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ONSOZ

Yedi y1l 6nce Marmara Universitesi biinyesinde temeli atilan Saghk Hukukunda
Giincel Sorunlar Sempozyum Serisi, saglik ve hukuk disiplinlerinin kesigim nokta-
sinda, giinlimiiziin en kritik konularindan birini ele alma misyonuyla 2026 yilinda
iiciincii kez gerceklestirilmistir. Bu y1l, Marmara Universitesi Hukuk Fakiiltesi De-
kanhg ve Istanbul Medipol Universitesi ilac ve Saglik Hukuku Uygulama ve Aras-
tirma Merkezi is birligi ile flac Endiistrisi Isverenler Sendikasi’nin degerli katkilariy-
la “Ilac Hukuku” temasi altinda diizenlenen sempozyum; saglik ve hukuk arasindaki
etkilesimi ve bu etkilesime bagh olusabilecek gilincel hukuki problemleri incelemek
tizere saglik hukukuna dair yeni bir perspektif sunma amaci tagimaktadir.

Saglik hukukunun en dinamik ve teknik alanlarindan biri olan ilag hukuku; sa-
dece tibbi bir iiriiniin piyasaya arzin1 degil, ayn1 zamanda bireyin en temel hakki
olan yasam hakki ve saghga erisim hakkini dogrudan ilgilendiren bir disiplindir.
Giiniimiizde hizla gelisen biyoteknoloji, kisisellestirilmis tip uygulamalar ve ilag
sektoriindeki kiiresel gelismeler, mevcut hukuki diizenlemelerin siirekli olarak yeni-
den degerlendirilmesini zorunlu kilmaktadir. Sempozyum, bu ihtiyaca yanit vermek
ve teori ile uygulama arasindaki kopriiyii gliclendirmek amaciyla diizenlenmistir.

Bu bildiri kitabi, saghk hizmetine hukuki yaklagimin ilag hukuku baglaminda
ele alindigy, dijitallesmeyle ortaya ¢ikan yeni hukuki problemleri ortaya koyan, bu
problemlere dikkat ceken ve ¢oziim onerileri getiren bir calisma hiiviyetindedir. iki
iiniversitenin is birligi sonucu alaninda uzman akademisyenlerin katkilariyla olus-
turulan bu eser, saglik hukuku alaninda ¢alisan aragtirmacilar, akademisyenler ve
uygulayicilar igin hem giincel sorunlara dair bir bilgi kaynagi hem de disiplinler ara-
st ig birliginin 6nemini vurgulayan degerli bir rehber niteligi tagimaktadir. Bu vesile
ile sempozyumun gerceklesmesi siirecinde degerli yonlendirmeleriyle yanimizda
olan Prof. Dr. Sabahattin Aydin’a ayrica slikranlarimizi sunariz. Bildiri kitabinin
hukukcular, saglik calisanlar1 ve ilag sektorii paydaslar i¢in ufuk acgic1 bir kaynak
olmasini iilkemizdeki saglik hukuku literatiiriine katki saglamasini temenni ederiz.

Diizenleme Komitesi Adina
Dr. Ogr. Uyesi Sinem TASTEKIN
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FOREWORD

The Symposium Series on Current Problems in Health Law, the foundations of
which were laid within Marmara University seven years ago, was held for the third
time, in 2026 with the mission of addressing one of today’s most critical issues at
the intersection of health and law disciplines. Organized this year under the theme
of “Pharmaceutical Law”, through the cooperation of the Deanship of Marmara
University Faculty of Law and Istanbul Medipol University Pharmaceutical and
Health Law Application and Research Center, along with the valuable contributions
of the Pharmaceutical Industry Employers’ Association, this symposium aims
to provide a new perspective on health law, in order to examine the interaction
between health and law, as well as the current legal problems that may arise from
this interaction.

As one of the most dynamic and technical fields of health law, pharmaceutical
law is a discipline that directly concerns not only the commercial launch of a medical
product, but also the most fundamental human rights: the right to life and the right to
access health care. Today, rapidly advancing biotechnology, personalized medicine
applications, and global developments in the pharmaceutical sector make the
continuous reassessment of existing legal regulations mandatory. The symposium
was organized to respond to this need and to strengthen the bridge between theory
and practice.

This proceedings book serves as a study that approaches healthcare services from
a legal standpoint within the context of pharmaceutical law, highlighting the new
legal problems brought about by digitalization, drawing attention to these issues,
and offering solutions. Created through the cooperation of two universities and the
contributions of expert academics in their fields, this work serves as both a source of
information on current problems and a valuable guide, emphasizing the importance
of interdisciplinary cooperation, for researchers, academics, and practitioners
working in the field of health law. In this regard, we would like to express our
sincere gratitude to Prof. Sabahattin Aydin for his invaluable guidance throughout
the symposium process. We hope that this proceedings book will be an eye-opening
resource for legal professionals, healthcare workers, and pharmaceutical sector
stakeholders, and that it will contribute to the health law literature in our country.

On Behalf of the Organizing Committee
Assist. Prof. Sinem TASTEKIN
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ILAC URETICISININ SORUMLULUGUNUN
TEHLIKE SORUMLULUGU BAKIMINDAN
DEGERLENDIRILMESI

Prof. Dr. Fulya ERLULE
Marmara Universitesi, Hukuk Fakiiltesi, Medeni Hukuk Ana Bilim Dali

0000-0002-5683-6523
ferlule@marmara.edu.tr

OZET

Onceleri eczacilar tarafindan geleneksel yontemlerle hazirlanan ve sinirh sayida
kisiye ulasan ilaglar, gliniimiizde endiistriyel olarak ve biiyiik miktarlarda iiretilmekte
dolayisiyla genis kitlelere ulasabilmektedir. Toplumsal ve bireysel saghigin korunmasi
bakimindan giivenli bir sekilde iiretilip piyasaya sunulmasi gereken ilaglarin hatali
olarak iiretilmesi biiyiik zararlara yol actig1 gibi; ilaglarin zamanla ortaya ¢citkmasi
muhtemel yan etkileri ve diger ilaclarla etkilesimleri ilaclarin giivenli olmaktan
cikma riskine sahip olduklarini gostermektedir. Bu nedenle hatali bir ilacin piyasaya
siiriildiigii ve hatali ilac1 kullanan kisilerin hukuken korunmaya deger menfaatlerinin
ihlal edildigi hallerde meydana gelen zararlarin hangi sorumluluk esasina dayanilarak
giderileceginin belirlenmesi son derece 6nemlidir.

Hukukumuzda ilag iireticisinin sorumlulugunu diizenleyen ayr1 bir ilag kanunu
bulunmamakta, ilag iireticisinin sorumlulugu 12.03.2021 tarihinde yiiriirliige giren
7223 sayih Uriin Giivenligi ve Teknik Diizenlemeler Kanununun (UGTDK) yani
sira, Tiiketicinin Korunmasi Hakkinda Kanun ve Tiirk Bor¢lar Kanunu hiikiimleri
gercevesinde degerlendirilmekte ilag iireticisinin hangi sorurnluluk esasina gore
say1li Bor¢lar Kanunu’nda yer almayan ve ilk kez 6098 sayih Tiirk Borglar Kanunu'nun
71. maddesinde genel bir hiikiim olarak diizenlenmis olan tehlike sorumlulugunun
ilag iireticisinin sorumluluguna dayanak olusturup olusturamayacag tartismasi da
hukukumuz bakimindan giincelligini korumaktadir.

Tiirk hukuk 6gretisinde bir goriis, Tiirk Bor¢lar Kanunu m. 71 hitkmiinden hareketle,
ilac iireticisinin sorumlulugunu tehlike sorumlulugu olarak nitelendirmekte, ilag
iiretimi bakimindan bazi risklerin kontroliiniin zor, kaginilmaz ya da éngoriilemez
olmasi ve kimi zaman ilag iiretiminin uzman bir kisiden beklenen tiim 6zenin
gosterilmesi durumunda bile, agir zararlar dogurmaya elverisli olmasi nedeniyle
ilag iireticisinin sorumlulugunu tehlike sorumluluguna dayandirmaktadir.

Tiirk hukuk 6gretisinde bir diger goriis ise Tiirk Borclar Kanunu m. 71 hitkmiine
gore, tehlike sorumlulugunun dogmasi igin zararin 6nemli 6l¢iide tehlike arz eden bir
igsletmenin faaliyetinden dogmasi gerektigini, Tiirk Borclar Kanunu m. 71 hitkmiinde
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diizenlenmis olan tehlike sorumlulugu bakimindan isletme tarafindan iiretilen seyin
tehlike arz edip etmemesinin aranmadigini, bu nedenle de igletmenin {iretmis oldugu
ilacin neden oldugu zararlarin Tiirk Borclar Kanunu m. 71'in kapsami diginda kaldigini
ileri stirmektedir. Tiirk hukuk 6gretisinde bazi yazarlar ise Tiirk Bor¢lar Kanunu m. 71
hitkmiinde, zararin tehlikeli faaliyet sirasinda meydana gelmesi aranmakta olup ilag
iireticisinin sorumlulugunun s6z konusu oldugu hallerde, zararin {iretim faaliyeti
sirasinda degil, ilag iiretilip piyasaya siiriildiikten sonra ortaya ¢iktigimi dolayisiyla ilag
iireticisinin sorumlugunun Tiirk Borclar Kanunu m. 71 hitkmiine dayandirllamayacagim
ileri stirmektedirler. Kanaatimizce ilaglarin iiretildigi isletmelerin faaliyetinin 6nemli
oOlgiide tehlike arz etmemesi ve hatali ilaclarin neden oldugu zararlarin tehlikeli bir
iiretim faaliyeti sirasinda meydana gelmemis olmasi sebebiyle kusursuz sorumluluk
tiirlerinin en agir1 olan tehlike sorumlulugunun diizenlenmis oldugu Tiirk Borclar
Kanunu m. 71 hitkmiiniin ilac iireticisinin sorumlulugu bakimindan uygulama alan
bulmamas gerekir.

Anahtar Kelimeler: ilac Ureticisinin Sorumlulugu, Tehlike Sorumlulugu,
Ureticinin Sorumlulugu, Hatah flac, Gelisim Riski
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ASSESSMENT OF THE PHARMACEUTICAL
MANUFACTURER’S LIABILITY IN TERMS OF
STRICT LIABILITY

Prof. Fulya ERLULE
Marmara University, Faculty of Law, Department of Civil Law

@ 0000-0002-5683-6523
ferlule@marmara.edu.tr

ABSTRACT

Medicines, which were previously prepared by pharmacists using traditional
methods and reached a limited number of individuals, are now produced industrially in
large quantities, thereby reaching a wide audience. While drugs must be manufactured
and marketed safely to protect public and individual health, defective production can
lead to significant harm. Furthermore, potential side effects that may emerge over
time and interactions with other drugs indicate that they inherently carry the risk of
becoming unsafe. Therefore, it is of paramount importance to determine the legal basis
of liability for compensating damages in cases where a defective drug is placed on the
market and the legally protected interests of the users are violated.

Turkish law does not possess a specific pharmaceutical law regulating the liability
of drug manufacturers. Instead, the liability of pharmaceutical manufacturers is
assessed within the framework of the Product Safety and Technical Regulations Law
No. 7223, which entered into force on March 12, 2021, as well as the provisions of
the Consumer Protection Law and the Turkish Code of Obligations. The question of
which liability principle should be applied to pharmaceutical manufacturers remains
a subject of ongoing debate in legal doctrine. In this context, the discussion of whether
“Strict Liability”—which was not included in the former Code of Obligations No. 818
and was first regulated as a general provision in Article 71 of the Turkish Code of
Obligations No. 6098—can constitute a legal basis for the manufacturer’s liability
remains highly relevant.

One view in Turkish legal doctrine, proceeding from Article 71 of the Turkish Code
of Obligations, characterizes the pharmaceutical manufacturer’s liability as strict
liability. This view argues that, since certain risks in drug production are difficult
to control, unavoidable, or unforeseeable, and because drug production may cause
severe harm even when all the care expected of an expert is exercised, the liability
should be based on this principle. Another view in the doctrine asserts that, according
to Article 71, for such liability to arise, the damage must result from the activity of an
enterprise posing a significant risk. It argues that Article 71 does not focus on whether
the product itself poses a risk, but rather, the activity of the enterprise; therefore,
damage caused by the medicine falls outside the scope of this research. Furthermore,
some authors argue that Article 71 requires the damage to occur during the dangerous
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activity, whereas in pharmaceutical liability, the damage occurs after the production
process is completed and the drug is placed on the market. In our opinion, since the
operations of pharmaceutical manufacturing facilities do not pose a significant risk in
the technical sense, and the damages caused by defective drugs do not occur during a
hazardous production activity, Article 71—which regulates the most severe form of strict
liability—should not be applicable to the liability of the pharmaceutical manufacturer.

