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INTRODUCTION

Organ donation and transplantation in China have 
undergone remarkable progress, driven by the 

dedicated efforts and continuous learning of the Chinese 
medical community. These efforts culminated in a signifi-
cant achievement by the end of 2014. Since then, China 
has made steady advancements in amending regulations, 
implementing ethics committees and formalizing donor 
evaluations. Progress has also been made in organ dona-
tion and in related fields, such as quality management, 
machine perfusion, and xenotransplantation. Despite these 
achievements, misunderstandings, criticism, and misinter-
pretations continue1-5 raising questions about the sources 
and legal framework of organ donation and transplanta-
tion. In this article, we outline the development and cur-
rent status of China’s legal framework for organ donation 
and transplantation, its foundation in the Chinese Civil 
Code, and the ongoing improvements reflected in the 
recently updated Regulations on Organ Donation and 
Transplantation.

HISTORICAL BACKGROUND OF ORGAN 
DONATION AND TRANSPLANTATION BEFORE 
DECEMBER 2014

Organ transplantation in China began with the first kid-
ney transplant in 1960 and the first successful living donor 
transplant in 1972 at Peking University First Hospital. 
Early development lacked legal regulation, standardized 
practices, and oversight, and organs from executed pris-
oners were the primary source. Historically, similar prac-
tices occurred in France (1950s), the US (1960s–1970s), 
mainland China (until December 31, 2014), Taiwan 
China (before July 2020), and remain legally permitted in 
Singapore.6-11

To address ethical concerns and align with interna-
tional norms, China launched systemic reforms. In 2005, 
it committed to ending organ use from executed prisoners 
and building a voluntary, unpaid donation system.12 This 
was followed by regulatory milestones: the 2006 Interim 
Provisions, 2007 State Council Regulation No. 491 (defin-
ing hospital accreditation, banning trafficking, and requir-
ing fair allocation per World Health Organization [WHO] 
guidelines),13,14 and the 2011 Amendment (VIII) criminal-
izing organ trade.15,16 

Key institutional developments included the national 
transplant registry (2004), hospital accreditation reduction 
(from 600+ to 164 by 2007), and the 2010 clinical guide-
lines. A pilot program for deceased organ donation began 
in 2010, supported by the Red Cross Society of China 
(RCSC) and the China Organ Donation Administrative 
Center (CODAC), which trained >2500 coordinators by 
2019.16,17

A 3-tier donor classification system was introduced—
donation after brain death (DBD; category I), donation 
after circulatory death (DCD; category II, Maastricht 
III), and donation after brain-circulatory death (DBCD; 
category III, Maastricht IV)17-21—along with national 
brain death criteria (2013) and a quality control training 
center at Xuanwu Hospital.17,18 Nationwide implemen-
tation of the opt-in donation system began on February 
25, 2013. Organ procurement organizations (OPOs) and 
donation offices were established in transplant hospitals 
nationwide.17

The China Organ Transplant Response System (COTRS), 
developed in 2011, became mandatory in 2013 for all vol-
untary deceased donations, ensuring fair and transparent 
allocation based on medical urgency, region, and compat-
ibility.19 By 2013, the pilot reforms were adopted nation-
ally, marking a transition to a law-based, citizen-driven 
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organ donation framework aligned with international 
ethical standards.

LEGAL FRAMEWORK AND REGULATIONS SINCE 
JANUARY 2015

Since late 2014, China’s organ transplantation system 
has undergone extensive reform, well-documented in the 
literature.13,15-17,20-32 On December 3, 2014, the China 
Human Organ Donation and Transplantation Committee 
announced that, starting January 1, 2015, organs from 
executed prisoners would no longer be used; voluntary 
citizen donation is the sole legal source for deceased donor 
transplantation established in an opt-in system.22

