptions,
and evidence are examined in connection with informed consent. In particular, the study aims
to discuss how factual presumptions may provide evidentiary facilitation in determining
whether the duty to inform has been fulfilled. In this way, informed consent is evaluated from
both substantive law and procedural law perspectives.

KEYWORDS: proof, burden of proof, presumption, medicine law, form
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DIJITAL SIMULASYON TEKNOLOJILERIi BAGLAMINDA BiYOMETRIK
VERILERIN ISLENMESI, ACIK RIZANIN SINIRLARI VE HASTA-HEKIM-
SIMULASYON UCGENINDE VERI SORUMLULUGU

Kemal Selim USCA”
Zehra COMLEKCIOGLU™
OZET

Estetik ve rekonstriiktif tibbi miidahaleler 6ncesinde kullanilan ii¢ boyutlu yiiz
simiilasyonu teknolojileri, hastanin karar verme siirecini dogrudan etkileyen yeni bir dijital
katman ortaya ¢ikarmaktadir'. Bu sistemlerde islenen veriler, bireyin fiziksel 6zelliklerinden
tiiretilen ve kimligini belirlenebilir kilan biyometrik veriler olup, 6698 sayil1 Kisisel Verilerin
Korunmasi Kanunu’nun 6. maddesi kapsaminda 6zel nitelikli kisisel veri olarak
degerlendirilmektedir’. Uygulamada bu verilerin islenmesi ¢ogunlukla agik riza temelinde
ylriitiilmekteyse de, s6z konusu yaklasim rizanin hukuki niteligi ve islevi bakimindan yeniden
degerlendirilmesini gerektirmektedir’.

Biyometrik veri isleme temelli simiilasyon sistemlerinin teknik yapisi geregi, ilgili
kisinin agik rizasi olmaksizin sistemin temel fonksiyonlarinimn kullanilmasi miimkiin degildir *.
Bu durum, ac¢ik rizanin teorik olarak geri alinabilir olmasina ragmen pratikte hizmete erisimin
On kosulu haline gelmesine yol agmakta ve rizanin 6zgiir irade unsuru bakimindan tartismali
hale gelmesine neden olmaktadir.’ Ancak asil doniisiim, rizanin yoneldigi nesnede ortaya
cikmaktadir. Hasta, hukuken hekime riza vermekte; fiilen ise simiilasyonun sundugu dijital
temsile dayanarak karar almaktadir. Bu baglamda riza, tibbi miidahalenin ger¢cek sonucuna
degil, dijital olarak olusturulmus bir éngéritye yonelmektedir®.

S6z konusu sistemlerde veri isleme faaliyetinin yapisi da klasik hasta-hekim iligkisini
asan ¢ok aktorlii bir modele isaret etmektedir’. Hasta, biyometrik verisini hekime duydugu
gliven c¢ercevesinde sunmakta; ancak veri ¢ogu durumda iglincii kisi teknoloji saglayici
tarafindan islenmektedir®. Bu durum, veri sorumlusu ve veri isleyen ayrimi bakimimdan dnemli
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bir belirsizlik dogurmaktadir. Teknoloji saglayicinin veri isleme faaliyetinin amag¢ ve
vasitalarini belirledigi 6l¢tide veri sorumlusu olarak kabul edilmesi miimkiinken, hekimin ¢ogu
durumda veri isleme siireci iizerindeki teknik kontroliinlin sinirli olmasi, onu veri isleyen
konumuna yaklastirmaktadir’. Buna karsihik hasta bakimindan muhatap hekimin kendisi
oldugundan, veri isleme faaliyetinin fiili kontrolii ile hukuki muhataplik arasinda bir ayrisma
ortaya ¢ikmaktadir'®.

Simiilasyon ¢iktisi ile tibbi miidahale sonucu arasinda ortaya c¢ikabilecek farkliliklar
hem aydinlatilmis riza hem de sorumluluk hukuku bakimindan yeni degerlendirmeleri gerekli
kilmaktadir''. Simiilasyonun yaniltict olmas, teknik sinirlarinin yeterince agiklanmamasi veya
sistemsel hatalar icermesi durumunda, rizanin gegerliligi ve sorumlulugun kapsami yeniden
belirlenmelidir'®. Bu ¢ercevede, tibbi miidahaleye iliskin sorumluluk ile veri isleme
faaliyetinden dogan sorumlulugun kesistigi hibrit bir sorumluluk alani ortaya ¢ikmaktadir.

Bu calismada, séz konusu sorunlara kars1 {i¢ temel ¢dziim 6nerisi gelistirilmektedir. i1k
olarak, veri isleme faaliyetinin birden fazla aktor tarafindan yiiriitiildiigli bu sistemlerde
miisterek veri sorumlulugu modelinin benimsenmesi gerektigi degerlendirilmektedir. kinci
olarak, hastadan hem tibbi miidahale hem de biyometrik veri isleme ve simiilasyon
faaliyetlerine iliskin ayr1 ve acik riza alinmasimi 6ngoren c¢ift katmanli riza yaklasimi
onerilmektedir. Son olarak, simiilasyonun yalnizca bir 6ngorii sundugu ve kesin sonug teskil
etmedigi hususunun agik¢ca ortaya konulmasin1i zorunlu kilan simiilasyon seffaflig
yukiimliiliigliniin aydinlatma stirecine dahil edilmesi gerektigi sonucuna varilmaktadir.

Bu kapsamda calisma, dijital simiilasyon teknolojilerinin saglik hizmetlerine
entegrasyonu ile aydinlatilmis riza kavraminin yeniden ele alinmasi gerektigini ortaya
koymakta ve mevcut hukuki ¢ergevenin teknik gerceklikler 1s1ginda gelistirilmesi gerektigini
savunmaktadir.