Keywords: Liability of the Pharmaceutical Manufacturer, Strict Liability,
Manufacturer’s Liability, Defective Drug, Development Risk
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OZET

Tibbi Etik ve Biyomedikal Etigin dort temel ilkesi; “Gnce zarar vermeme ilkesi,
yarar saglama ilkesi, aydinlatilmis onam (6zerklige saygi ilkesi) ve adalet ilkesi”
olarak kabul edilmektedir. Arastirma etigi ve bu anlamda klinik arastirmalarda da
ozellikle; 6zerklik (aydinlatilmis onam) ilkesi kapsaminda, goniilliiniin kendi istegi ve
serbest iradesiyle karar vermesi, yararlilik ilkesi kapsaminda; ila¢ arastirmalarinda
risk/yarar degerlendirmesi ve adalet ilkesi kapsaminda goniilliilerin secimi ve
savunmasiz ve kirilgan (istismara agik/hassas) gruplarin; bu anlamda ¢ocuklarin,
gebelerin, kisitlilarin, sosyo-ekonomik diizeyi diisiik goniilliilerin durumu 6n plana
cikmaktadir.

Aragtirma Etiginin tarihsel kose taglar olarak karsimiza; Nazi Deneyleri sonras,
1947'de kabul edilen ve 10 maddeden olusan Niirnberg ilkeleri (Kodlar1); Diinya
Tabipler Birligi tarafindan kabul edilen 1964 tarihli Helsinki Bildirgesi (Pek cok
kez revize edilmis olup en son revizyon 2024 tarihlidir.), ABD’de Afro-Amerikan
erkeklere uygulanan sifiliz calismasi sonucunda (Tuskegee Arastirmasi/1932-1972)
kabul edilen 1979 tarihli Belmont Raporu ¢ikmaktadir.

Diinya Tabipler Birligi tarafindan kabul edilen ve klinik aragstirma etiginin
yapi tasi olarak kabul edilen Helsinki Bildirgesi; -her ne kadar baglayici olmasa da
diinya capinda genis kabul gérmiis ve benimsenmistir-, insanlar {izerindeki tibbi
deneylerle ilgili etik ilkelere kapsaml olarak yer vermektedir.

Tiirkiye'nin de 2003 y1linda kabul ettigi ve Anayasa’nin 90. maddesi uyarinca artik
i¢ hukukumuzun bir pargas1 haline gelen ve normlar hiyerarsisinde en {ist norm olan
ve Biyomedikal alanda tek uluslararasi hukuki baglayiciligi olan “Avrupa Konseyi
Biyoloji ve Tibbin Uygulanmas1 Bakimindan insan Haklar1 ve Insan Haysiyetinin
Korunmasi Sozlesmesi”; (Avrupa Biyotip Sozlesmesi) “Insanin Onceligi ilkesi ni
benimsemistir. Konuya iliskin detayl: hiikiimler, Tiirkiye flac ve Tibbi Cihaz Kurumu
tarafindan 277 Mayis 2023 tarihli “Beseri Tibbi Uriinlerin Klinik Arastirmalar:
Hakkinda Yonetmelik”te de yer almaktadir.

Biyotip S6zlesmesi; klinik aragtirmalarda; “lizerinde aragtirma yapilan kisilerin
korunmasi1” (m. 16) ve “arastirmaya muvafakat etme yetenegi olmayan kisilerin
korunmasi”na (m. 17) iligkin hiikiimler icerirken, Yonetmelik, goniilliilerin korunmasi
ve goniillli oluru alinmasina iligkin genel kurallarin (m. 20) disinda istisnai olarak,
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kisithlarin, cocuklarin, gebe, lohusa ve emziren kadinlar ile yogun bakimdaki ve
bilinci kapal kisilerin aragtirmaya istirak etmeleri halinde genel kurallarin yanindaki
ek sartlar detayh olarak diizenlemektedir.

Hem Biyotip Sozlesmesi hem de Yonetmelik hiikiimleri geregince goniilliiler
iizerinde aragtirma yapilabilmesi, temel olarak; 6ncelikle hayvan deneylerinin
yapilmasi sarty, risk/yarar degerlendirmesi, yazih bilgilendirilmis onam, goniilliiniin
her zaman serbestce vazgecme hakk, etik kurul onay1 kosullarinin kiimiilatif
varligina baghdir. Kirilgan ve hassas gruplar agisindan; ayirt etme giicline sahip
olmayanlar agisinda yasa temsilcilerinin (veli/vasi) yazili onayinin yani sira 6zellikle
aragtirmanin, goniilliiniin saghgi agisindan 6ngoriilebilir bir risk tasimamasi ve
goniilliilere dogrudan yarar saglama beklentisinin olmasi sartlari oncelikle temel
kosullar olarak aranmaktadir.

Anilan Yonetmelige gore; arastirma sonucunda elde edilecek bilgilerin
yayimlanmasi durumunda goniilliiniin kimlik bilgileri aciklanamaz ancak onay
verilmesi halinde klinik aragtirma protokolii kapsaminda goniilliilerden elde
edilen veriler gelecekteki bilimsel arastirmalarda kullanilabilir. Ayrica, goniilliiniin
arastirmaya istiraki konusunda herhangi bir menfaat temini olmaksizin muvafakat
vermesi gerektigi gibi kisithlar, cocuklar, gebe, lohusa ve emziren kadinlar ile yogun
bakimdaki ve bilinci kapal kisilerin arastirmaya istiraki icin herhangi bir ikna edici
tesvik veya mali teklifte bulunulamaz.

Yonetmelik uyarinca, Arastirma Protokoliiniin Bagimsiz Etik Kurullar tarafindan
multidisipliner bakis acisiyla incelenip degerlendirilmesi ve onay verilmesinden
sonra ilac ve Tibbi Cihaz Kurumu tarafindan da izin verilmelidir.

Anilan Yonetmelik, Helsinki Bildirgesine agik¢a atifta bulunmus, Avrupa Birligi
mevzuatina uyum cercevesinde 16.04.2014 tarihli, (AB) 536/2014 say1l1 Beseri Tibbi
Uriinlerin Klinik Arastirmalar1 Hakkinda Avrupa Parlamentosu ve Konsey Tiiziigii
ile 8.04.2005 tarihli 2005/28/AT sayili Aragtirmalarda Kullanilan Beseri Tibbi
Uriinler ve Bu Uriinlerin Uretim veya Ithalatina Dair Iyi Klinik Uygulamalarini
Belirleyen Komisyon Direktifi dikkate alinarak hazirlanmistir. Anilan Yonetmelik
ile 13 Nisan 2013 tarihli flac ve Biyolojik Uriinlerin Klinik Arastirmalar1 Hakkinda
Yonetmelik yiirtirliikkten kaldirilmistir.

Klinik {la¢ Arastirmalarinda uygulamada sikhkla karsilasilan etik ihlal érnekleri;
bilgilendirilmis onam formunda risklerin hafif gosterilmesi; kirilgan gruplarin
yeterli koruma olmadan aragtirmaya dahil edilmesi, advers etkilerin ticari kaygilarla
raporlanmamasi veya geciktirilmesi, negatif sonuclarin yayimlanmamas ve veri
manipiilasyonu olarak siralanabilir.

Anahtar Kelimeler: Klinik Ila¢c Arastirmasi, Goniillii, Etik Ilkeler, Kirilgan
Gruplar, Etik Kurul
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ABSTRACT

The four fundamental principles of medical ethics and biomedical ethics are generally
accepted as the “principle of doing no harm, the principle of beneficence, informed
consent (the principle of respect for autonomy), and the principle of justice”. With
regard to research ethics, and specifically in clinical trials, the principle of autonomy
(informed consent) requires that the volunteer make decisions of their own free will
and by their own choice; under the principle of beneficence, risk-benefit assessment in
pharmaceutical research; and under the principle of justice, the selection of volunteers
and the situation of vulnerable and fragile (vulnerable to abuse/sensitive) groups—
specifically children, pregnant women, disabled people, and volunteers with lower
socioeconomic status—come to the forefront.

As historical milestones in research ethics, we encounter: the Nuremberg Code
(Principles), which was adopted in 1947 following the Nazi experiments and consisted
of 10 articles; the Helsinki Declaration, adopted by the World Medical Association in
1964 (which has been revised multiple times, with the most recent revision dated 2024);
and the Belmont Report, adopted in 1979 following the syphilis study conducted on
African American men in the U.S. (the Tuskegee Study—1932—1972).

The Helsinki Declaration, adopted by the World Medical Association and recognized
as the cornerstone of clinical research ethics—though not legally binding, it has gained
widespread global acceptance and adoption—comprehensively addresses the ethical
principles concerning medical experiments on human subjects.

The Convention on Human Rights and Biomedicine (European Bioethics Convention),
which Tiirkiye ratified in 2003, has now become part of our domestic law pursuant to
Article 90 of the Turkish Constitution. As the supreme norm in the hierarchy of norms
and the only legally binding international instrument in the biomedical field, it has
adopted the “principle of the priority of human beings”. Detailed provisions regarding
this issue are included in the “Regulation on Clinical Trials of Human Medicinal
Products”, issued by the Turkish Pharmaceutical and Medical Devices Institution on
May 27, 2023.

The Bioethics Convention contains provisions regarding “the protection of persons
involved in research” (Article 16) and “the protection of persons unable to give informed
consent” (Article 17) in clinical trials. The Regulation, in addition to the general rules
regarding the protection of volunteers and the obtaining of informed consent (Article
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20), specifically details the additional conditions that apply alongside the general
rules in exceptional cases where individuals with limited capacity, children, pregnant
women, postpartum women, breastfeeding women, and individuals in intensive care
or who are unconscious participate in research.

In accordance with the provisions of both the Bioethics Convention and the
Regulation, the conduct of research on volunteers is fundamentally dependent on
the cumulative existence of conditions, such as the requirement to conduct animal
experiments prior to human trials, a risk-benefit assessment, written informed consent,
the volunteer’s right to withdraw at any time, and approval by an Ethics Committee.

For vulnerable and sensitive groups, particularly those lacking the capacity to
consent, in addition to the written consent of legal representatives (parents/guardians),
the following conditions are primarily sought as fundamental requirements: The
research must not pose a foreseeable risk to the volunteer’s health, and there must be
an expectation that the research will provide a direct benefit to the volunteers.

According to the aforementioned Regulation, if the information obtained as a result
of the research is published, the volunteer’s personal information cannot be disclosed;
however, if consent is given, the data obtained from volunteers under the clinical research
protocol may be used in future scientific research. Furthermore, while the volunteer
must provide consent without any benefit in return for participating in the research, no
persuasive incentive or financial offer is permitted for the participation of individuals
with disabilities, children, pregnant women, postpartum women, breastfeeding women,
or individuals in intensive care or who are unconscious.

In accordance with the Regulation, after the Research Protocol has been reviewed,
evaluated, and approved by the Independent Ethics Committees with a multidisciplinary
perspective, it must also be authorized by the Pharmaceutical and Medical Devices
Institution.

The aforementioned Regulation explicitly refers to the Helsinki Declaration and
was prepared in accordance with European Union legislation, specifically Regulation
(EU) No. 536/2014 of the European Parliament and of the Council of April 16, 2014, on
Clinical Trials on Human Medicinal Products, and Commission Directive 2005/28/EC
of April 8, 2005, establishing good clinical practice for medicinal products for human
use in clinical trials and for the manufacture or importation of such products. The
aforementioned Regulation repealed the Regulation on Clinical Trials of Medicinal
Products and Biological Products, dated April 13, 2013.

Frequent examples of ethical violations frequently encountered in clinical
pharmaceutical trials include: minimizing risks in the informed consent form; involving
vulnerable groups in research without adequate protection; failing to report or delaying
the reporting of adverse effects due to commercial concerns; failing to publish negative
results; and data manipulation.

Keywords: Clinical Pharmaceutical Research, Volunteer, Ethical Principles,
Vulnerable Groups, Ethics Committee

23



SAGLIKHUKUKUNDA GUNCELSORUNLARSEMPOZYUMU II11-ILAC HUKUKU

GENEL SAGLIK SIGORTASI KAPSAMINDA
SIGORTALININ iLACA ERISIMI VE ERISILEMEYEN
BiR ILAC ORNEGI: ZOLGENSMA

Prof. Dr. Arzu ARSLAN ERTURK
Marmara Universitesi, Hukuk Fakiiltesi, is ve Sosyal Giivenlik Hukuku Ana Bilim Dali

0000-0002-7523-3605
aerturk@marmara.edu.tr

OZET

Genel Saglik Sigortalisinin ilaca erisimi, 5510 sayili Sosyal Sigortalar ve
Genel Saglik Sigortas1 Kanunu (SSGSSK), Saglik Uygulama Tebligi (SUT) ve bazi
Sosyal Giivenlik Kurumu Uygulamalar ¢ercevesinde saglanmaktadir. 5510 Sayil
Kanun kimlerin genel saghk sigortalisi oldugunu, prim 6deme yiikiimliiliiklerini,
sigortalinin saglik hizmetleri ile ilaca erisim hakkini ve bu hakkin hangi durumlarda
kisitlanabilecegini diizenlemekte iken; Saglik Uygulama Tebligi ise hangi ilaclarin
Sosyal Giivenlik Kurumu (SGK) tarafindan karsilanacagini, sigortalilarin katihm
pay1 oranlarini, raporlu sigortalilar ile kronik hastaligi olanlarin ilaglari i¢in mevcut
0zel kosullar1 ve SUT disi ilaglarin 6denme kosullarini diizenleyen en detayh ve
teknik mevzuattir.