Organ transplantation in China is overseen by the 
National Health Commission and the RCSC, which 
together formed the National Organ Donation and 
Transplantation Committee. This body coordinates 5 key 
areas: donation, procurement, allocation, clinical services, 
and posttransplant follow-up. System components include 
the CODAC, trained coordinators, the COTRS, and 
OPOs.23 Governance is maintained through systematic 
audits and data oversight via COTRS.13 In 2025, the total 
number of hospitals qualified for organ transplantation is 
187 including liver (117), kidney (158), heart (58), lung 
(36), pancreas (33), and small intestine (24).33

In 2017, a major European Union-China collaboration 
(Knowledge Transfer and Leadership in Organ Donation 
from Europe to China) was launched to advance educa-
tion and leadership in organ donation. Supported by the 
EU Erasmus Programme,31 it involved key Chinese insti-
tutions—including Capital Medical University, Shanghai 
Jiao Tong University, and the University of Science and 
Technology of China—and European partners such as 
the University of Barcelona, University of Bologna, and 
University of Nice.34

China’s reforms have received international recognition. 
On October 19, 2024, the World Medical Association 
(WMA) adopted a revised resolution acknowledging 
China’s elimination of organ use from prisoners.35

PROSECUTION OF MISCONDUCT
When individuals who have received an organ come 

for treatment into a hospital, an automatic check with the 
COTRS system is performed. In case the individual is not 
registered in COTRS, an investigation will be initiated. The 
same situation applies for people dying in a hospital, they 
will receive a serial number and official stamp, certifying 
their death. A 2019 incident in China involving Huaiyuan 
County Hospital (Anhui Province) and Nanjing (Jiangsu 
Province) highlights the oversight within the Chinese 
organ donation and transplantation system.

“In 2018, a man named Shi became suspicious about 
his mother’s alleged organ donation after noticing the 
donation list lacked a serial number and official stamp. 
When he visited the CODAC in Beijing, he found no offi-
cial record of her donation, indicating the procedure was 
unauthorized and not overseen by the Red Cross. Shi’s 
family had received 200,000 yuan (approx. $28,500) as 
a so-called ‘national subsidy’ following the removal of his 
mother’s liver and kidney. However, a Red Cross repre-
sentative clarified that organ donation in China is free and 

does not involve state subsidies to families. After report-
ing the case to local health authorities, Shi was allegedly 
offered 460,000 yuan in hush money by one of the doctors 
involved, Yang, which he refused. Following further esca-
lation to a central investigation team, six medical workers, 
including Yang, were arrested for their involvement in the 
illegal organ removal.”

Following reports of illegal organ donation from 
patients in intensive care unit (ICU) departments between 
2017 and 2018, authorities conducted forensic evaluations 
of both provincial transplant centers, leading to suspen-
sions, jail sentences for 6 doctors, and the closure of 2 
transplant centers in Nanjing. This case was widely cov-
ered in international media documenting a shift in China’s 
stance on these practices.36-39

To improve information on the 2015 implemented 
changes, the China Organ Transplantation Development 
Foundation (COTDF) launched the “Life Relay Hundred 
Cities Tour Program” to implement national policies on 
organ donation and transplantation in 2023 following the 
end of COVID.40 The initiative promotes public awareness, 
civic engagement, and charitable action across municipali-
ties. To date, COTDF has partnered with 13 cities con-
ducting diverse outreach activities such as illuminating 
landmarks, unveiling themed subway stations, and organ-
izing sports events to encourage organ donation.40

COTDF has also advanced volunteer engagement. In 
2022, it launched the “Love & Hope Organ Donation 
Volunteer Service Team,” now active in nearly 90 institu-
tions nationwide. In 2023, with support from the National 
Health Commission and the Communist Youth League, 
COTDF established the “National Youth Volunteer Service 
Corps for Organ Donation in the Health Sector.” This 
youth-led effort promotes awareness, encourages partici-
pation, and fosters a favorable environment for voluntary 
donation through coordinated national activities.40,41

