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The development of transplantation medicine has transformed organ donation
into a complex legal institution situated at the intersection of medical law, human
rights law, bioethics, public health governance and criminal-law protection. The
thesis argues that the legality of donation and transplantation cannot be assessed
solely through the existence of consent or criminal sanctions. A rights-based
transplantation regime must integrate four elements: protection of human dignity
and bodily integrity, clinically safe and transparent procedures, institutional
oversight, and transnational safeguards against commercialization and organ
trafficking. On this basis, the article proposes a functional normative model for
Azerbaijan, where deceased donation should be based on documented lifetime will,
a clear hierarchy of decision-making, independent verification of death, traceability,
biovigilance and effective protection of vulnerable donors and recipients.

Modern transplantology is no longer limited to surgical technique. The
removal, preservation, allocation and transplantation of organs and tissues create a
specific legal field in which the donor’s bodily integrity, the recipient’s right to
health, the determination of death, fair access to scarce medical resources and the
prohibition of commercialization of the human body must be reconciled. For this
reason, transplantation should be examined not only as a clinical process, but also
as a special institution of medical law. The term “transplantation law” is used here
not as a synonym for transplantology and not as a fully codified independent branch
of law. It denotes a functional legal complex within medical law, formed at the
intersection of international human rights law, constitutional law, administrative
regulation, civil liability, criminal law, data protection and bioethics. Its subject
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includes the legal status of living and deceased donors, the recipient’s rights, consent
and refusal, the allocation of organs, quality and safety standards, registries,
traceability, cross-border cooperation and the prevention of organ trafficking.

International legal framework. The first normative layer is formed by
general human rights instruments. The right to life, the prohibition of inhuman
treatment, respect for private and family life, bodily and mental integrity, non-
discrimination and the right to health constitute the basic legal boundaries of
transplantation policy. However, the right to health does not mean an unconditional
right to receive a transplant. It requires the state to organize accessible, transparent,
safe and non-discriminatory transplant services within available resources and to
protect donors from exploitation and recipients from arbitrary allocation decisions
[1].

The second layer consists of specialized international and regional standards.
The WHO Guiding Principles on Human Cell, Tissue and Organ Transplantation
emphasize voluntary and unpaid donation, transparency, traceability, quality, safety
and fair allocation [2]. Resolution WHAT77.4 of 2024 develops these principles by
urging states to strengthen national authorities, authorize or accredit transplant
centres, protect living donors through informed consent and psychosocial
assessment, develop deceased donation, collect donor and recipient outcome data,
conduct biovigilance, ensure traceability from donor to recipient and vice versa, and
prevent trafficking in persons for the purpose of organ removal and trafficking in
human organs [3].

In the European legal area, the Oviedo Convention remains the central legally
binding instrument on human rights and biomedicine. It establishes the priority of
the human being, equitable access to health care, professional standards and free and
informed consent. The Additional Protocol concerning Transplantation of Organs
and Tissues of Human Origin applies these principles to transplantation and
regulates, inter alia, information, consent, independent determination of death,
confidentiality, respect for the human body, prohibition of financial gain,
compensation and sanctions [4]. Azerbaijan is not a Party to the Oviedo Convention
or to the transplantation protocol; therefore, these instruments do not create direct
treaty obligations for Azerbaijan, but they remain authoritative comparative
standards for national reform.

Consent models and post-mortem autonomy. The consent model for
deceased donation is not a purely technical legislative choice. It determines the legal
force of a person’s lifetime will, the role of the family, the protection of the body
after death and the level of public trust in the transplant system. Comparative law
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usually distinguishes explicit consent or opt-in, presumed consent or opt-out, mixed
models and mandated or required choice. These terms describe only the starting
point of the regime; they do not, by themselves, define the real level of autonomy
protection. In an opt-in system, organs may generally be removed after death only
if the person has expressed a legally valid affirmative will. Nevertheless, opt-in
systems differ significantly: in some jurisdictions the registered decision of the
person is binding, while in others the family retains a practical or legal role if the
deceased person’s decision is unknown. In opt-out systems, the absence of a
registered refusal may allow donation, but legitimacy depends on whether refusal is
genuinely accessible, free, simple and accompanied by continuous public
information. Soft opt-out models preserve family consultation; hard opt-out models
limit or exclude family veto.

For Azerbaijan, the most defensible approach is not a mechanical transfer of
either model, but a documented active-choice model combined with the rule “no
documented will no removal”, except in narrowly defined and independently
controlled cases. Such a model avoids transforming silence into state-favoured
consent and reduces the risk that socially isolated persons, persons without relatives
or vulnerable groups receive weaker post-mortem protection than others.

Azerbaijani legal context. The Law of the Republic of Azerbaijan “On
Donation and Transplantation of Human Organs and Tissues” of 20 October 2020
Is the central national act in this field [5]. Its structure shows that Azerbaijan does
not follow a pure opt-in or pure opt-out model. Article 21 combines several legal
bases: written lifetime consent, substitute written consent by close relatives where
the person’s will is unknown, and a narrow exceptional mechanism where brain
death occurs as a result of accident or natural disaster, the person did not leave a
written refusal and no relatives able to consent are available. This construction
should be characterized as a mixed model. Its main doctrinal difficulty lies in the
unclear hierarchy between the will of the deceased, the role of family members and
the exceptional presumed element. The family may function as a source of
information about the deceased person’s will, as a substitute decision-maker, or as
a veto-holder; these roles must not be confused. The law should expressly determine
which function applies in each case, how the registry is checked, how the absence
of relatives is established, how death is independently certified, and how the
decision is documented.

A recent development is Azerbaijan’s ratification of the Council of Europe
Convention against Trafficking in Human Organs (CETS No. 216), with entry into
force for Azerbaijan on 1 September 2026 [6]. This creates an implementation-
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preparation phase in which transplant legislation should be assessed not only from
the perspective of donation and medical practice, but also from the perspective of
criminal-law prevention, victim protection, international cooperation and
institutional oversight. Criminal law, however, should remain a protective
mechanism, not the core regulator of transplantation medicine.

Scientific novelty and proposed model. The scientific novelty of the thesis
lies in the proposed four level normative model of transplantation law. The first level
Is the human-rights core: dignity, life, bodily integrity, autonomy, privacy, health
and equality. The second level is the clinical-procedural guarantee system:
information, consent, refusal, determination of death, donor and recipient selection,
waiting lists, allocation, independent assessment and post-transplant follow-up. The
third level is institutional safety and governance: competent authority, licensing or
accreditation of centres, registries, traceability, biovigilance, quality standards, data
protection, audit and public accountability. The fourth level is transnational legal
integrity: prohibition of commercialization and trafficking, cross-border exchange,
mutual legal assistance, victim protection and liability. This model allows national
systems to be evaluated not by one indicator, such as the number of donors or the
formal label of the consent model, but by the interaction of rights, procedures,
institutions and cross-border safeguards. It also demonstrates that transplantation
law is not an isolated branch, but a special institution of medical law with a high
degree of normative autonomy.
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