Yine SGK, 5510 sayili Kanun uyarinca saglik hizmetleri ile beraber ilaglar
da kargilama yetkisine sahip olup ila¢ bedeli 6demeleri SGK eczane ve hastane
sozlesmeleri lizerinden yapilmaktadir. Diger bir soylemle; SGK, sigortalinin ilag
bedelini, SGK ile s6zlesmeli eczaneler ve saglik kuruluslar {izerinden 6demektedir.
flaclarin elektronik ortamda SGK’ya iletilmesi, e-recete sistemi ile saglanmaktadur.
flac katilim paylari ile 6deme kosullarin1 da SGK belirlemektedir. Recetelerin
diizenlenmesi ve ila¢ dagitimina iligkin teknik ve hukuki kurallar ise ilac ve eczacilik
yonetmelikleriyle belirlenmektedir. Genel olarak prim borcu, ilaca erisim i¢in bir
engel tegkil etmekte olup prim borcu olan sigortalinin ilag bedelleri SGK tarafindan
0denmemektedir. Ancak bu durumun baz istisnalar1 da s6z konusudur. Kurum
acil durumlarda, gebelik/dogum, bulasic1 hastaliklar, is kazasi/meslek hastalig
durumlarinda ve 18 yasindan kiiciik cocuklarda prim borcuna bakmaksizin
sigortalinin ilaca erisim hakkin1 devam ettirmektedir. Sosyal Giivenlik Kurumunun
geri 6deme listesinde bulunmayan ilaclar ise Kurum tarafindan karsilanmamaktadir.
Kurum tarafindan karsilanmayan ilaglardan bir tanesi de, SMA hastas1 cocuklar
icin kullanimi tiim Avrupa ve Amerika’da kabul gérmiis olan «Zolgensma»dir.
Bu ila¢ Saglik Bakanligi ve Bilim Kurulu tarafindan yurt dis ilag listesine resmen
dahil edilmemis olup SGK’nin geri 6deme listesinde de degildir. Ancak ilacin SMA
tedavisinde 6nemli katkilar sagladigina yonelik bir¢ok olumlu 6rnek mevcuttur.
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Bugiine kadar elimizde Zolgensma’nin temini icin gerekli 6demenin yapilmasi
talebiyle Kuruma acilmis olan ve “yasam hakkimin ihlali” gerekgesiyle Anayasa
Mahkemesine bireysel bagvuruda bulunulmus tek bir dava mevcuttur. Bu ¢calismada
oncelikle sigortalinin ilaca erisimi ve bu konudaki genel kurallar hakkinda bilgi
verilecek ardindan da Kurumun geri 6deme listesinde mevcut olmayan ancak hayati
Onem tastyan bir ilacin bedelinin 6denmesinin Kurumdan talep edilip edilemeyecegi
hususu Zolgenzma 6rnegi lizerinden aciklanmaya calisilacaktir.

Anahtar Kelimeler: Sosyal Giivenlik Hukuku, Sosyal Giivenlik Kurumu (SGK),
Saglik Uygulamalar Tebligi (SUT), ilaca Erisim, SMA

25



30 SYMPOSIUM ON CURRENTPROBLEMS INHEALTH LAW:PHARMACEUTICAL LAW

INSURED’S ACCESS TO PHARMACEUTICALS
WITHIN THE SCOPE OF GENERAL HEALTH
INSURANCE AND AN EXAMPLE OF AN
INACCESSIBLE DRUG: ZOLGENSMA

Prof. Arzu ARSLAN ERTURK

Marmara University, Faculty of Law, Department of Labour and Social Security Law

® 0000-0002-7523-3605
aerturk@marmara.edu.tr

ABSTRACT

Access to medication for individuals covered by general health insurance is regulated
within the framework of Law No. 5510 on Social Insurance and General Health
Insurance, the Health Implementation Communiqué (SUT), and certain practices of
the Social Security Institution (SGK). While Law No. 5510 regulates who qualifies as a
general health insurance holder, premium payment obligations, the insured individual’s
right to access healthcare services and medication, and the circumstances under
which this right may be restricted, the SUT constitutes the most detailed and technical
regulation governing which medicines are reimbursed by the SGK, the participation
fee rates applicable to insured persons, the special conditions concerning medications
prescribed for insured individuals with medical reports and chronic illnesses, as well
as the reimbursement conditions for medicines falling outside the scope of the SUT.

In addition, pursuant to Law No. 5510, the SGK is authorized to finance medications,
alongside healthcare services, and pharmaceutical reimbursements are made through
agreements concluded with pharmacies and hospitals. In other words, the SGK covers
the cost of medicines through pharmacies and healthcare institutions contracted with
the Institution. The electronic transmission of prescriptions to the SGK is carried out
through the e-Prescription system. The SGK also determines co-payment rates and
reimbursement conditions for pharmaceuticals. The technical and legal rules regarding
the issuance of prescriptions and the distribution of medicines are regulated through
pharmaceutical and pharmacy legislation. In general, premium debts constitute an
obstacle to access to medication, and the medication costs of insured persons with
outstanding premium debts are not covered by the SGK. However, certain exceptions
to this rule exist. In emergency situations, pregnancy and childbirth, communicable
diseases, occupational accidents and occupational diseases, and for children under
the age of eighteen, the Institution continues to guarantee the insured individual’s
right to access medication regardless of premium debt status. Medicines not included
in the reimbursement list of the Social Security Institution are not financed by the
Institution. One such medicine is “Zolgensma”, whose use for children diagnosed with
Spinal Muscular Atrophy (SMA) has been widely accepted throughout Europe and the
United States. This medication has not been officially included in the foreign medicines
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list by the Ministry of Health and the Scientific Committee, nor is it included in the
SGK reimbursement list. Nevertheless, numerous positive examples demonstrate that
the drug provides significant benefits in the treatment of SMA. To date, there has been
only one known lawsuit filed against the Institution seeking reimbursement for the
procurement of Zolgensma, followed by an individual application to the Constitutional
Court of Tiirkiye on the grounds of an alleged “violation of the right to life”. This study
will first provide information regarding the insured individual’s access to medication
and the general rules governing this issue, and will subsequently examine, through the
example of Zolgensma, whether reimbursement may be requested from the Institution
for alife-saving medication that is not included in the Institution’s reimbursement list.

Keywords: Social Security Law, Social Security Institution (SGK), Health
Implementation Communiqué (SUT), Access to Medication, Spinal Muscular Atrophy
(SMA)
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OZET

Patent hakki kapsaminda giindeme gelen rekabet engelleri; kalitesiz ve zayif patent
bagvurularinin tescili, kok patentten énemli bir farkliligi bulunmayan boliinmiis
patentler, birincil patentin devami niteligindeki yenilik iddiasina dayanan ancak
gercekte ilag¢ alanindaki kimi {irinlerin kendi biinyelerindeki 6zellikleri yansitan
devam patentleri, bu tiir ikincil patentlerden olusan ve ¢ok satis1 olan etkin maddeler
iizerinde olusturulan patent aglari, patent hakkina dayanan dava ve yargisal taleplerin
rekabeti engelleme amacli kullanimi gibi unsurlardan meydana gelmektedir. Bu
meyanda hiikiimsiizliik davasi, esdeger ilac iireticilerince zayif, rekabeti haksiz
yere engelleyen ilac patentlerine karsi bagvurulan en basta gelen yargisal yoldur.
Uygulamada, Avrupa Patent Ofisi (EPO) nezdinde devam eden itiraz siirecinin, Tiirk
mahkemelerinde goriilen hiikiimsiizliik davalarina etkisi tartisma konusu olmustur.
Bu konuda, normlar hiyerarsisi uyarinca, uluslararasi anlagsma olan Avrupa Patent
Sozlesmesinin (EPC) ilgili hitkmii geregince mahkemenin konuyu bekletici mesele
yapmasi geregi bir goriise gore uygun olacaktir.

Diger gortis ise, Tiirk mahkemelerinin, patentin, Tiirkiye’de tescil edilmis olan
icerigini dikkate almakla yiikiimlii oldugu yoniindedir. Kanaatimizce mahkemenin
EPO’daki itiraz siirecini bekletici mesele yapma konusunda her davanin kendi 6zelinde,
davanin geldigi asama, EPO’daki siirecin geldigi asama gibi faktorleri dikkate alarak
hareket etmesi en dogru ¢oziim olacaktir. Uzun siiren hiikiimsiizliik davalarinin,
sonunda hiikiimstizliik karar1 alinsa dahi islevsel olamayacag, esdeger ilag iireticisinin
davay1 agmakla elde etmeyi hedefledigi sonucu istenilen diizeyde gerceklestiremeyecegi
vurgulanmalidir. Estoppel doktrini olarak da anilan, patent sahibinin gecmisteki
beyanlarinin, patent istemlerinde yapmis oldugu daraltmalarin koruma kapsaminin
belirlenmesinde dikkate alinmasi, 6zellikle tecaviiz davalarinda, esdegerler yoluyla
tecaviiz iddialarina karsi esdeger ilag tireticilerince kullanilabilecek etkili bir silah
islevi gormektedir. Bu konunun gerek Miilga PatKHK (Patent Haklarinin Korunmasi
Hakkinda Kanun Hiikmiinde Kararname - 551 Sayili KHK) gerek de SMK (6769
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say1h Sinai Miilkiyet Kanunu) diizenlenmis olmasi isabetli bir tercihtir. Egsdeger ilag
iireticilerine karsi, tecaviiz iddiasina dayanarak elde edilen ihtiyati tedbir kararlarinin,
esdeger ilag arz1 baglaminda ve esdeger ilag iireticileri agisindan ciddi ve yikici sonuglar
olabilmektedir. Bu sonug ayn1 zamanda kamunun ilaca erigsimini de zorlagtirmaktadir.
O nedenle esdeger ilag iireticilerine kars: verilecek ihtiyati tedbir kararlarinda
mahkemelerce ¢ok daha titiz hareket edilmesi, tek tarafl yargilama ile karar verilmekten
kacimilmasi gerekir. Thtiyati tedbir karar verilmesi icin, SMK’da yer verilen mevcut
kriterlerin ilac alanina 6zgii olarak daha da zorlastirilmas: diisiiniilebilir. Ote yandan
tedbir karar1 6ncesinde mutlaka tecaviiz ihtimalini giiclendiren ciddi delillerin olmasi
aranmalidir. Alinmis olan ihtiyati tedbir kararlarina karsi ise, esdeger ilag tireticileri
tarafindan bagvurulabilecek teminat gostermek suretiyle tedbir kararinin kaldirilmasi
imkanina uygulamada mahkemelerce ragbet edilmelidir. Bu agicdan HMK m. 395/1
hiikmii islevsel hale getirilmelidir. Ayrica ihtiyati tedbir kararinin, patent sahibinin
ugrayacagl muhtemel zararin maddi tazminatla giderilemeyecegi durumlarda tercih
edilmesi isabetli bir uygulama olacaktir. Haksiz ihtiyati tedbir kararlar1 nedeniyle
acilacak tazminat davalarina iligkin Yargitay ictihatlarindan kaynaklanan belirsizliklerin
asilmasi, haksiz tedbir karari nedeniyle esdeger ilag iireticisinin etkili sekilde tazmini
esdeger ilac rekabetinin 6niinii acacaktir. Esdeger ilac iireticileri tarafindan uygulamada
rekabetin Oniinii agmak amaciyla tercih edilen olumsuz tespit davasina iliskin, dava
oncesi hak sahibinden goriis istenmesinin dava sart1 olmadig1 yoniindeki SMK m.
154/1 hiikmiiyle getirilen diizenleme yerindedir. Zira uygulamada ve doktrinde bu
konu farkli anlayislara neden olmaktayd: ve dava agmak niyetindeki esdeger ilac
iireticisinin aleyhine ayrica bir engel olarak goriilebilmekteydi.

ABD hukukunda, patent sahibine kars1 agilacak olumsuz tespit davasinda ispat
yiikiiniin davali konumundaki patent sahibinde olmasi isabetli bir uygulamadir. Bu
uygulamanin diger hukuk diizenlerince de benimsenmesi olumsuz tespit davasini
daha etkili hale getirecektir. Ulusal ve uluslararas1 mevzuatta, patente tecaviiz
durumunda patent sahibi lehine hiikmedilecek tazminatin hesaplanmasinda, patente
karsilik elde edilebilecek olan lisans bedeli asgari bir standart héline gelmistir.
Ancak tiim patente tecaviiz hallerinde maddi tazminatin asgari olarak bu kriter
iizerinden belirlenmesi adil sonuclara neden olmayabilir. Bu nedenle mevzuatta,
hakime, olayin 6zelliklerine gore daha az tutarda tazminata hitkkmedebilme yetkisi
saglanmalidir. Bu baglamda, SMK m. 151/V hiikmiinde yer verilen, patenti kullanma
yikiimliiliigiiniin yerine getirilmedigi durumda dahi bu hesaplama kriterinin dikkate
alinacagna iligki hiikiim isabetsizdir.