CHINESE CIVIL CODE AND REGULATIONS ON 
ORGAN DONATION AND TRANSPLANTATION

On May 28, 2020, the 13th National Congress of the 
People's Republic of China adopted a Civil Code modeled 
on the German Civil Code.42 It defines voluntary organ 
donation in Article 1006 and prohibits the sale of human 
organs in Article 1007. The latest “Regulation on Donation 
and Transplantation of Human Organs,” issued by the 
State Council of China (No. 767), became effective on 
May 1, 2024.43 The China Organ Transplant Development 
Reports have been published from 2015 to 2023, provid-
ing increasingly detailed data, statistics, and quality assess-
ments.44–50 The annual donation and transplantation data 
have been officially reported to the Global Observatory of 
Donation and Transplantation,51 with a level of data trans-
parency equivalent to that of other WHO member states.

China Organ Donation and Transplantation 
Governance Structure

In brief, the current China organ donation system is gov-
erned by 2 main regulations43: the “Regulation on Human 
Organ Donation and Transplantation” (State Council), 
effective May 1, 2024, and the Chinese Criminal Law 
(Amendment VIII) effective February 25, 2011.16 The China 
Organ Donation and Transplantation Committee oversees 
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the 5 pillars of the Chinese System (Figure 1), consisting of 
the Organ Donation System supervised by the RCSC, the 
Organ Procurement supervised by the OPOs and Allocation 
System supervised by COTRS, the Organ Transplant 
System (Transplant Center), the Scientific Registries System 
(National Health and Family Planning Commission), and 
the Donation and Transplant Regulatory System (National 
Health and Family Planning Commission & Provincial 
Health Authorities). Each pillar of the system has different 
tasks and obligations. The Organ Donation System is respon-
sible for the public promotion, witness donation, allocation, 
memorial, and humanitarian aid. The Organ Procurement 
and Allocation System is tasked with ICU referral of poten-
tial donors, consent, organ procurement logistics, allocation, 
and data collection. The Organ Transplant System provides 
transplantation and follow-up of the recipients, as well as 
reporting of the data to the Scientific Registries System. The 
Scientific Registries provide data analysis, which is used for 
the annual reports,44–51 and the Donation and Transplant 
Regulatory System oversees deceased donation, procure-
ment, allocation, transplantation, and follow-up activities. 
The number of all donors in 2024 was 6744, of whom were 
4680 DBD and 2064 DCD. Figure 2 shows the development 
of donors from 2015 to 2024.51

Regulation of Donation and Transplantation of 
Human Organs

The regulation consists of 5 chapters: (I) general provi-
sions, (II) donation of human organs, (III) obtaining and 

transplantation of human organs, (iv) legal liability, and 
(v) supplemental provisions.43

Chapter I, Articles 1–7, of the Regulation on Human 
Organ Donation and Transplantation in China estab-
lishes the general provisions governing this field. It sets 
out to regulate the donation and transplantation of human 
organs, ensure the quality of medical services, protect citi-
zens’ lawful rights and interests, and promote core socialist 
values. The regulation applies specifically to human organ 
donation and transplantation—including organs such as 
the heart, lung, liver, kidney, pancreas, and small intes-
tine—and explicitly excludes tissues like bone marrow, 
corneas, and human cells.

Organ donation is defined as the voluntary and unpaid 
provision of whole or partial organs for transplantation, 
while transplantation refers to implanting a donated organ 
into a recipient to replace a diseased one. The regulation 
is based on the principle of putting people first. It man-
dates that the state establish a comprehensive working sys-
tem to promote organ donation, regulate the acquisition 
and distribution of organs, strengthen service capacity in 
transplantation, and enhance oversight and administrative 
mechanisms.