ANAHTAR KELIMELER: Biyometrik veri, acik riza, dijital simiilasyon, hasta-
hekim iligkisi, veri sorumlulugu.
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PROCESSING OF BIOMETRIC DATA IN THE CONTEXT OF DIGITAL
SIMULATION TECHNOLOGIES, THE LIMITS OF EXPLICIT CONSENT, AND
DATA RESPONSIBILITY WITHIN THE PATIENT-PHYSICIAN-SIMULATION

TRIANGLE

ABSTRACT

Three-dimensional facial simulation technologies used prior to aesthetic and
reconstructive medical interventions introduce a new digital layer that directly affects the
patient’s decision-making process. The data processed within these systems consist of
biometric data derived from the individual’s physical characteristics and rendering the
individual identifiable, and are evaluated as special categories of personal data within the scope
of Article 6 of the Personal Data Protection Law No. 6698. Although, in practice, the processing
of such data is predominantly carried out on the basis of explicit consent, this approach
necessitates a reconsideration of the legal nature and function of consent.

Due to the technical structure of simulation systems based on biometric data processing,
it is not possible to utilize the core functions of the system without the explicit consent of the
data subject. This situation leads to explicit consent, despite being theoretically revocable,
becoming a precondition for access to the service in practice, thereby rendering it debatable in
terms of the element of free will. However, the principal transformation emerges in the object
toward which the consent is directed. The patient, in legal terms, gives consent to the physician;
in practice, however, makes decisions based on the digital representation provided by the
simulation. In this context, consent is directed not to the actual outcome of the medical
intervention, but to a digitally generated prediction.

The structure of data processing activities within these systems also points to a multi-
actor model that goes beyond the classical patient—physician relationship. The patient provides
their biometric data within the framework of trust placed in the physician; however, in most
cases, the data are processed by a third-party technology provider. This situation gives rise to a
significant ambiguity in terms of the distinction between data controller and data processor. To
the extent that the technology provider determines the purposes and means of data processing,
it may be considered a data controller, whereas the physician’s limited technical control over
the data processing process in most cases brings them closer to the position of a data processor.
On the other hand, since the patient’s direct counterpart is the physician, a divergence arises
between the de facto control over data processing and legal accountability.

Potential discrepancies between the simulation output and the outcome of the medical
intervention necessitate new assessments both in terms of informed consent and liability law.
In cases where the simulation is misleading, where its technical limitations are not sufficiently
disclosed, or where it contains systemic errors, the validity of consent and the scope of liability
must be redefined. In this framework, a hybrid field of liability emerges, in which liability
arising from the medical intervention intersects with liability arising from data processing
activities.

In this study, three main solutions are proposed in response to these issues. First, it is
argued that a joint controllership model should be adopted in systems where data processing
activities are carried out by multiple actors. Second, a dual-layered consent approach is
proposed, requiring that separate and explicit consent be obtained from the patient both for the
medical intervention and for biometric data processing and simulation activities. Finally, it is
concluded that an obligation of simulation transparency—requiring that it be clearly stated that
the simulation merely provides a prediction and does not constitute a definitive outcome—
should be incorporated into the disclosure process.
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Within this scope, the study demonstrates that the integration of digital simulation
technologies into healthcare services necessitates a reconsideration of the concept of informed
consent and argues that the existing legal framework should be developed in light of technical
realities.

KEYWORDS: Biometric data, explicit consent, digital simulation, patient—physician
relationship, data responsibility.
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DIJITALLESEN SAGLIK HIZMETLERINDE AYDINLATMA YUKUMLULUGU VE
RIZANIN DONUSUMU

Berna YILMAZ*
OZET

Saglik hizmetlerinin dijitallesmesi, hasta ile hekim arasindaki klasik iliski modelini
koklii bigimde doniistiirmekte ve tip hukukunun temel kavramlarindan biri olan aydinlatilmis
rizanin yeniden degerlendirilmesini zorunlu kilmaktadir. Tele-tip uygulamalari, mobil saglik
platformlari, uzaktan hasta izleme sistemleri ve yapay zeka destekli teshis araglari, hem
aydinlatma ylikiimliiliglniin kapsamini genisletmekte hem de rizanin gecerlilik sartlarini yeni
tartismalara agmaktadir. Bu doniisiim yalnizca teknik bir yenilik olarak degil, ayn1 zamanda
hastanin 6zerkligi, insan onuru, bilgilendirilme hakki ve kisisel verilerinin korunmasi gibi temel
haklar baglaminda degerlendirilmesi gereken ¢ok boyutlu bir yapisal degisim olarak karsimiza
cikmaktadir. Nitekim dijitallesme, saglik hizmetinin sunum bi¢imini degistirirken, hukuki
sorumlulugun sinirlarin1 da yeniden belirlenmeye muhtag hale getirmektedir.

Geleneksel saglik hizmetlerinde aydinlatma siireci, hekim ile hasta arasinda yiiz yiize
ve karsilikli giiven iliskisine dayali olarak yiiriitiilmekte; hastanin bireysel 6zellikleri, egitim
diizeyi ve somut tibbi durumu dikkate alinarak kisisellestirilmis bir bilgilendirme yapilmasi
esas kabul edilmektedir. Buna karsilik dijital saglik hizmetlerinde aydinlatma ¢ogu zaman
standart metinler, elektronik onay kutular1 ve otomatik bilgilendirme sistemleri araciligiyla
gerceklestirilmektedir. Bu durum, aydinlatmanin bireysellestirilmesi ilkesini zayiflatmakta;
hastanin sunulan bilgileri gercekten anlayip anlamadigma iligkin ciddi tereddiitler
dogurmaktadir. Ozellikle uzun, teknik ve cogu zaman karmasik nitelikteki dijital bilgilendirme
metinlerinin kullanicilar tarafindan okunmaksizin kabul edilmesi, rizanin seklen mevcut
olmasma ragmen maddi anlamda gecerliligini tartismali hale getirmektedir. Bu baglamda
“tiklama yoluyla riza” (click-wrap consent) uygulamalarinin, tip hukuku bakimindan yeterli bir
aydinlatilmis riza olusturup olusturmadigi ciddi bir tartisma alani olusturmaktadir. Ayrica,
kullanici  davramiglariin - hiz  ve pratiklik odakli olmasi, bilgilendirme siirecinin
islevsizlesmesine yol acabilmektedir.