Anahtar Kelimeler: Esdeger ilac, Patent Hakki, Hiikiimsiizliik Davasi, Patente
Tecaviiz, Rekabet Engelleri
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ABSTRACT

Anti-competitive measures arising from patent rights include: the registration of
substandard and weak patent applications; split patents that do not differ significantly
from the original patent; continuation patents based on claims of novelty that are a
continuation of the primary patent, but actually reflect the inherent properties of certain
pharmaceutical products; patent chains formed from such secondary patents and
created around highly-selling active ingredients; and the use of patent-based lawsuits
and judicial claims to hinder competition. In this context, invalidation proceedings are
the primary judicial method pursued by manufacturers of generic drugs against weak,
unfairly anti-competitive pharmaceutical patents. In practice, the impact of the ongoing
opposition process before the EPO on invalidation proceedings in Turkish courts has
been a subject of debate. One view argues that, in accordance with the hierarchy of
norms, the court should treat the matter as a preliminary issue, pursuant to the relevant
provision of the EPC, an international treaty.

Another view holds that Turkish courts are obligated to consider the content of
the patent as registered in Tiirkiye. In our opinion, the most appropriate solution for
the court to consider each case individually, taking into account factors such as the
stage of the case and the stage of the process at the EPO in deciding whether to make
the EPO’s objection process a preliminary issue, would be to act on the merits of each
case. It should be emphasized that lengthy invalidation lawsuits, even if an invalidation
decision is ultimately reached, cannot be functional, and the generic drug manufacturer
cannot achieve the desired outcome by filing the lawsuit. The doctrine of estoppel, which
considers the patent holder’s past declarations and any narrowing of patent claims in
determining the scope of protection, serves as an effective weapon that generic drug
manufacturers can use against infringement claims, especially in infringement cases.
The fact that this issue was regulated in both the repealed Patent Decree Law and the
Industrial Property Law is a sound choice. Interim injunctions obtained against generic
drug manufacturers based on infringement claims can have serious and devastating
consequences for the generic drug supply and for generic drug manufacturers. This
also makes it more difficult for the public to access medicines. Therefore, courts should
act much more meticulously in issuing preliminary injunctions against generic drug
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manufacturers, and avoid decisions made through unilateral proceedings. The existing
criteria for issuing preliminary injunctions, as set forth in the Industrial Property Law,
could be made more stringent specifically for the pharmaceutical sector. Furthermore,
serious evidence strengthening the likelihood of infringement should be required before
a preliminary injunction is issued. Regarding preliminary injunctions that have been
issued, courts should favor the possibility for generic drug manufacturers to have the
injunction lifted by providing security. In this respect, Article 395/1 of the Code of Civil
Procedure should be made functional. Additionally, it would be appropriate to prefer
preliminary injunctions only when the potential damage to the patent holder cannot
be compensated with monetary compensation. Overcoming the uncertainties arising
from Supreme Court precedents regarding compensation claims filed due to wrongful
preliminary injunctions and effectively compensating generic drug manufacturers for
unjust injunction claims will pave the way for competition in generic drugs. The provision
in Article 154/I of the SMK, which states that requesting an opinion from the rights
holder before filing a lawsuit is not a prerequisite for the lawsuit regarding adverse
declaratory actions preferred by generic drug manufacturers to promote competition
in practice, is useful. This is because this issue has led to differing interpretations in
practice and doctrine, and could be seen as an additional obstacle against generic
drug manufacturers intending to file a lawsuit.

In US law, it is a sound practice that the burden of proof in adverse declaratory
actions against a patent holder rests with the patent holder, who is the defendant.
Adopting this practice in other legal systems would make adverse declaratory actions
more effective. In national and international legislation, the license fee obtainable in
exchange for the patent has become a minimum standard in calculating the compensation
to be awarded in favor of the patent holder in cases of patent infringement. However,
determining the minimum monetary compensation based on this criterion in all patent
infringement cases may not lead to fair results. Therefore, the legislation should grant
the judge the authority to award a lower amount of compensation, depending on the
specifics of the case. In this context, the provision in Article 151/V of the Industrial
Property Law, which states that this calculation criterion will be applied even if the
obligation to use the patent is not fulfilled, is inconvenient.

Keywords: Generic Drugs, Patent Rights, Invalidation Action, Patent Infringement,
Barriers to Competition
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OZET

Endikasyon dis1 ila¢ kullanimi, ruhsatlandirilmig bir ilacin ruhsatinda belirtilen
uygulama alani, doz, yas grubu, kullanim sekli veya siiresi disinda uygulanmasini
ifade etmektedir. Yetiskinler i¢in ruhsath bir ilacin ¢cocuklara uygulanmasi buna
ornektir. Modern tipta 6zellikle onkoloji, pediatri, noroloji ve nadir hastaliklar
alanlarinda siklikla bagvurulan bu uygulama, baz1 durumlarda hastalar igin tek veya
en etkili tedavi secenegini olusturabilmektedir. Bununla birlikte, endikasyon dis1 ilag
kullaniminda, ilacin ilgili kullanim alanindaki etkinligi ve giivenligi ruhsatlandirma
stirecinde dogrudan degerlendirilmediginden, bu uygulama hekimin hukuki
sorumlulugu bakimindan 6zel bir incelemeyi gerekli kilmaktadir.

Tiirk hukukunda endikasyon dis1 ila¢ kullanimi yasaklanmis degildir. Bu kullanim,
Tiirkiye ilac ve Tibbi Cihaz Kurumu (TITCK) tarafindan yayimlanan Endikasyon
Dis1 lag Kullanimi Kilavuzu (Kilavuz) ile diizenlenmistir.

Kilavuz'un “Genel esaslar” kenar bashikli 4. maddesinde “Ulkemizde onayh
endikasyon dahilinde ilagla tedavisi miimkiin olan hastaliklar i¢in endikasyon
distilag kullaminu ancak bilimsel veriler dogrultusunda belirgin avantaj saglayan
tedavi segenekleri olmast durumunda, Kurum tarafindan degerlendirilir.” hitkmiine
yer verilmistir.

Endikasyon dis1 ila¢ kullaniminin hekimin hukuki sorumluluguna yol agmamasi
i¢in, oncelikle tibbi gerekliligin bulunmas: gerekmektedir. Bu kapsamda hekim,
standart tedavi yontemlerini degerlendirmeli; bu yontemlerin yetersiz kalmasi veya
endikasyon dis1 ila¢ kullaniminin hastaya belirgin bir avantaj saglamasi halinde
bu yola bagvurmalidir. Belirgin avantaj kavrami, endikasyon dis1 ila¢ kullaniminin
yalnizca tibbi {istiinliiklerini degil, ayn1 zamanda hastanin tedaviye erisimini
kolaylastiran veya tedavinin siirdiiriilebilirligini saglayan ekonomik iistiinliikleri
de kapsayabilecek niteliktedir. Bu nedenle endikasyon dis1 ilag kullaniminin hukuka
uygun kabul edilebilmesi i¢in bu yontemin tek tedavi segenegi olmasi zorunlu
degildir; hastaya somut olay bakimindan belirgin bir avantaj saglamasi yeterlidir.
Bunun yaninda hekim, endikasyon dis1 ila¢ kullaniminin saglayacag fayda ile
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dogurabilecegi riskleri bilimsel veriler 1s181nda degerlendirmeli ve miidahalesini
giincel tibbi bilgilerle temellendirmelidir.

Endikasyon dis1 ila¢ kullaniminda hekimin hastay1 aydinlatma yiikiimliligi
de 06zel bir 6nem tasimaktadir. Hekim, ilacin ilgili hastalik bakimindan ruhsath
olmadigini, bu kullanimin bilimsel dayanaklarini, olasi riskleri ve belirsizlikleri
hastaya acik ve anlagilir bir sekilde izah etmeli ve hastanin aydinlatilmis rizasini
almahdir. Bu cercevede TITCK tarafindan sunulan ve basvuru siirecinde eklenmesi
ongoriilen “Bilgilendirilmis Hasta Olur Formu”nun hastaya imzalatilmasi, hekimin
aydinlatma yiikiimliiliigiinii yerine getirdiginin belgelendirilmesi bakimindan 6nem
tagimaktadir.

Hekimin, endikasyon dis1 ila¢ kullanimindan 6nce kural olarak TITCK’ye
bagvuruda bulunmasi ve izin almasi gerekmektedir. Bununla birlikte, bu bagvurunun
yapilmamis olmasi veya bagvurunun reddedilmis olmasi, tek bagina hekimin hukuki
sorumlulugunu dogurmaz. Hekimin sorumlulugunun belirlenmesinde esas 0lgiit,
endikasyon disi ila¢ kullaniminin tip biliminin gereklerine ve kabul edilmis tibbi
standartlara uygun olup olmadigidir. Ote yandan TITCK tarafindan yayimlanan ve
ek onay gerektirmeyen endikasyon disi ilag listesinde yer alan ilacglar bakimindan
Kuruma basvuruda bulunulmasina gerek bulunmamaktadir.

Hekim, endikasyon dis1 ila¢ kullanimina bagvurmasi nedeniyle sorumlu
tutulabilecegi gibi, tibbi gereklilik bulunmasina ragmen bu yonteme basvurmamasi
nedeniyle de sorumlu tutulabilir. Bagka bir deyisle, hekimin defansif bir yaklasim
sergileyerek tibbi gereklilik bulunmasina ragmen endikasyon dis1 ila¢ kullanimindan
kaginmasi da hukuki sorumluluguna yol agabilir. Bu ¢ergevede, bilimsel olarak gerekli
ve uygun oldugu halde endikasyon disi ilag kullanimina bagvurmayan hekimin, bu
nedenle hastanin ugradig: zarardan sorumlu tutulmasi miimkiindiir.

Isbu bildirinin temel amaci, endikasyon dis1 ila¢ kullanimi nedeniyle ortaya
¢ikabilecek zararlardan hekimin hangi durumlarda hukuki sorumlulugunun
dogacaginin belirlenmesidir.

Anahtar Kelimeler: Endikasyon Dig1 ilac Kullanimi, Hekimin Hukuki
Sorumlulugu, Tibbi Gereklilik, Tedavi Ozgiirliigii, Belirgin Avantaj
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ABSTRACT

Off-label drug use refers to the use of a licensed medicinal product outside the
indications, dosage, age group, method of administration, or duration of use specified
in its marketing authorization. The administration of a medicinal product authorized
for adults to pediatric patients constitutes a typical example of such use. In modern
medicine, particularly in the fields of oncology, pediatrics, neurology, and rare diseases,
off-label use is frequently employed and may, in certain circumstances, represent the
sole or most effective therapeutic option available to patients. Nevertheless, since the
efficacy and safety of a medicinal product for the relevant off-label use have not been
directly assessed during the marketing authorization process, such practice necessitates
a distinct examination with regard to the physician’s civil liability.

Off-label drug use is not prohibited under Turkish law. Such use is regulated by the
Off-Label Drug Use Guideline, issued by the Turkish Medicines and Medical Devices
Agency (TITCK).

Article 4 of the “General Principles” section of the Guideline provides that: “For
diseases that can be treated with medicinal products approved in Tiirkiye within their
authorized indications, off-label drug use shall be considered by the Agency only where
scientific evidence demonstrates that the proposed treatment provides a significant
advantage”.

In order for off-label drug use not to give rise to the physician’s civil liability,
there must first be a medical necessity. In this context, the physician must evaluate
standard treatment methods and should resort to off-label use where such methods
prove insufficient or where off-label drug use provides the patient with a significant
advantage. The concept of significant advantage encompasses not only the medical
superiority of off-label drug use, but may also include economic advantages that
facilitate the patient’s access to treatment or ensure the sustainability of the treatment.
Therefore, for off-label drug use to be considered lawful, it is not necessary for this
method to be the only treatment option; it is sufficient that it provides a significant
advantage to the patient in the circumstances of the case. In addition, the physician
must assess, in light of scientific data, the benefits and risks associated with off-label
drug use, and must base the intervention on current medical knowledge.
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The physician’s duty to inform patients is particularly important in the context
of off-label drug use. The physician must clearly and comprehensibly explain to the
patient that the medicinal product is not authorized for the treatment of the relevant
disease, as well as the scientific basis, potential risks, and uncertainties associated with
such use, and must obtain the patient’s informed consent. In this regard, having the
patient sign the “Informed Patient Consent Form” provided by TITCK and required
to be included in the application process is important as evidence that the physician
has fulfilled the duty to inform.

As a rule, a physician must apply to TITCK and obtain prior approval before
resorting to off-label drug use. However, the failure to submit such an application,
or the rejection of the application, does not in itself give rise to the physician’s civil
liability. The principal criterion in determining the physician’s liability is whether the
off-label use complies with the requirements of medical science and accepted medical
standards. Nevertheless, no application to the Agency is required for medicinal products
and indications included in the list of off-label uses published by TITCK, for which no
additional approval is required.