Administrative responsibility for overseeing the dona-
tion and transplantation system lies primarily with the 
health departments of people’s governments at or above the 
county level. Other departments—such as those responsi-
ble for public security, civil affairs, finance, development 
and reform, market supervision, and medical security—are 

FIGURE 1.  China organ donation and transplantation governance structure.21,40,41 CHA, china health authority; CHTR, china heart 
transplant registry; CLuTR, China lung transplant registry; CKTR, china kidney transplant registry; CLTR, china liver transplant registry; 
CMA, chinese medical association; CITR, china intestinal transplant registry; COTDF, China organ transplantation development 
Foundation; COTRS, China organ transplant response system; CPTR, China pancreas transplant registry; ICU, intensive care unit; 
NHC, National Health Commission; NHFPC, National Health and Family Planning Commission; OPO, organ procurement organization; 
RC, Red Cross; RCSC, Red Cross Society of China.

© 2026 The Author(s). Published by Wolters Kluwer Health, Inc.
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tasked with supporting and managing related work within 
the bounds of their authority.

The RCSC plays a critical role in this system. It is 
responsible for promoting organ donation by conducting 
public awareness campaigns, registering donor consent, 
witnessing donations, organizing memorial activities, and 
offering humanitarian support. Additionally, it is charged 
with developing and managing networks of organ dona-
tion organizations and coordinators.

The regulation strictly prohibits the trading of human 
organs in any form. Furthermore, it empowers any indi-
vidual or organization to report violations, including cases 
of misconduct or negligence by regulatory authorities. 
Health departments and relevant government bodies must 
promptly investigate such reports and inform those who 
filed real-name complaints of the outcomes.

Chapter II, Articles 8–14, outlines the legal and ethi-
cal principles governing the donation of human organs 
in China. Organ donation must be voluntary and free of 
charge, and no individual or organization may coerce, 
deceive, or entice someone into donating. Citizens with 
full civil capacity have the legal right to independently 
decide to donate their organs. They may express this intent 
in writing or through a will, and they retain the right to 
withdraw their decision at any time.

If a person explicitly opposes deceased organ dona-
tion during their lifetime, no 1 may override that wish. 
If no opposition is expressed, the deceased’s spouse, adult 
children, and parents may jointly decide to donate the 
deceased’s organs, provided the decision is documented in 
writing.

The regulation prohibits the use of organs from living 
donors under the age of 18. Living organ donations are 
restricted to close relatives—spouses, direct blood rela-
tives, or collateral blood relatives within 3 generations—to 
prevent exploitation.

The state promotes organ donation through education, 
awareness campaigns, and public messaging, with the 
news media encouraged to support these efforts. Citizens 
are also encouraged to register their willingness to donate 
deceased organs through a system managed by the RCSC.

To honor donors, the Red Cross issues donation certifi-
cates to relatives and supports the establishment of memo-
rial facilities across the country. These facilities should be 
practical and locally adapted. Additionally, the Red Cross 
and the State Council’s health department organize regular 
commemorative activities to recognize and memorialize 
deceased organ donors.

Chapter III, Articles 19–34, outlines the regulatory 
framework for the acquisition and transplantation of 
human organs in China. Only qualified medical institutions 
that meet strict criteria—including dedicated departments, 
appropriate facilities, trained personnel, and independ-
ent ethics committees—are authorized to obtain or trans-
plant deceased organs. These institutions must maintain a 
clear separation between the departments responsible for 
obtaining and transplanting organs.

Provincial health departments are responsible for des-
ignating institutions and service areas for organ procure-
ment. Medical institutions identifying potential donors 
must report to designated procurement centers and notify 
the Red Cross, which appoints coordinators to witness 
the process. Transferring donors or organs across regions 
without authorization is strictly prohibited.

Before organ retrieval, ethics committees must review 
and approve each case, including the evidence that the 
donation is voluntary and not for profit. Committees are 
multidisciplinary and must reach a two-thirds majority to 
approve. Death must be legally confirmed before organ 
retrieval, and personnel involved in retrieval or trans-
plantation are barred from making the death determina-
tion17,18,52–58 (Figures 3–6). Institutions must handle donor 
remains respectfully after retrieval.