Dijital ortamda alinan rizanin hukuki niteligi, klasik riza teorisi ¢er¢evesinde ayrica
degerlendirilmelidir. Rizanin gegerli sayilabilmesi i¢in 6zgiir iradeye dayanmasi, belirli olmasi
ve yeterli diizeyde bilgilendirilmis bulunmasi gerekmektedir. Ancak dijital platformlarda
hizmet sunumunun karmasik yapisi, algoritmik karar siireglerinin seffaf olmamasi ve yapay
zeka sistemlerinin cogu zaman “kara kutu” niteligi tasimasi, hastanin neye riza gosterdigini tam
olarak kavrayamamasima yol agabilmektedir. Bu cercevede, yalnizca tibbi miidahalenin
sonuglarma iligkin degil, ayn1 zamanda bu sonuca ulasilmasini saglayan teknik ve algoritmik
siireclere iliskin de aydinlatma yapilmasinin gerekli oldugu ileri siiriilebilir. Boylece klasik
aydinlatma anlayisinin 6tesine gecen, siire¢ odakli, katmanli ve dinamik bir bilgilendirme
modelinin gerekliligi ortaya ¢ikmaktadir. Bu modelde, bilginin agsamali olarak sunulmasi ve
hastanin aktif katiliminin saglanmas1 6nem tagimaktadir.

Bu ¢alismada, Tiirk hukuku bakimindan aydinlatma yiikiimliiliigiiniin kapsami ve
rizanin unsurlar1 sistematik bicimde ortaya konularak; dijitallesmenin bu unsurlar {izerindeki
etkisi doktrindeki goriisler ve karsilastirmali hukuk verileri 1s18inda degerlendirilecektir. Bu
kapsamda 6zellikle Avrupa Birligi veri koruma rejimi, agik riza kavrami ve seffaflik ilkesi
dikkate alinarak, dijital ortamda gecerli bir rizanin hangi asgari sartlar1 tagimasi gerektigi

" Avukat-Arabulucu, Istanbul Barosu, Istanbul Universitesi Yiiksek Lisans Ogrencisi, Orcid no: 0000-0003-1376-
4256, E-posta: bernayilmaz12@gmail.com.
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tizerinde durulacaktir. Bunun yani1 sira elektronik kayitlarin ispat giicii, veri giivenligi, saglik
verilerinin islenmesi, platform saglayicilarinin hukuki sorumlulugu ve siber riskler gibi
meseleler de ayrintili bicimde ele alinacaktir. Calismanin devaminda, daha sade, anlasilabilir,
erisilebilir ve katmanli bilgilendirme modellerine dayanan yeni bir yaklasimin benimsenmesi
gerektigi ortaya konulacak; bu baglamda hastanin gergekten bilingli ve 6zgiir bir irade ile karar
verebilmesini saglayacak dijital aydinlatma sistemlerinin gelistirilmesi yoniinde somut ¢6ziim
Onerileri sunulacaktir. Ayrica, bu onerilerin hem uygulayicilar hem de mevzuat koyucu
bakimindan yol gosterici nitelik tasiyabilecegi degerlendirilmektedir. Bu yoniiyle ¢alisma,
dijitallesme silirecinde hasta haklarimin  korunmasina yonelik normatif ¢ergevenin
giiclendirilmesine de katki sunmay1 hedeflemektedir.

ANAHTAR KELIMELER: Dijital saglk, Aydinlatilmis riza, Hasta haklari,
Bilgilendirme yiikiimliiliigii, Saglik hukuku

INFORMED CONSENT AND ITS TRANSFORMATION IN DIGITALIZED
HEALTH SERVICES

ABSTRACT

The digitalization of healthcare fundamentally transforms the traditional model of the
doctor-patient relationship and necessitates a reevaluation of informed consent, one of the core
concepts of medical law. Telemedicine applications, mobile health platforms, remote patient
monitoring systems, and Al-assisted diagnostic tools not only expand the scope of the duty to
inform but also open new debates regarding the validity requirements of consent. This
transformation should be viewed not merely as a technical innovation but as a multidimensional
structural change that must be assessed within the context of fundamental rights, including
patient autonomy, human dignity, the right to information, and the protection of personal data.
Indeed, while digitalization changes the mode of healthcare delivery, it also compels a
reassessment of the boundaries of legal liability.

In traditional healthcare services, the disclosure process is conducted face-to-face based
on a mutual trust relationship between doctor and patient, and it is assumed that information is
personalized considering the patient's individual characteristics, education level, and specific
medical condition. In contrast, in digital health services, disclosure is often carried out through
standardized texts, electronic checkboxes, and automated information systems. This situation
weakens the principle of individualization in disclosure and raises serious doubts about whether
the patient genuinely understands the information provided. In particular, the acceptance of
long, technical, and often complex digital information texts without reading them renders
consent formally present but materially questionable. In this context, “click-wrap consent”
practices constitute a significant debate in terms of whether they fulfill the requirements of
informed consent under medical law. Furthermore, users’ speed- and convenience-oriented
behaviors can render the information process ineffective.

The legal nature of consent obtained in a digital environment should be assessed within
the framework of classical consent theory. For consent to be valid, it must be based on free will,
specific, and sufficiently informed. However, the complex structure of service delivery on
digital platforms, the lack of transparency in algorithmic decision-making processes, and the
“black-box” nature of Al systems often prevent patients from fully understanding what they are
consenting to. It can therefore be argued that disclosure should cover not only the outcomes of
medical interventions but also the technical and algorithmic processes that lead to those
outcomes. Thus, a process-oriented, layered, and dynamic disclosure model, going beyond the
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traditional understanding of informed consent, becomes necessary. In this model, presenting
information in stages and ensuring active patient participation are crucial.