A physician may be held liable not only for resorting to off-label drug use, but also for
failing to resort to such use despite the existence of a medical necessity. In other words,
a defensive approach, whereby a physician refrains from off-label drug use despite its
medical necessity, may likewise give rise to civil liability. Accordingly, where off-label
drug use is scientifically necessary and appropriate, a physician who fails to resort to
it may be held liable for the damage suffered by the patient as a result.

The main purpose of this research is to examine the circumstances under which
a physician may incur civil liability for damages resulting from off-label drug use.

Keywords: Off-Label Drug Use, Physician’s Civil Liability, Medical Necessity,
Therapeutic Freedom, Significant Advantage
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OZET

Hastaliklarin onlenmesi ve tedavi edilmesi ile bireylerin saghik durumunun
korunmasi amaciyla kullanilan ilaglar en yaygin bicimde bagvurulan tibbi miidahale
tiirlerinden biridir. Saghginin korunmasi bakimindan biiyiik 6nem arz eden ilaglarin
her zaman beklenen olumlu etkiyi gostermedigi, hatta baz1 durumlarda bireyler
acisindan zararh sonuclar dogurabildigi de gz ard1 edilmemelidir. ilacta bulunan
iiretim hatasi sebebi ile ilac1 kullanan kiginin mal varlig1 veya kisi varligi degerlerinde
meydana gelen zarar ilag iireticisi tarafindan tazmin edilmelidir.

Tag iireticisi ile ilac1 kullanan kisi arasinda bir sézlesme iliskisi bulunmamaktadir.
Ilac iireticisinin ilacin giivenli olmamasi (hatali olmas1) nedeniyle dogan
sorumlulugu s6zlesme dig1 sorumluluktur. Sorumlulugun hukuki dayanagini, 2021
yilinda yiiriirliige giren 7223 sayih Uriin Giivenligi ve Teknik Diizenlemeler Kanunu
(UGTDK) olusturmaktadir. flag iireticisinin hukuki sorumlulugu bakimindan kusursuz
sorumluluk esast UGTDK m. 6 ile diizenlenmektedir. UGTDK de ise iiriiniin neden
oldugu kisi varlig1 ve mal varhig: zararlarindan sorumluluk, olagan sebep (6zen)
sorumluluguna dayandirilmaktadir.

flac iireticisinin UGTDK kapsaminda sorumlu tutulabilmesi icin gerekli olan
sartlardan birincisi ilacin piyasaya siiriilmiis olmasidir. fla¢c bakimindan, ilacin ruhsat
asamasinin tamamlanmis ve piyasaya sunulmus olmasi gerekmektedir. ikincisi ilacin
giivenli olmamasidir (ilacin hatali olmas1). flacin giivenli olmamas, ilac1 kullanan
kisilerin beden biitiinliigii degerleri bakimindan zarar tehlikesi doguran ve ilacin
giivenligini etkileyen eksiklikleri biinyesinde barindirmasi anlamina gelmektedir.
Ilacin giivenli olmamasina yol acan iiretim hatasi cesitleri; yapim (bilesim) hatasi,
fabrikasyon hatasi, uyari (bilgilendirme hatasi), gelisim hatas1 ve gézleme hatasidir.
Uciincii aranan sart illiyet bagidir. UGTDK m. 6/2 uyarinca iireticinin sorumluluguna
gidilebilmesi i¢in zarar géren tarafindan ugradig zarar ve hata ile zarar arasindaki
nedensellik baginin ispat edilmesi gerekmektedir. Dordiincii ve son sart ise zarardir.
fla¢ kullanimina bagh olarak bedensel biitiinliigii ihlal edilen kisinin bu nedenle
ugradig1 maddi ve manevi zararlar1 tazminat konusu olacaktir. Ancak zarar goren
ila¢ kullanicisinin, ilag iireticisi tarafindan bilgilendirme amagh hazirlanan ilac
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prospektiisiinii okumamasi ya da hekimine danismadan ilaci kullanmasi ilag
iireticisinin tazminat sorumlulugunu kaldirabilir veya azaltabilir.

Belirtmek gerekir ki, ilag iireticisi, ila¢ kullanimina bagl zararlarin tazmini
sorumlulugundan UGTDK m. 21°de diizenlenen kurtulus nedenlerinden birinin
varligini ortaya koyarak kurtulabilir. Bu héller, ilag iireticisinin hatali ilac1 kendisinin
piyasaya siirmemis olmasi, ilacin uygunsuzlugunun iiretici disinda dagiticinin veya
ii¢iincii bir kisinin miidahalesinden ya da ilaci kullanan kisiden kaynaklanmasi veya
uygunsuzlugun iirliniin teknik diizenlemelere ya da diger zorunlu teknik kurallara
uygun sekilde iiretilmesinin zorunlu sonucu olmasidir. Bu noktada da belirtmek
gerekir ki, ilag iireticisi maddi ya da manevi zarardan sorumlulugunu ortadan
kaldiran sorumsuzluk anlagmasi yapmigsa kesin hiikiimsiiz olur.

UGTDK’ye gore davaci olmak icin tiiketici sifatina sahip olmasi sart olmayip
hatali ila¢ nedeniyle zarar goren herkes bu davay: acabilir. Bu kisiler disinda
mirascilar ve 6lenin desteginden yoksun kalanlar da dava acabilir. Ayrica agir
bedensel zarar halinde 6lenin yakinlar1 da talepte bulunabilir. UGTDK m. 11’e gore
davali iiretici, dagitic1 ve ithalatci olabilmektedir. UGTDK m. 6/6’ya gore tazminat
talebi i¢in zaman asimu siiresi, zarar gorenin zarari ve tazminat yiikiimliisiinii
ogrendigi tarihten itibaren ti¢ y1l ve her halde zararin dogdugu tarihten itibaren
10 yildir.

Anahtar Kelimeler: Ilac Ureticisi, Ilacin Piyasaya Siiriilmesi, {lacin Giivenli
Olmamas, illiyet Bag1, Zarar
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ABSTRACT

Medicinal products used for the prevention and treatment of diseases and for
the protection of individuals’ health constitute one of the most commonly applied
forms of medical intervention. Howeuver, it should not be overlooked that medicinal
products, despite their critical importance for the preservation of health, do not
always produce the intended beneficial effects and may, in certain cases, give rise
to adverse consequences for individuals. Any damage to the proprietary or personal
interests of a person resulting from a manufacturing defect in a medicinal product
must be compensated by the pharmaceutical manufacturer. There is no contractual
relationship between the pharmaceutical manufacturer and the user of the medicinal
product. Accordingly, the liability of the manufacturer arising from the lack of safety
(defectiveness) of the medicinal product is of a non-contractual nature. The legal
basis of such liability is established by the Product Safety and Technical Regulations
Law No. 7223, which entered into force in 2021. With regard to the legal liability of
pharmaceutical manufacturers, the principle of strict liability is regulated under Article
6 of the Law. Nevertheless, under the Product Safety and Technical Regulations Law,
liability for damage to personal and proprietary interests caused by a product is based
on the concept of ordinary cause (duty of care) liability.

In order for a pharmaceutical manufacturer to be held liable under the Product
Safety and Technical Regulations Law, several conditions must be fulfilled. First, the
medicinal product must have been placed on the market. In this respect, the marketing
authorization process must have been completed, and the product must have been made
available to the public. Second, the medicinal product must be unsafe, that is, defective.
The lack of safety of a medicinal product refers to the presence of deficiencies that create
arisk of harm to the bodily integrity of its users and adversely affect the product’s safety.
Types of manufacturing defects leading to the lack of safety of a medicinal product
include design (composition) defects, manufacturing defects, warning or information
defects, development risks, and monitoring defects. The third requirement is the
existence of a causal link. Pursuant to Article 6/2 of the Product Safety and Technical
Regulations Law, in order to establish the liability of the manufacturer, the injured
party must prove both the occurrence of damage and the causal relationship between
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the defect and the damage suffered. The fourth and final requirement is the existence
of damage. Material and non-material damages incurred by a person whose bodily
integrity has been violated as a result of the use of a medicinal product are subject to
compensation. However, the failure of the injured pharmaceutical user to read the
patient information leaflet prepared by the manufacturer for informational purposes,
or the use of the medicinal product without consulting a physician, may eliminate or
reduce the manufacturer’s liability for compensation.

It should be noted that a pharmaceutical manufacturer may be released from
liability for damages arising from the use of a medicinal product by proving the
existence of one of the grounds for exoneration set forth in Article 21 of the Product
Safety and Technical Regulations Law. These grounds include situations where the
defective product was not placed on the market by the manufacturer, where the non-
conformity of the product resulted from the intervention of the distributor or a third
party beyond the manufacturer’s control, where the damage was caused by the user of
the product, or where the defect arose from compliance with technical regulations or
other mandatory technical rules. It should further be emphasized that any agreement
excluding or limiting the pharmaceutical manufacturer’s liability for material or non-
material damages is absolutely null and void.

Under the Product Safety and Technical Regulations Law, holding the status of
a consumer is not a prerequisite for having standing to sue; any person who has
suffered damage as a result of a defective medicinal product may bring an action. In
addition, heirs and persons deprived of support due to death may also file a claim.
Furthermore, in cases of severe bodily injury resulting in death, the relatives of the
deceased are entitled to initiate legal proceedings. Pursuant to Article 11 of the Law,
the defendant may be the manufacturer, distributor, or importer. According to Article
6/6, the limitation period for compensation claims is three years from the date on
which the injured party becomes aware of both the damage and the liable party, and,
in any event, ten years from the date on which the damage occurred.

Keywords: Pharmaceutical Manufacturer, Placing of the Medicinal Product on the
Market, Lack of Safety (Defectiveness) of the Medicinal Product, Causal Link, Damage
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OZET

flag, insanlarm saghgma kavusmasindaki tibbi miidahale yéntemlerinden birisidir.
Idare, Anayasamizin 56. maddesi kapsaminda saglik hakkini temin etmek konusunda
asli yiikkiimliiliige sahip oldugundan, ilacin mezkir yiikiimliiliikler temelinde asal bir
baslik oldugu tartismasizdir. Ilac olarak tanimlanan materyallerin, arastiriimast,
iiretilmesi, ruhsatlandirilmasi, recetelendirilmesi, satimi, kullanimi ve kullanim
sonrasi takibi konusunda idarenin sayilan siireclerin her birisinin igerisinde etkin
bir sekilde yer almasi anayasal, ayn1 zamanda da insani bir zorunluluktur.

Hastanin ilaca erigimi, hastanin hekim tarafindan ilacin kendisine onerildigi
zaman dilimi icerisinde, biitcesine uygun ya da biitce durumu elverigli degilse
iicretsiz bir sekilde, ila¢ alim1 ve kullanimi konusunda bilgilendirilmis bir surette
erisebilmesi demektir. flaca erisim, hayati bir olgudur.

Calismamizda insanlarin ilaglara insan onuruna uygun bir sekilde erisebilmesi
konusunda idarenin; gerekli organizasyonu kurmak, faaliyetleri yerine getirmekle
ilgili gorev ve yetkileri ile s6z konusu gorevleri yerine getirmemesi durumunda ne
gibi sorumluluklarla kars: karsiya kalacagi inceleme konusu yapilacaktir.

Ilaca erisimin, sosyal devlet ilkesi ile olan iligkisi aciklanacak, sosyal devlet
ilkesinin 2000’li yillardan sonra gecirdigi doniisiim, sosyal devlet ilkesinin
sorgulanmasi hatta yer yer bu ilkeden 6diinler verilmeye baslanmasi konusundaki
gelismelerle olan baglantisi tartisma konusu edilecektir.

Ilaca erisimin mali bir konu oldugu, dolayisiyla da konunun biitce ile olan
iligkisi ve idarenin Anayasamizin 65. maddesi kapsaminda siginabilecegi
kaynaklarin sinirliligi mazeretinin ilaca erisimde gecerli olup olmayacagi sorusu
cevaplandirilmaya calisilacaktir.

Idarenin ilag erisiminde, iilkemizde yetki sahibi olan Saglik Bakanlig1, Tiirkiye
flac ve Tibbi Cihaz Kurumu, Sosyal Giivenlik Kurumu, Calisma ve Sosyal Giivenlik
Bakanligy, Tiirk Eczacilar Birligi gibi kurumlar; ilac recete eden 6zel ya da kamu
hastanelerinde gorev yapan hekimlerle ilgili kisitlamalar koyup koymadig, s6z
konusu kisitlamalarin gerekeeleri ve yasal dayanaklar tartisilacaktir.

Ilaca erisimde, idarenin, bireylerce dogru icerikte iiretilmis, kontrolleri
yapilmis, bilimsel standartlara uygun ilaclara ulasabilmesi konusunda gorev, yetki

44


https://orcid.org/0000-0002-0167-6876
mailto:akersoz@akdeniz.edu.tr

SAGLIKHUKUKUNDA GUNCELSORUNLARSEMPOZYUMU II11-ILAC HUKUKU

ve sorumluluklar: izah edilecektir. Bu manada idarenin sahte ve taklit ilaglar
engellemeye doniik gorev ve yetkilerinin neler oldugu tartisilacaktir.