Organ allocation must adhere to fairness, justice, and 
transparency, using a national distribution system. This 
system records donor and recipient data and prohibits 
the use of unregistered or misallocated organs. Organs 
donated by relatives of transplant candidates may be given 
priority under equivalent conditions.

A “green channel” for the rapid transport of organs is to 
be maintained through coordination with national agen-
cies. Institutions applying to perform organ transplants 

FIGURE 2.  China organ donation 2015–2024.51 DBD, donation after brain death; DCD, donation after circulatory death; DD, deceased 
donor; GODT, Global Observatory of Donation and Transplantation.
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must be reviewed and approved by the national health 
authority based on qualifications and local needs. 
Approved facilities are listed publicly, and noncompliant 
institutions must cease operations and be deregistered.

Transplant surgeons must meet specific professional and 
clinical experience standards, undergo training, and be for-
mally certified. In living organ donation, ethics committees 
must verify donor consent, family relationship, and ethical 

FIGURE 3.  Process of organ donation and procurement in type C-1 donors (DBD).56 COTRS, China Organ Transplant Response 
System; DBD, donation after brain death; ICU, intensive care unit; OPO, organ procurement organization.

© 2026 The Author(s). Published by Wolters Kluwer Health, Inc.
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compatibility. Donors must be fully informed of medical 
risks, and written consent and documentation must be 
obtained and stored.

Institutions are prohibited from charging for organs but 
may bill recipients for related medical services and actual 

costs related to the process of organ procurement. Fees for 
recovering the cost of organ procurement must be trans-
parently calculated and regulated by both national and 
provincial authorities. Personal information of donors and 
recipients must be legally protected.

FIGURE 4.  Process of organ donation and procurement in type C-2 donors (DCD).56 COTRS, China Organ Transplant Response 
System; DCD, donation after circulatory death; ICU, intensive care unit; OPO, organ procurement organization.
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Finally, all medical institutions must report organ procure-
ment and transplant activities to the provincial health depart-
ment, supporting the establishment of a national registration 
and reporting system for transparency and oversight.

Chapter IV, Articles 35–49, of the regulation outlines 
the legal responsibilities and penalties associated with 
violations in the donation and transplantation of human 
organs. It emphasizes the integration of administrative 

FIGURE 5.  Process of organ donation and procurement in type C-3 donors with ECMO (DBCD).56 COTRS, China Organ Transplant 
Response System; DBCD, donation after brain-circulatory death; ECMO, extracorporeal membrane oxygenation; ICU, intensive care 
unit; OPO, organ procurement organization.

© 2026 The Author(s). Published by Wolters Kluwer Health, Inc.
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enforcement and criminal justice to investigate and punish 
illegal activities. Individuals or entities involved in organ 
trading, unauthorized organ retrieval, or coercing minors 

or others into donation are subject to criminal prosecu-
tion. Medical personnel found guilty may face permanent 
revocation of their medical licenses.

FIGURE 6.  Process of organ donation and procurement in type C-3 donors without ECMO (DBCD).56 COTRS, China Organ Transplant 
Response System; DBCD, donation after brain-circulatory death; ECMO, extracorporeal membrane oxygenation; ICU, intensive care 
unit; OPO, organ procurement organization.
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Severe administrative penalties are also prescribed. For 
example, trading organs or conducting unauthorized trans-
plants may result in confiscation of illegal gains, hefty fines 
(ranging from 10 to 20 times the transaction amount), sus-
pension or revocation of medical licenses, and bans on per-
forming transplants for up to 10 y or permanently. Public 
officials involved in such offenses face removal from office 
and potential criminal charges.