This study systematically examines the scope of the duty to inform and the elements of
consent under Turkish law, assessing the effects of digitalization on these elements in light of
doctrinal opinions and comparative law. In this context, particular attention is paid to the EU
data protection regime, the concept of explicit consent, and the principle of transparency,
emphasizing the minimum requirements for valid consent in digital environments. Moreover,
issues such as the evidential power of electronic records, data security, processing of health
data, legal liability of platform providers, and cyber risks will be examined in detail.
Subsequently, the study advocates for a new approach based on simpler, comprehensible,
accessible, and layered information models and proposes practical solutions for developing
digital disclosure systems that enable patients to make decisions with truly conscious and free
will. These recommendations are expected to guide both practitioners and legislators. In this
respect, the study aims to contribute to strengthening the normative framework for protecting
patient rights in the process of digitalization.

KEYWORDS: Digital health, Informed consent, Patient rights, Duty to inform,
Medical law.
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YARGI KARARLARINA GORE AYDINLATMA VE ONAMA
Hac1 KARA®
OZET

T1p hukukunda aydinlatilmis riza ilkesi 6nem tagimaktadir. Bu nedenle yargi kararlarina
konu olmaktadir. Biyotip So6zlesmesi’nin 5. maddesine gore de aydinlatilmis riza saglik
hukukunun temel tasidir. Bu maddeye gore, saglik alaninda yapilacak herhangi bir miidahalenin
ancak ilgili kisinin 6zglirce ve bilgilendirilmis bicimde verdigi muvafakatten sonra
uygulanmas1 miimkiindjir.

Tirkiye, bu S6zlesmeyi kabul ederek, i¢ hukukun ayrilmaz bir parcasi haline getirmistir.
Yargitay da yerlesik ictihatlarinda bu hiikiimlere atif yapmak suretiyle sézlesmenin normatif
baglayiciligin1 kabul etmektedir. Miidahaleden 6nce hastaya, islemin amaci, niteligi, olasi
sonuglar1 ve riskleri hakkinda yeterli ve anlasilir bilgi verilmesi zorunludur. Ayrica kisi, vermis
oldugu rizay diledigi anda geri alma hakkina sahiptir. Bu diizenleme, tibbi miidahalelerde salt
rizanin degil, aydinlatilmis rizanin aranmasi gerektigini agik¢a ortaya koymaktadir.

Bilindigi {izere, tibbi miidahalelerin hukuka uygunluk kazanabilmesi, salt hastanin
rizasinin alimmis olmasima indirgenemeyecek bir nitelik tagimaktadir. Ayrica bu riza;
miidahalenin kapsami, niteligi, olasi riskleri ve sonuglar1 hakkinda yeterli ve anlasilir bir
bilgilendirmeye dayanarak aydinlatilmis bicimde verilmis olmasini zorunludur.

Acil durumlarda ya da agik bir cerrahi miidahale sirasinda, hekimin 6ngdrmesi miimkiin
olmayan ve hastanin yasamin1 dogrudan tehdit eden hayati bir komplikasyonla karsilagiimasi
miimkiindiir. Bu gibi durumlarda, miidahalenin derhal gergeklestirilmemesinin hastanin agir
zarar gérmesine veya yagamini yitirmesine yol agabilecek olmasi nedeniyle, hastadan dnceden
acik riza alinmamis olsa dahi hekimin tibbi miidahaleye devam etmesi hukuka uygun kabul
edilmektedir. Zira bu tiir miidahaleler, hastanin varsayilan rizasina ve {istiin yararinin
korunmasina dayanmakta; gecikmenin doguracag: riskler karsisinda riza sarti istisnai olarak
geri planda kalmaktadir. Bu durumda hekimin fiili, hastanin yasamini kurtarmaya veya agir ve
telafisi gii¢ zararlarin 6nlenmesine yoneldiginden, vekaletsiz is gorme hiikiimleri ¢ergevesinde
degerlendirilmektedir.

Bu c¢alismada aydinlatilmis riza ilkesi yargi kararlar1 ¢ercevesinde agiklanmakta ve
onamanin énemi belirtilmektedir.

ANAHTAR KELIMELER: Tip-saglik hukuku, aydinlatilmis riza ilkesi, aydilatilmis
rizayl onama, yargi kararlari, aydinlatilmis riza ilkesinin tip hukukundaki 6nemi.

DETAILED INFORMATION AND CONFIRMATION ACCORDING TO JUDICIAL
DECISIONS

ABSTRACT

The principle of informed consent is of great importance in medical law. Therefore, it
is the subject of judicial decisions. According to Article 5 of the Convention on Biomedicine,
informed consent is a cornerstone of health law. According to this article, any intervention in

* Prof. Dr., Istanbul Medeniyet Universitesi Hukuk Fakiiltesi, Deniz Hukuku Anabilim Dali Baskani, ORCID:
0000-0002-8255-6277, E-posta: haci.kara@medeniyet.edu.tr.
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the field of health can only be carried out after the consent of the relevant person, freely and
with information.

Turkey has accepted this Convention, making it an integral part of its domestic law. The
Supreme Court, in its established jurisprudence, also accepts the normative binding nature of
the convention by referring to these provisions. Before the intervention, it is mandatory to
provide the patient with sufficient and understandable information about the purpose, nature,
possible consequences, and risks of the procedure. In addition, the person has the right to
withdraw their consent at any time. This regulation clearly shows that not only consent but also
informed consent should be sought in medical interventions.

As is known, the legality of medical interventions cannot be reduced solely to obtaining
the patient's consent. Furthermore, this consent must be given in an informed manner, based on
sufficient and understandable information about the scope, nature, potential risks, and
consequences of the intervention.

In emergency situations or during open surgical procedures, it is possible for the
physician to encounter a vital complication that is unforeseen and directly threatens the patient's
life. In such cases, since failure to perform the intervention immediately could lead to serious
harm or death of the patient, the physician's continuation of the medical intervention is
considered lawful even if prior explicit consent has not been obtained from the patient. This is
because such interventions rely on the presumed consent of the patient and the protection of
their best interests; the requirement of consent is exceptionally secondary in the face of the risks
that delay would entail. In this case, since the physician's action is aimed at saving the patient's
life or preventing serious and irreparable harm, it is evaluated within the framework of the
provisions of acting without authorization.