Son olarak da ¢alisma igeriginde ilaclarin fiyatlandirilmasi1 konusunda yetkili
idarelerin hangi parametrelere gore fiyatlandirma yaptiklari, ilac satis1 konusunda
faaliyet gosteren ecza depolari, eczaneler gibi {initelerin fiyat tespitine yonelik
katkilarinin bulunup bulunmadig, idarenin fiyat politikasini istikrarli tutma
konusunda alabilecegi 6nlemlerin neler oldugu, fahis fiyat artis1 yapilmamasi
konusundaki miieyyidelerinin hangi icerikte olabilecegi analiz edilecektir.

Calismada Tiirk yiiksek yargi mercilerinin zaman icerisindeki farkli kararlarina
yer verilerek ilag erisimi konusuna bakis agilarinin hangi ilke ve esaslara dayandig,
diinyadaki sosyal devlet kavraminda yasanan doniisiimiin yargi kararlarina sirayet
edip etmedigi tartisilarak irdelenecektir.

Ozellikle de uzun siireli tedaviyi gerektiren hastaliklarin (kanser, MS vb.) sayisinda
yasanan artiglar, hastaliklarin tedavisinin ciddi bir maliyet gerektirmesi, s6z konusu
maliyetlerin insan biitcesini fersah fersah asar bir tutara ulagsmasi, bireyin idarenin
destegine olan ihtiyacini zaruri hale getirmektedir. Insan saghig1 ve insanin yasadig
hayat diliminde insan olmanin onuruna uygun bir yasam siirmesi itiraza kabil
olmayan bir gercekliktir. idarenin bu mecburiyet karsisindaki durumu, hukuki bir
zeminde ele alinacaktir.

Anahtar Kelimeler: {laca Erigim, Ilac Fiyatlandirmasi, Sosyal Devlet ilkesinin
Déniisiimii, Saghk Uygulama Tebligi, insan Onuru
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ABSTRACT

Medication constitutes one of the principal methods of medical intervention through
which individuals regain their health. Since the administration bears a primary
obligation to secure the right to health pursuant to Article 56 of the Constitution, it
is beyond dispute that pharmaceuticals represent a fundamental component of this
constitutional duty. It is both a constitutional and humanitarian imperative that
the administration take an active role in each of the processes concerning materials
defined as medicinal products, including their research, production, authorization,
prescription, distribution, use, and post-marketing surveillance.

Access to medication refers to a patient’s ability to obtain and use a prescribed
medicinal product, within the time period recommended by a physician, in an informed
manner, and either at a cost compatible with the patient’s financial means, or, where
the patient lacks sufficient financial capacity, free of charge. Access to medication is
a matter of vital importance.

This study examines the duties and powers of the administration with respect to
establishing the necessary organizational framework and performing the requisite
activities to ensure that individuals can access medicines in a manner consistent with
human dignity. It further analyzes the forms of liability the administration may incur
in the event of a failure to fulfill these duties.

The relationship between access to medication and the principle of the welfare state
will be elucidated. In this context, the transformation of the welfare state principle since
the 2000s, including the questioning of this principle and, in certain instances, the
gradual retreat from it, will be discussed in connection with contemporary developments.

Given that access to medication has an inherent financial dimension, the study
will also address its relationship with public budgeting and examine whether the
administration may legitimately invoke the “limitation of resources” clause under
Article 65 of the Constitution as a justification for restricting access to medicines.

With regard to access to medication, the roles and potential regulatory restrictions
imposed by competent authorities in Tiirkiye—such as the Ministry of Health, the
Turkish Medicines and Medical Devices Agency, the Social Security Institution, the
Ministry of Labour and Social Security, and the Turkish Pharmacists’ Association—
particularly concerning physicians working in public and private hospitals who
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prescribe medicines, will be analyzed, together with the legal bases and justifications
of such restrictions.

The duties, powers, and responsibilities of the administration in ensuring that
individuals have access to medicinal products that are properly manufactured, duly
inspected, and compliant with scientific standards will also be explained. In this regard,
the administration’s authority and obligations to prevent counterfeit and falsified
medicines will be discussed.

Finally, the study will analyze the parameters employed by competent administrative
authorities in the pricing of pharmaceuticals, whether entities operating in the
pharmaceutical supply chain—such as wholesale distributors and pharmacies—have
any role in price determination, the measures the administration may adopt to ensure
price stability, and the nature of sanctions that may be imposed to prevent excessive
price increases.

The study will also examine various decisions of the Turkish Supreme Courts over
time in order to assess the principles and grounds upon which judicial approaches to
access to medication are based, and to determine whether the transformation of the
concept of the social state worldwide has been reflected in judicial reasoning.

Particularly in light of the increasing incidence of long-term illnesses (such as cancer
and multiple sclerosis), the substantial costs associated with their treatment, and the
fact that such costs may far exceed an individual’s financial capacity, the necessity of
administrative support becomes unavoidable. The protection of human health and the
ability of individuals to live in a manner consistent with human dignity throughout
their lives constitute an incontestable reality. The position of the administration in the
face of this obligation will be examined on a legal basis.

Keywords: Access to Medicines, Pharmaceutical Pricing, Transformation of the
Principle of the Welfare State, Health Implementation Communiqué (SUT), Human
Dignity
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OZET

Bir ilacin piyasaya sunulup satisa ¢ikarilabilmesi igin ruhsat almasi gerekmektedir.
flaclara ruhsat verilmesi hususunda Tiirkiye’de yetkili kurum, Saghk Bakanhigina
baglh, kamu tiizel kisiligini haiz Tiirkiye ilac ve Tibbi Cihaz Kurumu’dur (TITCK).
Bunun yaninda TITCK'nin sadece ilacin ruhsatlandirilmas: asamasinda degil,
ilacin piyasa sunulmasindan sonraki siirecte de denetim gorev ve yetkisi devam
etmektedir. Bu baglamda ilac piyasaya sunulduktan sonra, advers (olumsuz ve
amaclanmamus) etkiler ortaya cikarsa, TITCK’ye taninan baz yetkiler bulunmaktadir.
Bu yetkilere ila¢ ruhsatinin askiya alinmasi, ilacin geri ¢ekilmesi ve ruhsatin iptali
ornek gosterilebilir. fla¢ ruhsatinin iptali, ilacin kullanimina verilen iznin ileriye
dontik sekilde siirekli olarak kaldirilmasi anlamina gelmekteyken; ila¢ ruhsatinin
askiya alinmasi, ilacin kullanimina verilen iznin ileriye doniik sekilde gecici olarak
kaldirilmasini ifade eder. Ilacin geri cekilmesi ise TITCK tarafindan askiya alma
ve iptal islemlerinden ayrica karar verilmesi gereken bir tedbirdir. Beseri Tibbi
Uriinler Ruhsatlandirma Yonetmeligi'nin 22. maddesinde askiya alma sebepleri
yirmi bent seklinde diizenlenmistir. Bu sebeplerden bazilar1 ise farmakovijilansla
dogrudan ilgilidir. Nitekim idarenin ila¢ ruhsatini askiya alma islemi tesis ederken,
cogunlukla farmakovijilans sistemiyle elde edilen bilimsel verilere dayanmasi gerekir.
flac ruhsatinin askiya alinmasi karari, bir idari islemdir. Dolayisiyla da idari yarg:
denetimine tabi bulunmaktadir. Buna gore askiya alma isleminden menfaati ihlal
edilenler, bu islemin iptal istemiyle idari yargida dava agabilirler. Nitekim Danistay’in
bu konuyla ilgili yakin tarihli bir dizi karar1 bulunmaktadir”.

Bu kararlarda ilk derece mahkemesi, bolge idare mahkemesi ve Danistay’in s6z
konusu uyusmazliklarda birbirinden farkl yaklasim sergiledikleri goriilmektedir.
Burada 6zellikle Danigtay, askiya igleminin bir yaptirim oldugunu ve ilaglarla ilgili
herhangi bir yan etki ve olumsuz bildirim olmamasi halinde ilaclarin piyasada
bulunmasinin riskli ve sakincali olmasi bakimindan siipheden uzak, somut inceleme

* Damistay idari Dava Daireleri Kurulu E. 2022/3819 K. 2023/722 T. 10.4.2023; Danistay idari Dava
Daireleri Kurulu E. 2022/3592 K. 2023/2111 T. 30.10.2023; Danmistay idari Dava Daireleri Kurulu E.
2022/1683 K. 2022/3147 T. 9.11.2022; Danistay 10. Daire E. 2022/3319 K. 2023/4611 T. 20.9.2023;
Danigtay 10. Daire E. 2021/6605 K. 2022/2705 T. 24.5.2022.
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ve bilimsel verilere dayanilmasi gerektigine karar vermistir. Bununla birlikte
konunun kamu saghigini dogrudan ilgilendirmesi nedeniyle idarenin denetim
yetkisini kullanirken kamu saglhg ile bireysel yararlar arasinda bir denge kurmasi
gerektigi, bu baglamda idarenin denetim yetkilerini kullanirken daha genis bir takdir
yetkisine sahip oldugunun da goézden kagirilmamasi gerekmektedir. Dolayisiyla
kamu saglhigini tehdit eden ciddi emarelerin ortaya ¢ikmasi veya bu yonde makul
siiphe olusmasi halinde bu durumun askiya alma iglemi icin yeterli oldugu kabul
edilmelidir.

Anahtar Kelimeler: idari Yaptirim, ila¢ Hukuku, fla¢ Ruhsati, Kamu Saghig1,
Takdir Yetkisi
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ABSTRACT

In order for a medicinal product to be placed on the market and offered for sale, it
must obtain a marketing authorization. The competent authority in Tiirkiye regarding
the authorization of pharmaceuticals is the Turkish Medicines and Medical Devices
Agency, which is affiliated with the Ministry of Health and possesses a public legal
personality. In this context, if adverse (unfavorable and unintended) effects emerge after
a medicinal product is placed on the market, the Turkish Medicines and Medical Devices
Agency (TITCK) is vested with certain statutory powers. Examples of these powers
include the suspension of the marketing authorization, product recall, and revocation
of the authorization. While the revocation of a marketing authorization signifies the
permanent and prospective cancellation of the permission granted for the use of the
medicine, the suspension of a marketing authorization refers to the temporary and
prospective lifting of said permission. On the other hand, product recall is a measure that
must be decided upon by TITCK separately from suspension and revocation procedures.
In Article 22 of the Regulation on the Licensing of Medicinal Products for Human
Use, the grounds for suspension are regulated under twenty subparagraphs. Some of
these grounds are directly related to pharmacovigilance. Indeed, when establishing
the administrative act of suspending a marketing authorization, the administration
must predominantly rely on scientific data obtained through the pharmacovigilance
system. The decision to suspend a drug license constitutes an administrative act and is,
therefore, subject to judicial review in the administrative courts. Consequently, those
whose interests are adversely affected by the suspension process may initiate a lawsuit
for annulment in the administrative jurisdiction. As a matter of fact, the Council of
State has rendered a number of recent decisions on this subject".

* Council of State, General Assembly of Administrative Law Chambers, Merit No. 2022/3819, Decision
No. 2023/722, Date: 10.4.2023; Council of State, General Assembly of Administrative Law Chambers,
Merit No. 2022/3592, Decision No. 2023/2111, Date: 30.10.2023; Council of State, General Assembly
of Administrative Law Chambers, Merit No. 2022/1683, Decision No. 2022/3147, Date: 9.11.2022;
Council of State, 10t Chamber, Merit No. 2022/3319, Decision No. 2023/4611, Date: 20.9.2023;
Council of State, 10th Chamber, Merit No. 2021/6605, Decision No. 2022/2705, Date: 24.5.2022
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These decisions reveal differing approaches to the disputes in question by the court of
first instance, the regional administrative court, and the Council of State. Particularly,
the Council of State ruled that the suspension act constitutes a sanction, and, in the
absence of any adverse reports or side effects regarding the medicines, concluding
that the availability of the products on the market is risky and detrimental must be
based on concrete examination and scientific data free from doubt. Howeuver, since
the matter directly concerns public health, the administration must strike a balance
between public health and individual interests when exercising its supervisory power;
in this context, it should not be overlooked that the administration possesses a broader
discretionary power when exercising its supervisory authorities. Therefore, it must be
accepted that the emergence of serious indications threatening public health, or the
existence of a reasonable suspicion to this effect, is sufficient for the suspension act.

Keywords: Administrative Sanction, Pharmaceutical Law, Marketing Authorization,
Public Health, Discretionary Power
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OZET

Anayasacilik hareketinin en temel amaclarindan biri bireylerin temel hak ve
hiirriyetlerini giivence altina almak ve bu haklar kamu giiciiniin keyfi miidahalelerine
kars1 korumaktir. Bu amac¢ dogrultusunda modern anayasalarda temel hak ve
hiirriyetler yalnizca taninmakla kalmamais, ayni1 zamanda ayrintili bir giivence rejimi
icinde diizenlenmigtir. Bu giivencelerin basinda ise, temel hak ve hiirriyetlerin hangi
sartlar altinda ve ne 6l¢iide sinirlandirilabilecegini belirleyen anayasal sinirlandirma
rejimi gelmektedir. Tiirkiye Cumhuriyeti Anayasas1 da bu dogrultuda temel hak
ve hiirriyetlerin sinirlandirilmasina iligkin 6zel bir hukuki cergeve 6ngérmiistiir.