Institutions performing transplants without proper reg-
istration, using unqualified staff, or failing to meet the 
required standards face penalties including fines of up to 
500 000 yuan, loss of authorization, and suspension of 
medical personnel. Violations such as falsifying donation 
data, bypassing the national allocation system, or neglecting 
ethical and procedural obligations—like failing to consult 
an ethics committee or mismanaging donor remains—can 
result in both institutional and individual punishments.

The regulation also penalizes violations such as:

•	 Unapproved transregional transfers of potential donors
•	 False documentation
•	 Use of organs without ethics committee approval
•	 Breaches of confidentiality regarding donor and recipient 

information
•	 Improper financial charges beyond approved costs

Human organ donation coordinators are also held 
accountable. Failure to perform duties—such as witness-
ing deceased organ retrieval—or providing false state-
ments can result in lifetime disqualification. Additionally, 
any public official who abuses power or engages in favorit-
ism in the donation or transplant process faces legal conse-
quences, including criminal liability.

Lastly, any party that causes harm through violations 
of the regulation must assume civil liability in accordance 
with the law.

Chapter V, Article 50, stipulates that the Regulation shall 
come into force on May 1. 2024, revoking the one from 2007.

Process of Organ Donation and Procurement After 
Death

The organ donation process in China after death fol-
lows 8 major steps: registration, donation assessment, 
donation confirmation, organ retrieval, organ allocation, 
body handling, humanitarian assistance, and documenta-
tion archiving as published in March 201956by Feng H et al 
on behalf of the Chinese Society of Organ Transplantation 
and Chinese Medical Association (ChMA).52–57

Registration
Chinese citizens have the legal right to donate organs vol-

untarily and without payment. Registration occurs in 2 forms:

•	 Premortem registration: Individuals can register at human 
organ donation offices, registration stations, or online. 
Upon submitting the completed form, they receive an 
official “China Human Organ Donation Card,” and their 
information is recorded in the national registry.

•	 Postmortem application: If the individual has not registered 
or opposed donation, immediate family members (spouse, 
adult children, and parents) can apply for organ donation 
through the hospital’s OPO or donation office, with docu-
mentation proving their relationship.

Donation Evaluation
Once irreversible brain damage or brain death is clini-

cally suspected, a brain death determination panel makes 
the diagnosis of brain death or irreversible brain injury 
upon request of the supervising physician. If brain death 
is confirmed or irreversible brain injury is diagnosed, the 
patient can be considered as a potential organ donor. After 
informing the relative of the above diagnosis, the phy-
sician in charge may ask the relative if he/she is willing 
to donate organs or ask the relative through the Human 
Organ Donation Coordinator, to respect the citizen’s right 
to voluntary organ donation after death. If the relative has 
the wish to donate organs, the physician in charge or the 
Human Organ Donation Coordinator actively contacts 
the OPO of the service area to which the hospital belongs 
and applies for a donor evaluation expert to evaluate and 
maintain the donor’s major organ functions and general 
condition. The human organ donation coordinator care-
fully assesses the authenticity and feasibility of the rela-
tives’ organ donation wishes and assists the relatives in the 
procedures related to organ donation the Red Cross staff 
will help in the process of organ related organ donation 
procedures. If the hospital where the potential donor is 
located does not have the ability to determine brain death 
or diagnose irreversible brain damage and to assess and 
maintain organs and the whole body, the Red Cross can 
coordinate with experts who are qualified to determine 
brain death and with the OPO assessment team to provide 
assistance.