This study explains the principle of informed consent within the framework of judicial
decisions and emphasizes the importance of consent.

KEYWORDS: Medical-health law, principle of informed consent, approval of
informed consent, judicial decisions, importance of the principle of informed consent in
medical law.

42



DANISTAY VE YARGITAY KARARLARINDA AYDINLATILMIS ONAM
ALINMAMASINA FARKLI SONUCLAR BAGLANMASI

Meliha Sermin PAKSOY "
OZET

Tirkiye’de saglik hizmeti hem kamu kurum ve kuruluglarinca hem de 6zel saglhk
kuruluglarinca sunulmaktadir. Saglik Bakanlhigi’nin 2023 tarihli aciklamasma gore
ameliyatlarin %55 Saglik Bakanligi’na, %26’s1 6zel saghk kuruluslarinda, geri kalani
tiniversite hastanelerinde gergeklesmektedir. Benzer sekilde hasta muayenelerinim %79’u
Saglik Bakanligina bagli hastanelerde, %13’ 06zel hastanelerde, kalan1 iiniversite
hastanelerinde yapilmaktadir.

Tibbi miidahalenin hukuka aykir1 oldugu, bu nedenle ugranilan zararin tazmini
istendiginde kamu ve {iniversite hastanelerinde verilen hizmetler i¢in idare mahkemesine, 6zel
saglik kurumlarinda verilen hizmetler i¢in davali taraflara gore tiikketici mahkemesinde veya
asliye ticaret mahkemesinde dava agilmaktadir. Hangi saglik kurulusunda sunulursa sunulsun
tibbi miidahalelerin hukuka uygun sayilmasi i¢in ayni sartlar aranmaktadir. Bu sartlarin basinda
tibbi miidahaleden 6nce hastadan aydinlatilmis onam alinmasi gelmektedir. Aydinlatilmis
onam c¢ergevesinde verilmesi gereken bilgiler Hasta Haklar1 Yonetmeligi m. 15°te detayh
olarak diizenlenmistir. Hastaya verilmesi gereken bilgiler hakkinda yargi kollar1 arasinda
farklilik bulunmamaktadir. Fakat aydinlatilmis onamin alinmadigina kanaat getirildiginde idare
mahkemelerinde ve Danistay’da manevi tazminata hilkkmedilmekte, kiginin ayn1 islem nedeni
ile ugradigr maddi tazminat sirf aydinlatilmis onam alinmamasi nedeni ile tazmin edilmemektir.
Diger yandan tiiketici, asliye ticaret ve Yargitay ise aydinlatilmis onam alinmamissa kisinin
hem maddi hem de manevi zararinin tazminini isteyebilecegine hiikmetmektedir.

Sonug¢ olarak aydinlatilmis onam alinmamasinin sonucu kisinin tedavi gordigi
hastaneye gore degismektedir. Yargi kollarinin bu konudaki farkli kararlarinin nedeni ve bunun
adil yargilanma hakkina etkisi bu teblig ¢ergevesinde incelenecektir.

Anahtar Kelimeler: Aydinlatilmis onam, yargi kolu, manevi tazminat, maddi tazminat,
hukuka uygunluk sartlar1

DIFFERENT CONSEQUENCES ATTACHED TO THE FAILURE TO OBTAIN
INFORMED CONSENT IN THE DECISIONS OF THE COUNCIL OF STATE AND
THE COURT OF CASSATION

ABSTRACT

In Tiirkiye, healthcare services are provided by both public institutions and private
healthcare organizations. According to a 2023 statement by the Ministry of Health, 55% of
surgeries take place in Ministry of Health hospitals, 26% in private healthcare institutions, and
the remainder in university hospitals. Similarly, 79% of patient examinations are conducted in
hospitals affiliated with the Ministry of Health, 13% in private hospitals, and the rest in
university hospitals.

When a medical intervention is claimed to be unlawful and compensation for the
resulting damages is sought, lawsuits are filed in administrative courts for services provided in
public and university hospitals. For services provided in private healthcare institutions, the case

i Avukat, Dog. Dr., Istanbul Barosu, 0000-0001-8363-4655, E-posta: ms.paksoy@paksoypartners.com.
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is brought before consumer courts or civil courts of peace, depending on the defendants.
Regardless of the healthcare institution where the service is provided, the same conditions are
sought for medical interventions to be considered lawful. Chief among these conditions is
obtaining informed consent from the patient prior to the intervention. The information that must
be provided within the framework of informed consent is regulated in detail under Article 15
of the Regulation on Patient Rights. There is no discrepancy between the judicial branches
regarding the information that must be disclosed to the patient.

However, when it is concluded that informed consent was not obtained, administrative
courts and the Council of State award non-pecuniary (moral) damages, but refuse to compensate
for pecuniary (material) damages arising from the same procedure. On the other hand, consumer
courts, civil courts, and the Court of Cassation rule that if informed consent is missing, the
individual may claim compensation for both material and moral damages.

Consequently, the legal outcome of failing to obtain informed consent varies depending
on the hospital where the patient received treatment. This presentation will examine the reasons
for these differing decisions between judicial branches and their impact on the right to a fair
trial.

KEYWORDS: Informed consent, judicial branch, non-pecuniary damages, pecuniary
damages, conditions of lawfulness.
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DELIL ELDE ETME AMACIYLA YARGITAY KARARLARI ISIGINDA
SUPHELIYE CERRAHI MUDAHALEDE BULUNULABILIR Mi?

Dogan GEDIK"
OZET

Sucun islenmesiyle baslayan ve en nihayetinde maddi ger¢cege ulasmay1 amaglayan ceza
muhakemesi siirecinde, su¢ delillerinin biyolojik bir veri olarak insan bedeni {izerinde
bulunmasi siklikla karsilasilan durumlardan biridir. Sugun aydinlatilmasi bakimindan bu
delillerin ortaya cikarilmasi ve bilirkisi incelemesine konu edilmesi gerekmektedir. Bu tiir
durumlarda yasal kosullarinin bulunmasi halinde basvurulan delil elde etme yontemlerinden
biri de “beden muayenesi ve viicuttan Ornek alinmasi”dir. Bu noktada basvurulan beden
muayenesi ve viicuttan 6érnek alinmasi islemi, ceza muhakemesi hukukunda bir koruma tedbiri
niteligi tasimakta olup; s6z konusu islem neticesinde elde edilen bulgular ile bu bulgulara
dayanilarak diizenlenen bilirkisi raporlari, maddi gerceginin ortaya ¢ikarilmasi bakimindan
basvurulan 6nemli delil araglar1 arasinda yer almaktadir.