1982 Anayasasi'nin 13. maddesi, temel hak ve hiirriyetlerin ancak Anayasanin ilgili
maddelerinde belirtilen sebeplere dayanilarak, kanunla ve 6zlerine dokunulmaksizin
sinirlandirilabilecegini hilkme baglamaktadir. Ayrica s6z konusu sinirlamalar
Anayasa'nin sozline ve ruhuna, demokratik toplum diizeninin ve 1aik Cumhuriyet’in
gereklerine ve Olgiiliiliik ilkesine aykir1 olamaz. Bu diizenleme, temel hak ve
hiirriyetlerin istisnai olarak sinirlandirilabilmesini miimkiin kilmakla birlikte, esasen
bu haklarin korunmasini amaclayan bir giivence mekanizmasi niteligi tasimaktadir.

Ifade ozgiirliigii ise Anayasanin 26. maddesinde “diisiinceyi aciklama ve
yayma hiirriyeti” baglig1 altinda diizenlenmistir. Madde hiikmiine gore herkes
ifade ozgiirliigiine sahiptir; ancak bu 6zgiirliik, yine maddede sayilan sebeplerden
birine dayanilarak sinirlandirilabilir. Bu baglamda ifade 6zgiirliigii, demokratik
toplumun temelini olusturan haklardan biri olmakla birlikte mutlak bir hak degildir
ve anayasal sinirlandirma rejimine tabidir.

Reklam kavrami, genel olarak bir mal veya hizmetin satisin1 artirmak amaciyla,
tiiketiciyi satin almaya yonlendirecek bigimde tanitim yapilmasi seklinde
tamimlanmaktadir. Bir iiriiniin piyasadaki basaris1 yalmizca fiyat1 veya niteligiyle
degil, aym1 zamanda tiiketicilere nasil sunulduguyla da yakindan iligkilidir. Bu
nedenle reklam faaliyetleri, giiniimiizde ticari hayatin vazgecilmez unsurlarindan biri
haline gelmis; hatta bircok sektor bakimindan en 6nemli maliyet kalemlerinden biri
olmustur. Reklamlar kullanilan araglar bakimindan son derece cesitlilik gostermekle
birlikte, bu caligmada ele alinan reklam yasagi, belirli iletisim araglarina yonelik
degil, dogrudan reklam faaliyetinin kendisine iligkin bir yasak niteligi tasimaktadir.
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Bu sebeple geleneksel medya araglarinin yani sira sosyal medya gibi yeni iletisim
mecralari da s6z konusu yasagin kapsamina girmektedir.

flac kavramu, hastaliklarin teshis ve tedavisinde kullanilan beseri tibbi iiriinleri
ifade etmektedir. Ilgili kanunda receteli ilaclarin halka yonelik reklaminin yasak
oldugu acikca diizenlenmigtir. Bununla birlikte, reklam faaliyetlerinin ifade iceren bir
iletigsim bicimi oldugu ve bu yoniiyle ifade 6zgiirliigii kapsaminda degerlendirilmesi
gerektigi hususunda tereddiit bulunmamaktadir. Dolayisiyla ilac reklamina iligkin
bu tiir yasaklarin, Anayasa’da 6ngoriilen temel hak ve hiirriyetlerin sinirlandirilmasi
rejimiyle bagdasip bagdasmadiginin incelenmesi gerekmektedir.

Diger yandan Tiirkiye, Avrupa insan Haklar1 S6zlesmesi'ne taraf bir devlet olarak
Avrupa Insan Haklar1 Mahkemesi'nin yarg1 yetkisini kabul etmistir. Sézlesmenin 10.
maddesinde ifade 6zgiirliigli glivence altina alinmis; bu 6zgiirliiglin hangi sartlarda
sinirlandirilabilecegi de diizenlenmistir. Anayasanin 90. maddesi uyarinca da usuliine
gore ylriirliige konulmus temel hak ve hiirriyetlere iligkin milletleraras: antlasmalarin
kanunlarla ¢atismasi halinde antlagma hiikiimlerinin esas alinmasi gerekmektedir.
Bu durum, ilac¢ reklami1 yasaginin yalnizca Anayasa hiikiimleri gercevesinde degil,
ayni zamanda Sozlesme ve Mahkeme ictihadi 15181nda da degerlendirilmesini
zorunlu kilmaktadir.

Bu ¢calisma kapsaminda, ila¢ reklamina iligkin yasaklar hem Anayasanin 13. ve 26.
maddeleri cercevesinde hem de Avrupa insan Haklar1 Sézlesmesi'nin 10. maddesi
baglaminda ele alinacak; ilgili yarg: kararlar1 1s181nda s6z konusu yasaklarin ifade
ozgiirliigli bakimindan hukuki niteligi tartisilacaktir.

Anahtar Kelimeler: ilac Hukuku, ifade Ozgiirliigii, Reklam Yasag, Tiirkiye
Anayasas1, Avrupa insan Haklar1 Sozlesmesi
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ABSTRACT

One of the fundamental objectives of the constitutionalism movement is to secure
the protection of individuals’ fundamental rights and freedoms, and to safeguard these
rights against arbitrary interference by public authorities. In line with this objective,
modern constitutions do not merely recognize fundamental rights and freedoms, but
also regulate them within a comprehensive system of constitutional guarantees. Among
these guarantees, the constitutional regime governing the limitation of fundamental
rights and freedoms—namely, the conditions under which, and the extent to which,
such rights may be restricted—occupies a central position. The Constitution of the
Republic of Ttirkiye similarly provides for a specific legal framework governing the
limitation of fundamental rights and freedoms.

Article 13 of the 1982 Constitution stipulates that fundamental rights and freedoms
may be restricted only on the grounds specified in the relevant constitutional provisions,
by law, and without infringing upon their essence. Furthermore, such restrictions
must not be contrary to the letter and spirit of the Constitution, the requirements of the
democratic social order and the secular Republic, or the principle of proportionality.
While this provision allows for the exceptional limitation of fundamental rights and
freedoms, it essentially functions as a safeguard mechanism aimed at ensuring their
protection.

Freedom of expression is regulated under Article 26 of the Constitution, entitled
“Freedom of Expression and Dissemination of Thought”. According to this provision,
everyone has the right to freedom of expression; howeuver, this freedom may be restricted
on the basis of one of the grounds enumerated in the same Article. In this respect,
although freedom of expression constitutes one of the cornerstones of a democratic
society, it is not an absolute right and is subject to the constitutional regime governing
the limitation of fundamental rights.

Advertising is generally defined as the promotion of a good or service in a manner
intended to persuade consumers to purchase it, with the aim of increasing sales. The
success of a product in the market depends not only on factors such as price or quality,
but also on how it is presented to consumers. For this reason, advertising activities
have become an indispensable element of contemporary commercial life and, in many
sectors, one of the most significant cost components. Although advertising may take
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various forms, depending on the means employed, the advertising ban examined in
this study does not concern specific communication channels, but rather constitutes
a prohibition directed at the advertising activity itself. Accordingly, both traditional
media and emerging communication platforms, such as social media, fall within the
scope of this prohibition.

The concept of pharmaceuticals refers to medicinal products used in the diagnosis
and treatment of diseases. The relevant legislation explicitly prohibits the advertising
of prescription-only medicines to the general public. Nevertheless, there is no doubt
that advertising activities constitute a form of communication containing expressive
elements and, in this respect, fall within the scope of freedom of expression. Consequently,
it is necessary to examine whether such prohibitions on pharmaceutical advertising
are compatible with the constitutional regime governing the limitation of fundamental
rights and freedoms.

Moreover, Tiirkiye, as a State Party to the European Convention on Human Rights,
has accepted the jurisdiction of the European Court of Human Rights. Article 10 of the
Convention guarantees freedom of expression, and also sets out the conditions under
which this freedom may be restricted. Pursuant to Article 90 of the Constitution, in
cases of conflict between duly ratified international treaties concerning fundamental
rights and freedoms and domestic laws, the provisions of the international treaties
shall prevail. This circumstance necessitates that the prohibition of pharmaceutical
advertising be assessed not only within the framework of constitutional provisions,
but also in the light of the Convention and the case law of the Court.

Within this framework, the present study examines prohibitions on pharmaceutical
advertising both under Articles 13 and 26 of the Constitution and within the context
of Article 10 of the European Convention on Human Rights, and discusses the legal
nature of these prohibitions in terms of freedom of expression, in light of relevant
Jjudicial decisions.

Keywords: Pharmaceutical Law, Freedom of Expression, Advertising Ban,
Constitution of Tiirkiye, European Convention on Human Rights
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OZET

Insanlarin sagliklarin korumak ya da bozulan saghiklarina yeniden kavusmak
icin ila¢ kullanmalarinin tarihi, neredeyse insanlik tarihi kadar eskidir. Bununla
birlikte ilaclar, bir yandan insanlarin sagliklarina kavugmalarina yardim ederken
bir yandan da bilinen ya da muhtemel yan etkileri nedeniyle insan saghg lizerinde
birtakim olumsuz etkiler de dogurabilemekte, hatta bu etkiler kimi agir durumlarda
can kayiplarina dahi neden olabilmektedir. iste bu nedenle yasa koyucu ilaclarim
insan saghg lizerinde ortaya cikartabilecegi olumsuz etkileri dikkate alarak, kisilerin
hayatini ve sagligimi tehlikeye sokacak sekilde ilag tiretilmesini ya da satilmasini
5237 say1li Tiirk Ceza Kanunu'nda (TCK) sug olarak diizenlemek yoluna gitmistir.
S6z konusu bildiri kapsaminda TCK’nin “Topluma Karst Suglar” bashkl tiglincii
kisminda, “Kamu Saghgina Kars: Suglar” bashikl iciincii boliimiinde diizenlenen
“Kisilerin hayatim ve saghgim tehlikeyece sokacak bicimde ila¢ yapma veya
satma” sugu klasik suc¢ inceleme yontemine gore incelenecek, yine s6z konusu sug
tipinin uygulamada nasil yorumlandiginin ortaya konulmasi amaciyla yiiksek yargi
organlari kararlarina miimkiin oldugunca genis sekilde yer verilecektir.

Tiirk Ceza Kanunu’'nun 187. maddesinde diizenlenen kisilerin hayatin1 ve saghgini
tehlikeye sokacak bicimde ila¢ yapma veya satma sugunun maddi konusu ilaclardir.
Bu dogrultuda bildiri kapsaminda 6ncelikle ila¢ kavrami ve ilag tiirleri olarak,
orijinal ilag, jenerik ilag, taklit ilac ve sahte ila¢ kavrami hakkinda bilgi verilmesi
yoluna gidilecek, ardindan bu ilag tiirlerinden hangisi ya da hangilerinin sugun
maddi konusunu tegkil edebilecegine yonelik degerlendirmelerde bulunulacaktir.
Yine bildiri kapsaminda sugun faili ve magduru ile ilgili tespit ve degerlendirmelere
yer verilirken 0zellikle ruhsatlandirildiktan sonra piyasaya siiriilen orijinal ya da
jenerik ilaglarin yan etkilerinden kaynakli olarak ortaya ¢ikan viicut biitiinliigi
ya da yagsam hakki ihlalleri bakimindan ilag iireticilerinin sorumluluguna gidilip
gidilemeyecegi sorusuna yanit aranacaktir. Ayrica ilac iceriginin eczaci tarafindan
hazirlandig1 hallerde, ila¢ kullanimindan kaynakli viicut biitiinliigii ve yasam hakk:
ihlalleri agisindan eczacinin sorumlulugu, ilag iceriginin hekim regetesine uygun
olup olmamasi ihtimalleri kapsaminda ayr1 ayr1 degerlendirilecektir.
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Sucun maddi unsuruyla baglantili olarak yapilan degerlendirmeler sirasinda
ise yasa koyucunun madde metninde yer verdigi “kisinin hayatini ve saghgim
tehlikeye sokacak bicimde” ifadesinin sugu neticesi itibariyla somut tehlike sucuna
doniistiiriip doniistiirmedigi sorusuna yanit aranacak, bu kapsamda 6gretide yer
verilen goriis farkhilar: aktarilacaktir. Yine sugun secimlik hareketlerinden olan
satma hareketi ile baglantili olarak internet iizerinden gerceklestirilen satiglarla
ilgili degerlendirmelere yer verilecektir.

Ote yandan kisilerin hayatin1 ve saghgini tehlikeye sokacak bicimde ilac yapma
veya satma sucu, yasa koyucu tarafindan kasten islenebilecek bir su¢ olarak
diizenlendiginden sugun manevi unsuru ile baglantil yapilan agiklamalar kapsaminda
failin kisilerin hayatini ve saghgini tehlikeye sokacak bicimde iiretilen ya da satilan
ilaclar bakimindan kusurunun taksir diizeyinde oldugu hallerde hangi su¢ ya da
suglardan sorumlulugunun dogacagy ile ilgili degerlendirmelerde bulunulacaktir.