The withdrawal of life-sustaining treatment (WLST) 
applies to patients with irreversible brain injury who are on 
mechanical ventilation and present with severe neurologi-
cal damage or organ failure likely to result in death. This 
includes patients predicted to die within 60 min after with-
drawal of life support, or those diagnosed as brain-dead but 
for whom death is declared only after cardiac arrest because 
of cultural or legal considerations. The process must occur 
in an appropriate clinical setting and in accordance with 
institutional protocols. Personnel involved in organ trans-
plantation or procurement, including members of the OPO 
and surgical teams, must not be present during this pro-
cedure. If the donor survives for an extended period after 
WLST (currently, the maximum acceptable time according 
to guidelines in various countries is 180 min), continuing 
the DCD process is not recommended.57

Following withdrawal, the patient’s vital signs must be 
continuously monitored using both clinical and invasive 
modalities. Recommended parameters for determining the 
cessation of cardiopulmonary function include absence of 
pulse, spontaneous respiration, blood pressure, and heart 
sounds; no detectable invasive arterial pressure; absence of 
brainstem reflexes (eg, fixed and dilated pupils); and con-
firmed deep coma.

To confirm the permanency of circulatory arrest, an 
absolute observation period is required following cessation 
of circulatory function. Based on existing literature and 
international guidelines, a minimum observation period 
of 2 min is required, with an upper limit of 5 min. During 
this time, no resuscitative interventions may be performed. 
This is similar to the Recommendation of the American 
Society of Anesthesiologists: “5.c Declaration of death is 
made following an observation period recommended to be 
at least two minutes and not more than 5 minutes.”58

© 2026 The Author(s). Published by Wolters Kluwer Health, Inc.
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Death must be formally declared by 2 attending phy-
sicians who are fully independent of both the OPO and 
the transplant team. This separation ensures objectivity, 
impartiality, and the legal and ethical integrity of the deter-
mination process.

The exact time of death must be precisely documented 
in the medical record, and the entire procedure should 
be video recorded to provide transparency, quality assur-
ance, and legal verification. During end-of-life care, the 
attending medical team must prioritize the comfort and 
dignity of the donor. The determination of death must be 
conducted entirely autonomously, and no action related to 
organ donation may influence or hasten the dying process.

Potential donors are evaluated in 2 stages using the 
ABC-HOME assessment method: a basic preliminary 
assessment (ABC) followed by a more detailed evaluation 
(HOME; Table 1).

Donation Confirmation
Once the evaluation is complete and all immediate fam-

ily members agree to donate, they must sign the required 
forms: the “China Human Organ Donation Registration 
Form” and the “Human Organ Donation Informed 
Consent Form.” These must be signed in the presence of 
a donation coordinator and/or Red Cross staff, who also 
confirm the authenticity.

The coordinator verifies the donor-family relationship 
using official documents (eg, Identification cards, house-
hold records, marriage or birth certificates) and collects 
copies for archiving. Support may be provided to obtain 
any missing documents. The confirmation process is 
officially completed once verification and archiving are 
finalized.

Organ Retrieval Process
Once the donation is confirmed, the attending physi-

cian and the donor’s family or representative must sign a 
“Termination of Treatment Consent Form.” If brain death 
is accepted as the standard for death, it must be confirmed, 
and consent obtained for retrieval under those conditions. 
If the family prefers retrieval after circulatory death, they 
may also consent to the use of extracorporeal membrane 
oxygenation after circulatory death to preserve organ 
function, with corresponding consent forms signed.

Before any retrieval, the OPO must submit documenta-
tion to the hospital’s ethics committee for approval. The 
ethics committee is informed before organ procurement 

in DBD and before WLST in DCD/DBCD patients. Upon 
approval, the retrieval is carried out as per the donor’s 
wishes, witnessed by a donation coordinator and/or Red 
Cross staff, with accurate surgical documentation main-
tained. Stand down time for DCD is a minimum of 5 min 
and for DBCD 2 min in accordance with International 
Standards.56,58

Organ Allocation and Sharing
All donated organs must be allocated through the 

COTRS. The OPO enters the donor’s medical data into 
the system before retrieval to begin pre-allocation. If the 
donor’s condition deteriorates, emergency allocation is 
activated. After retrieval, the OPO coordinates transpor-
tation via a “green channel,” ensuring timely delivery to 
transplant hospitals. Posttransplant, the donation coor-
dinator completes and archives the donation registration 
and submits documentation to the provincial office.