S6z konusu olan insan bedenine yonelik miidahale olunca, kisi hak ve 6zgiirliiklerine
dogrudan miidahale 6zelligi nedeniyle tedbire iliskin Anayasal ve yasal normlara da mutlaka
uyulmasi gerekmektedir. Nitekim Anayasamizda, tibbi zorunluluklar ve kanunda yazili haller
disinda, kisinin viicut biitiinliigiine dokunulamayacagi ve rizasi olmadan bilimsel ve tibbi
deneylere tabi tutulamayacagi belirtilmistir (m. 17/ 2). Anayasada yer alan temel hak ve
Ozgiirliiklerin 6zlerine dokunulmaksizin yalnizca Anayasanin ilgili maddesinde belirtilen
sebeplere bagli olarak, kanunla sinirlandirilmasi olanakli oldugundan 5271 sayili CMK’nin 75.
maddesinde “Siipheli veya sanigin beden muayenesi ve viicudundan 6rnek alinmasi”; 76.
maddesinde “Diger kisilerin beden muayenesi ve viicuttan 6rnek alinmasi1” ve 77. maddesinde
ise “Kadinin muayenesi”ne iligskin hiikiim yer vermistir.

Belirtelim ki CMK m.76’da basta magdur olmak {izere diger kisilerin beden
muayenesinde cerrahi bir miidahalede yasagi agik bir sekilde ongdriildiigii halde siipheli ve
sani@in beden muayenesi ve Ornek alimmasma iligkin 75.maddede bu sekilde agik bir
diizenlemeye yer verilmemistir. Bununla birlikte uygulamada kolluk tarafindan yapilan
caligmalar kapsaminda yakalanan bazi siiphelilerin kendi beyanlar1 ya da ¢ekilen tomografi
sonucunda mide ve/veya bagirsaklarinda uyusturucu veya uyarict oldugundan siiphe edilen
maddeye rastlanabilmektedir. Bir¢ok olayda bu maddeler kisinin sagligini bozdugu i¢in mide
ve bagirsaklarda tespit edilen maddeler tibbi miidahale kapsaminda cerrahi operasyonla
alinmaktadir. Ancak kisinin heniiz rahatsizlanmadigi ve dolayisiyla tibbi gerekliligin
bulunmadigr durumlarda, salt delil elde etmek amaciyla bdyle bir cerrahi miidahalede
bulunmanin hukuka uygun olup olmadig1 hususu, dgreti, AIHM ve Yargitay kararlar1 1s131nda
irdelenmeye deger goriinmektedir.

ANAHTAR KELIMELER: Beden Muayenesi ve Viicuttan Ornek Alinmas1, Maddi Gergek,
Olgiiliiliik ilkesi, Cerrahi Miidahale, Hukuka Aykir1 Delil
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CAN A SUSPECT BE SUBJECTED TO SURGICAL INTERVENTION FOR THE
PURPOSE OF OBTAINING EVIDENCE IN LIGHT OF THE COURT OF
CASSATION DECISIONS?

ABSTRACT

In criminal proceedings, which commence upon the suspicion that an offense has been
committed and ultimately aim at revealing the material truth, it is frequently encountered that
evidence related to the offense exists on the human body in the form of biological data. In order
to clarify the incident, such evidence must be uncovered and subjected to expert examination.
In this context, one of the evidentiary measures that may be resorted to, provided that the
statutory conditions are fulfilled, is the “physical examination and taking of bodily samples.”
The physical examination and sample-taking procedures carried out at this stage constitute
protective measures within criminal procedural law, while the findings obtained through such
procedures and the expert reports prepared accordingly serve as important evidentiary tools in
establishing the material truth.

Since interventions directed at the human body constitute a direct interference with
fundamental rights and freedoms, strict compliance with constitutional and statutory safeguards
is required. Indeed, Article 17/2 of the Constitution provides that a person’s bodily integrity
shall not be violated and that no one may be subjected to scientific or medical experiments
without consent, except in cases of medical necessity and circumstances prescribed by law. As
constitutional rights and freedoms may only be restricted by law, without infringing upon their
essential core and solely for the reasons set forth in the relevant constitutional provisions,
Articles 75, 76, and 77 of the Turkish Code of Criminal Procedure No. 5271 regulate
respectively the “physical examination of the suspect or accused and taking of bodily samples,”
the “physical examination of other persons and taking of bodily samples,” and the “examination
of women.”

It should be noted that while Article 76 of the Code of Criminal Procedure expressly
prohibits surgical intervention during the physical examination of persons other than the suspect
or accused — particularly victims — Article 75, which governs the physical examination of
suspects and accused persons and the taking of bodily samples from them, contains no such
explicit prohibition. Nevertheless, in practice, during operations conducted by law enforcement
authorities, some apprehended suspects are found — either through their own statements or
through radiological imaging techniques such as tomography — to have substances suspected
to be narcotic or stimulant drugs in their stomachs or intestines. In many cases, such substances
are surgically removed as part of a medically necessary intervention due to the risks posed to
the individual’s health. However, where no medical necessity exists and the intervention is
carried out solely for the purpose of obtaining evidence, the lawfulness of such surgical
intervention requires examination in light of academic doctrine, the case law of the European
Court of Human Rights, and the decisions of the Turkish Court of Cassation.