Teblig kapsaminda son olarak ila¢ kullanimindan kaynakl olarak birden fazla
kisinin sagliginin ya da yasaminin etkilenmesinin faillerin cezai sorumlulugu iizerinde
bir etkisi olup olmayacagi, olacaksa nasil bir etki ortaya cikartacagi sorularina yanit
aranacaktir.

Anahtar Kelimeler: ilac, Yan Etki, ila¢ Ureticisi, Eczaci, Cezai Sorumluluk
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ABSTRACT

The history of the use of medicines by humans in order to protect their health, or to
regain impaired health, is almost as old as the history of humanity itself. Howeuver, while
medicines help individuals recover their health, on the other hand, they may also give rise
to various adverse effects on human health due to their known or potential side effects;
even in some severe cases, these effects may even lead to loss of life. For this reason, the
legislator, taking into consideration the possible side effects that medicines may have on
human health, has criminalized the manufacture or sale of medicines in a manner that
endangers individuals’ life and health, under the Turkish Penal Code No. 5237. Within
the scope of this presentation, the offence of “manufacturing or selling medicines in a
manner that endangers the life and health of individuals”, which is regulated under
the Third Part titled “Offences Against Society” and the Third Chapter titled “Offences
Against Public Health” of the Turkish Penal Code, will be examined in accordance with
the classical crime analysis method. Furthermore, in order to demonstrate how this
type of offense is interpreted in practice, decisions of the high judicial authorities will
be included as extensively as possible.

The material object of the offence is medicines. Accordingly, within the scope
of this presentation, information will first be provided on the concept of medicine
and types of medicines, namely original medicines, generic medicines, counterfeit
medicines, and falsified medicines. Subsequently, evaluations will be made as to which
of these types of medicines may constitute the material object of the offence. Within
the same scope, determinations and assessments regarding the perpetrator and the
victim of the offence will also be included. In particular, the research will seek to
answer the question of whether criminal liability may be attributed to pharmaceutical
manufacturers in cases of violations of bodily integrity or the right to life arising
from side effects of original or generic medicines that have been placed on the market
after obtaining marketing authorization. Furthermore, in cases where the medicinal
product is prepared by a pharmacist, the pharmacist’s liability in terms of violations
of bodily integrity and the right to life resulting from the use of the medicine will be
examined separately, depending on whether the content of the medicine complies
with the physician’s prescription.
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In the course of the evaluation conducted in connection with the material element
of the offense, an answer will be sought to the question of whether the phrase “in a
manner that endangers the life and health of individuals”, as included by the legislator
in the wording of the provision, transforms the offense into a concrete endangerment
offense by virtue of its result. In this context, differing opinions expressed in the doctrine
will be presented. Furthermore, with regard to the selling act, which constitutes one
of the alternative acts of the offence, assessments concerning sales carried out via the
internet will also be addressed.

On the other hand, since the offence of manufacturing or selling medicines in a
manner that endangers the life and health of individuals has been regulated by the
legislator as an offence that may only be committed intentionally, evaluations related to
the mental element of the offence will examine which offence or offences the perpetrator
may be held criminally liable for, in cases where the perpetrator’s fault with respect
to the medicines manufactured or sold in a manner endangering life and health is at
the level of negligence.

Finally, within the scope of this presentation, answers will be sought to the question
of whether the impact of the use of medicines on the health or life of more than one
person has any effect on the criminal liability of the perpetrator, and, if so, what kind
of effect this may give rise to.

Keywords: Medicine, Side Effects, Pharmaceutical Manufacturer, Pharmacist,
Criminal Liability
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OZET

Uygulamada bazen hekimler tarafindan hasta goriilmeden recete yazilabilmekte,
bazen de hekimin bilgisi olmaksizin hekimin sistemi iizerinden hastaya recete
yazilabilmektedir. Ayrica bu regeteyle eczaneden ilaglar temin edilerek kamunun
zarara ugratilmasi s6z konusu olabilmektedir. Kuskusuz ki bu tiir durumlarda resm1
belgede sahtecilik sugu ve dolandiricilik sugu ya da somut olayin kosullarina gore
yalnizca gorevi kotiiye kullanma sucu giindeme gelebilmektedir. Dolayisiyla bu
inceleme kapsaminda oncelikle hangi ol¢iitlere gore dava konusu olayda resmi belgede
sahtecilik sucu ile dolandiricilik sugunun mu yoksa sadece gorevi kotiiye kullanma
sucunun mu bulundugu hususu ele alinmaktadir. Bununla birlikte bazi durumlarda
yargilama sirasinda durusmada tanik olarak dinlenen miistekilerin davaya konu
edilen recetelerin hekim olarak calisan sanik tarafindan muayenelerinin yapilarak
tanzim edildiginin belirtilmesi iizerine hekim hakkinda beraat kararinin verildigi de
goriilmektedir. Konuya iligkin farkli Yargitay kararlar: izerinden degerlendirmenin
yapildig1 tebligde belirli kriterler {izerinden bir sonuca ulagilmaktadir.

Anahtar Kelimeler: Hekim, Eczane, ilac, Recete, Sahtecilik, Dolandiricilik
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ABSTRACT

In practice, physicians may at times issue prescriptions without examining the
patient, and in some cases, prescriptions may be generated through a physician’s
electronic system without the physician’s knowledge. Moreover, such prescriptions
may be used to obtain pharmaceuticals from pharmacies, thereby causing financial
loss to the public. Undoubtedly, in such situations, the offenses of forgery of an official
document and fraud may arise, or—depending on the specific circumstances of the
case—abuse of office alone may be applicable. Accordingly, this study first examines the
criteria for determining whether, in the case at hand, the conduct constitutes forgery
of an official document and fraud, or merely abuse of office. It is also observed that,
in certain cases, during trial proceedings, complainants, heard as witnesses, state
that the prescriptions in question were issued by the defendant physician following
an actual examination; in such instances, courts have rendered acquittal decisions in
favor of the physician. This research evaluates the issue, considering various decisions
of the Court of Cassation, and seeks to reach a conclusion based on specific criteria.

Keywords: Physician, Pharmacy, Pharmaceutical Products, Prescription, Forgery,
Fraud
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OZET

Ilaclar, modern tibbin en temel ve vazgecilmez araclarindan biri olmakla
birlikte, terapoétik etkilerinin yani sira istenmeyen ve 6ngoriilemeyen sonuclar
da dogurabilmektedir. ilac yan etkileri, hafif ve gecici rahatsizhklardan, yasami
tehdit eden agir klinik tablolara kadar genis bir yelpazede ortaya ¢ikabilir. Bu
durum yalmzca tibbi degil, aym1 zamanda hukuki ve 6zellikle cezai sorumluluk
bakimindan da karmasik sorunlar giindeme getirmektedir. “Ilac Yan Etkileri ve
Cezai Sorumluluk” baghkl bu ¢alisma, ila¢ kullanimina bagh olarak ortaya ¢ikan
zararli sonuclarin ceza hukuku perspektifinden nasil degerlendirilmesi gerektigini
incelemeyi amaglamaktadir.

Ceza hukuku bakimindan temel mesele, meydana gelen zararli sonucun
hangi kosullar altinda kime isnat edilebilecegidir. Bu baglamda oncelikle, ilag
iireticisinin, ruhsatlandirma stirecinde gorev alan kamu otoritelerinin, ilaci recete
eden hekimin ve ilac1 uygulayan saglik personelinin sorumluluk alanlar1 ayri
ayr1 degerlendirilmelidir. Uretim hatasi, eksik veya yamltici prospektiis bilgisi,
farmakovijilans ylikiimliiliiklerinin ihlali ya da klinik arastirma siireclerindeki
kusurlar, iiretici bakimindan taksirli ya da kasten islenen suclar kapsaminda
degerlendirilebilecektir. Benzer sekilde, hekimin endikasyon dis1 kullanim, doz
hatas1 ya da hastanin bilgilendirilmis onaminin alinmamasi gibi durumlarda ceza
hukuku sorumlulugu giindeme gelebilecektir.

Bununla birlikte, her yan etki cezai sorumlulugu dogurmaz. Ceza hukukunun
son care (ultima ratio) niteligi geregi, oncelikle objektif 6zen ylikiimliiliigiiniin ihlal
edilip edilmedigi, 6ngoriilebilirlik 6lciitii ve netice ile fiil arasindaki nedensellik
bag titizlikle incelenmelidir. Tibbi miidahalenin hukuka uygunluk sebepleri
kapsaminda degerlendirilmesi, 6zellikle hastanin aydinlatilmis rizasinin varligi,
bilimsel standartlara uygunluk ve riskin kabul edilebilirligi gibi kriterler ¢ercevesinde
yapilmalidir. flag yan etkisinin bilinen ve kacimlmaz bir risk kapsaminda kalmas:
halinde, tipik olarak cezai sorumluluktan s6z edilemeyecektir.

Bu konu incelenirken, kusur ilkesi, objektif isnadiyet teorisi ve izin verilen risk
kavrami cercevesinde ilag yan etkilerinin degerlendirilmesi de 6nem arz etmektedir.
Ozellikle modern ceza hukuku doktrininde gelistirilen risk toplumu ve normatif
isnadiyet yaklasimlari, karmasgik tibbi siireclerde sorumlulugun sinirlarinin
belirlenmesinde 6nemli teorik araclar sunmaktadir. flag giivenliligi alanindaki
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diizenlemeler ile ceza hukuku normlar: arasindaki iligkinin dogru kurulmasi, hem
hasta giivenliginin saglanmasi hem de saglik hizmetlerinin gereksiz bir cezai baski
altina alinmamasi acisindan kritik 6nemdedir.

Sonug olarak, ilag yan etkilerinden dogan cezai sorumluluk, cok aktorlii ve teknik
niteligi yiiksek bir degerlendirme siirecini gerektirmektedir. Cezai sorumlulugun
belirlenmesinde yalnizca meydana gelen zarar degil; riskin yonetimi, bilimsel bilgi
diizeyi, 0zen ylikiimliiliigiiniin kapsami ve somut olayin 6zellikleri birlikte dikkate
alinmalhdir. Bu ¢alisma, ilag yan etkileri baglaminda cezai sorumlulugun sinirlarini
ortaya koyarak uygulamaya ve doktrine katki sunmay1 hedeflemektedir.

Anahtar Kelimeler: ilac Yan Etkisi, Cezai Sorumluluk, Taksir, Nedensellik
Bag, izin Verilen Risk
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ABSTRACT

Medicinal products constitute one of the most essential instruments of modern
medicine; however, alongside their therapeutic benefits, they may also give rise to
adverse and sometimes unforeseeable effects. Adverse drug reactions range from mild
and transient discomfort to severe and life-threatening conditions. This reality raises
not only medical, but also complex legal questions, particularly concerning criminal
liability. This research, entitled “Adverse Drug Reactions and Criminal Liability”, aims
to examine how harmful outcomes resulting from the use of medicinal products should
be assessed from a criminal law perspective.

From the standpoint of criminal law, the central issue concerns the attribution of
the harmful result: Under which conditions and to whom can the damage be imputed?
In this context, the respective responsibilities of the pharmaceutical manufacturer,
public authorities involved in the licensing process, the prescribing physician, and
the healthcare professionals administering the drug must be examined separately.
Manufacturing defects, misleading or incomplete patient information leaflets, breaches
of pharmacovigilance obligations, or irregularities in clinical trial processes may give
rise to criminal liability, whether based on negligence or intent. Similarly, physicians
may face criminal responsibility in cases such as off-label use without sufficient scientific
basis, dosage errors, or failure to obtain informed consent from the patient.

Nevertheless, not every adverse drug reaction entails criminal liability. Given the
ultima ratio character of criminal law, it is essential to determine whether there has been
a breach of the objective duty of care, whether the harmful outcome was foreseeable, and
whether a causal link exists between the conduct and the result. Medical interventions
must also be evaluated within the framework of justification, particularly with regard
to informed consent, compliance with accepted medical standards, and the concept of
permitted risk. If the adverse effect falls within the scope of a known and unavoidable
risk inherent in the medicinal product, criminal liability will generally not arise.

The study further addresses the evaluation of adverse drug reactions within the
framework of the principle of culpability, the theory of objective imputation, and the
concept of permitted risk. Contemporary criminal law doctrines, including discussions
on the “risk society” and normative attribution, provide important theoretical tools for
delineating the limits of liability in complex medical processes. Establishing a balanced
relationship between pharmaceutical safety regulations and criminal law norms is
crucial both for ensuring patient safety and for preventing an excessive chilling effect
on healthcare services.
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In conclusion, criminal liability arising from adverse drug reactions requires a
multi-actor and technically informed assessment. Determining liability necessitates
consideration not only of the harm suffered, but also of risk management practices,
the existing level of scientific knowledge, the scope of the duty of care, and the specific
circumstances of the case. By clarifying the boundaries of criminal liability in the
context of adverse drug reactions, this study seeks to contribute to both legal doctrine
and judicial practice.

Keywords: Adverse Drug Reactions, Criminal Liability, Negligence, Causation,
Permitted Risk
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