Keywords: Physical Examination and Taking of Bodily Samples, Material Truth,
Principle of Proportionality, Surgical Intervention, Unlawfully Obtained Evidence.
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AYDINLATILMIS ONAMIN FEMINIST ELESTIRISI VE AIHM ICTIHADINDA
TOPLUMSAL CINSIYETE DUYARLI BIR YAKLASIMIN GELiSIiMi

Zeynep GUNLER*
OZET

Aydinlatilmis onam, modern tip hukukunun temel ilkelerinden biri olan bireyin bedeni
tizerinde 6zerk karar verme hakkina dayanir. Klasik bioetik literatiiriinde bu ilke, rasyonel ve
kendi kendine yeterli bireyin 6zgiir tercihleri iizerinden temellendirilen liberal bir 6zerklik
anlayis1 cercevesinde ele alinmaktadir. Ancak bu birey modelinin, karar alma siireclerini
sekillendiren toplumsal baglamdan biiyiik dl¢iide soyutlanmis bir 6zne varsayimina dayandigi
goriilmektedir. Oysa bireylerin kararlar1 yalnizca bireysel irade ve tercihlerle agiklanamaz;
toplumsal cinsiyet rolleri, ekonomik kosullar, kiiltiirel normlar ve yapisal gii¢ iliskileri bu
stirecleri onemli 6l¢iide sekillendirmektedir. Bu nedenle aydinlatilmis onamin yalnizca bireysel
riza ve formel Ozerklik iizerinden degerlendirilmesi, 6zellikle saglik hizmetleri baglaminda
ortaya c¢ikan esitsizlikleri ve gili¢ asimetrilerini gériinmez kilma riski tagimaktadir.

Feminist teori bu soyut 6zerklik anlayisina uzun siiredir elestirel yaklagmaktadir.
Ozellikle radikal feminist literatiir, r1za kavraminin esitsiz giig iliskileri i¢inde nasil isledigini
tartisarak farkli alanlardaki riza iligkilerini analiz etmek bakimindan 6nemli bir kuramsal
cerceve sunmustur. Bu baglamda Catharine A. MacKinnon rizanin tek bagina esitlik
yaratmadigini su sozlerle ifade eder: “Rizanin varlig1 bir etkilesimi esit kilmaz. Onu yalnizca
tolere edilebilir kilar ya da riza veren kisinin kontrolii disinda kalan veya onun tarafindan
kurulmamus alternatifler arasinda daha az maliyetli olani haline getirir.”' Buna gére riza, giic
iliskilerinden bagimsiz diisiiniilemez; zira riza giiciin bir islevidir ve bireyin anlamli bir riza
verebilmesi belirli bir gii¢ ve gercek seceneklere sahip olmasini gerektirir. Her ne kadar bu
tartismalar esas olarak cinsellik ve cinsel siddet baglaminda gelistirilmis olsa da, rizanin esitsiz
gii¢ iligkileri i¢cinde nasil sekillendigine dair bu analiz, tip alanindaki aydinlatilmis onam
sireclerini degerlendirmek bakimindan da 6nemli bir perspektif sunmaktadir.

Tip kurumunun tarihsel olarak paternalist bir yapiya sahip olmasi, hekim-hasta
iliskisinde belirgin bir otorite asimetrisi yaratmaktadir. Bu kurumsal gii¢ iliskisi kadinlarin
klinik arastirmalarda eksik temsili ile birlestiginde kadinlarin tibbi miidahalelere iliskin karar
alma siireglerinde dezavantajli konumda kalmasina yol acabilmektedir. Kadinlarin egitim,
ekonomik bagimsizlik ve toplumsal statii bakimindan dezavantajli oldugu bir¢cok toplumda
tibbi kararlarin fiilen hekimler veya aile liyeleri tarafindan yonetilmesi sik rastlanan bir
durumdur. Ayrica kadinlarin iireme saglhigina iliskin tibbi miidahaleler (kiirtaj, sterilizasyon,
dogum veya jinekolojik muayeneler) dogrudan kadin bedeni ve toplumsal cinsiyet rollerine
iliskin normlarla yakindan baglantilidir. Bu nedenle toplumsal cinsiyet korii bir aydinlatilmis
onam modeli, mevcut esitsizlikleri gériinmez kilma ve yeniden iiretme potansiyeline sahiptir.

Tibbi miidahalelere riza meselesi Avrupa Insan Haklar1 Mahkemesi igtihadinda da
siklikla giindeme gelmektedir. Mahkemenin Oniine gelen bagvurularin 6nemli bir kismi da,
kadinlara 6zgii tibbi miidahaleler baglaminda ortaya ¢ikan riza sorunlarina iligkindir. Mahkeme
Ozellikle zorla sterilizasyon, iireme sagligna iliskin bilgiye erisimin engellenmesi veya
jinekolojik muayenelerin riza olmaksizin gergeklestirilmesi gibi durumlar1 iskence veya

* Arastirma Gorevlisi, Atatiirk Universitesi Hukuk Fakiiltesi Genel Kamu Hukuku Anabilim Dali, ORCID: 0000-
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insanlik dis1 ya da agagilayict muamele yasagi ve 6zel ve aile hayatina saygi hakki kapsaminda
degerlendirmistir. Mahkemenin erken donem kararlarinda riza daha formel bir kategori olarak
degerlendirilirken, 6zellikle zorla sterilizasyon ve ilireme sagligina iliskin davalarda i¢tihadin
giderek bireyin kirilganligini ve yapisal esitsizlikleri dikkate alan daha baglamsal bir yaklagima
yoneldigi gozlemlenmektedir. Bu kararlar, rizanin yalnizca formel bir hukuki kategori olarak
degerlendirilmesinin yeterli olmadigini; bireyin kirilganligi, bilgiye erisim imkanlar1 ve yapisal
giic 1iliskilerinin de dikkate alinmasi gerektigini giderek daha belirgin bigimde ortaya
koymaktadir.

Bu bildiri, aydinlatilmis onam kavramini feminist hukuk ve bioetik literatiiriindeki
elestiriler 1s181nda yeniden degerlendirmeyi amaglamaktadir. Bu amagla feminist hukuk teorisi
ve feminist bioetik literatiiriiniin ve Avrupa Insan Haklar1 Mahkemesi igtihadinin analizi
yontemleri kullanilacaktir. Oncelikle liberal zerklik anlayisinin simirlar1 ve riza kavraminin
esitsiz giic iligkileri i¢indeki isleyisi feminist bioetik kaynaklar ¢ercevesinde ele alinacaktir.
Ardindan kadinlarin tibbi miidahalelere rizasina iliskin Avrupa Insan Haklar1 Mahkemesi
kararlar1 incelenerek Mahkemenin yaklasiminin toplumsal cinsiyet perspektifi bakimindan
nasil gelistigi analiz edilecektir. Bu baglamda dikkate deger kararlardan bazilar1 Y.F. v.
Tiirkiye, Juhnke v. Tiirkiye, V.C. v. Slovakia, N.B. v. Slovakia, I.G. and Others v.
Slovakia, S.F.K. v. Russia, G.M. and Others v. Moldova, Y.P. v. Russia ve S.O. v.
Spain kararlaridir. Bu cercevede bildirinin temel argiimani, aydinlatilmis onamin bireysel
ozerkligi gergekten koruyabilmesi i¢in yalnizca bireysel riza kavramina dayanmasinin yeterli
olmadig1; saglik hizmetleri baglaminda ortaya ¢ikan yapisal esitsizliklerin ve toplumsal cinsiyet
iliskilerinin dikkate alinmasinin zorunlu oldugudur.

ANAHTAR KELIMELER: aydinlatismis onam, feminist bioetik, toplumsal cinsiyet,
tibbi miidahalelere riza, Avrupa Insan Haklar1 Mahkemesi igtihadi

FEMINIST CRITIQUE OF INFORMED CONSENT AND THE DEVELOPMENT OF
A GENDER-SENSITIVE APPROACH IN THE CASE LAW OF THE EUROPEAN
COURT OF HUMAN RIGHTS

ABSTRACT

Informed consent is one of the fundamental principles of modern medical law and is
based on the individual’s right to make autonomous decisions concerning their own body. In
classical bioethics literature, this principle is generally grounded in a liberal understanding of
autonomy centred on the free choices of a rational and self-sufficient individual. However, this
model of the individual appears to rely on an assumption of a subject that is largely abstracted
from the social context shaping decision-making processes. In reality, individual decisions
cannot be explained solely through personal will and preferences; gender roles, economic
conditions, cultural norms, and structural power relations significantly shape these processes.
For this reason, evaluating informed consent solely through the lens of individual consent and
formal autonomy risks rendering invisible the inequalities and power asymmetries that arise
particularly within the context of healthcare.

Feminist theory has long taken a critical stance toward this abstract conception of
autonomy. In particular, radical feminist literature has offered an important theoretical
framework for analysing different forms of consent by examining how consent operates within
unequal power relations. In this context, Catharine A. MacKinnon argues that the mere
existence of consent does not create equality, stating: “The presence of consent does not make
an interaction equal. It makes it tolerated, or the less costly of alternatives out of the control or
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beyond the construction of the one who consents.”™ According to this perspective, consent

cannot be understood independently of power relations; rather, consent is a function of power,
and meaningful consent requires that individuals possess a certain degree of power and real
alternatives. Although these debates were primarily developed in relation to sexuality and
sexual violence, this analysis of how consent is shaped within unequal power relations also
provides an important perspective for evaluating informed consent processes in the medical
context.

The historically paternalistic structure of the medical profession creates a clear authority
asymmetry within the physician—patient relationship. This institutional power imbalance,
combined with the underrepresentation of women in clinical research, may place women at a
disadvantage in decision-making processes regarding medical interventions. In many societies
where women face disadvantages in terms of education, economic independence, and social
status, medical decisions are frequently shaped in practice by physicians or family members.
Moreover, medical interventions related to women’s reproductive health—such as abortion,
sterilization, childbirth, or gynaecological examinations—are closely linked to social norms
concerning women’s bodies and gender roles. For this reason, a gender-blind model of informed
consent has the potential to obscure and reproduce existing inequalities.

The issue of consent to medical interventions has also frequently arisen in the case law
of the European Court of Human Rights. A significant number of the applications brought
before the Court concern problems of consent in the context of medical interventions specific
to women. The Court has examined situations such as forced sterilization, the obstruction of
access to reproductive health information, or the performance of gynaecological examinations
without consent within the framework of the prohibition of torture and inhuman or degrading
treatment and the right to respect for private and family life. While consent was treated as a
more formal category in the Court’s earlier decisions, it can be observed that in cases
concerning forced sterilization and reproductive health, the Court’s case law has increasingly
evolved toward a more contextual approach that takes into account individual vulnerability and
structural inequalities. These decisions increasingly demonstrate that evaluating consent merely
as a formal legal category is insufficient and that factors such as vulnerability, access to
information, and structural power relations must also be taken into consideration.

This paper aims to reassess the concept of informed consent in light of the critiques
developed in feminist legal theory and feminist bioethics. For this purpose, the study employs
the method of analytical examination of feminist legal theory, feminist bioethics literature, and
the case law of the European Court of Human Rights. First, the limitations of the liberal
conception of autonomy and the functioning of consent within unequal power relations will be
examined within the framework of feminist bioethical scholarship. Subsequently, key
judgments of the European Court of Human Rights concerning women’s consent to medical
interventions will be analysed in order to evaluate how the Court’s approach has evolved from
the perspective of gender sensitivity. Notable cases in this regard include Y.F. v. Tiirkiye,
Juhnke v. Tiirkiye, V.C. v. Slovakia, N.B. v. Slovakia, I.G. and Others v. Slovakia, S.F.K. v.
Russia, G.M. and Others v. Moldova, Y.P. v. Russia, and S.O. v. Spain. The main argument of
this paper is that in order for informed consent to genuinely protect individual autonomy, it
cannot rely solely on the concept of individual consent; rather, it is necessary to take into
account the structural inequalities and gender relations that shape healthcare contexts.

% Catharine A. MacKinnon, “Rape Redefined”, Harvard Law & Policy Review, V. 10, 2016, p. 431, 440.
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