Body Handling Procedures
Donor bodies are treated respectfully post-retrieval. 

Surgical incisions are sutured, missing tissues replaced, and 
physical appearance restored. If whole-body donation was 
expressed, the OPO or Red Cross coordinates with receiv-
ing institutions. If not, the body is transferred to a funeral 
home, with support from relevant agencies.

Humanitarian Assistance
Families of organ donors may receive humanitarian aid 

from Red Cross societies, and civil or additional charitable 
organizations. Assistance can cover funeral costs, out-of-
pocket medical expenses that related to the hospitalization 
of the organ donation, travel, lost income, and support for 
low-income families. Families may apply with appropriate 
documentation, and social recognition measures reported 
by local communities include support in employment, edu-
cation, and access to legal services.

Documentation and Archiving
The OPO is responsible for compiling a comprehensive 

archive of all donation-related materials. This includes 
donor information, consent forms, clinical records, eth-
ics approvals, witness certificates, and medical evidence 
of brain or circulatory death. If extracorporeal mem-
brane oxygenation is used, its consent and operational 
records must also be included. Additional documentation 

TABLE 1.

ABC-HOME evaluation method for potential organ donors56

Initial assessment (ABC) Further assessment (HOME)

Age Brain damage Contraindication Circulation History Organ function Medication
Internal 
environment

<65 y 
old

GCS score ≤ 5; 
spontaneous 
breathing < 12 
times/min; the 
cause of coma 
is clear

AIDS; extracranial 
malignant 
tumor; systemic 
infection

Systolic blood pressure; 
mean arterial pressure; 
central venous pres-
sure; cardiopulmonary 
resuscitation time; 
frequency

History of drug 
addiction; history 
of hypertension; 
history of diabetes; 
length of stay in ICU

Liver and kidney 
functions; urine 
volume; ultra-
sound examina-
tion; x-ray chest 
film

Vasoactive 
drugs; 
diuretic 
dehydration 
drugs

Electrolytes; 
pH value; 
hemo-
globin; 
albumin

GCS, Glasgow Coma Scale; ICU, intensive care unit.
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requirements vary depending on whether the death was 
brain-related, cardiac, or both.

Declaration of Death
Following the diagnosis of brain death or circulatory 

death, as described in the above chapter, the patient is 
declared dead and a medical certificate of cause of death57 
must be issued to be evaluated by the Ethics Committee.

Following issuance, the death must be formally regis-
tered with the Public Security Bureau, which updates the 
deceased’s household registration (hukou) records, thereby 
establishing the legal termination of civil identity. This reg-
istration is a prerequisite for subsequent legal and adminis-
trative procedures, including inheritance claims and estate 
settlement.

Regulation on Living Donation
In terms of living donation, the regulation43,59 permits 

only living-related kidney and liver transplants, restricting 
eligibility to immediate family members (spouses, parents, 
adult children, or siblings). Living-unrelated donations are 
strictly prohibited, reinforcing the ethical safeguard that 
donations arise from genuine, familial motivation, free 
from undue pressure. Family consent remains mandatory, 
reflecting cultural values rooted in Confucian traditions.

Only licensed institutions and certified professionals 
may perform transplants, all subject to strict clinical, ethi-
cal, and reporting requirements. The law also introduces 
clear penalties for misconduct, including unauthorized 
organ procurement and ethical violations.

Transparency is ensured through mandatory reporting 
to national systems such as COTRS, enabling public access 
to allocation and outcome data, aimed at building public 
trust.

Ethics Committees for Organ Donation/
Transplantation

In a significant step to standardize ethical oversight 
in human organ transplantation, the National Health 
Commission of China issued a new set of working rules 
that took effect on May 1, 2024.59 These rules were crafted 
to uphold the dignity of human life, ensure the rights and 
welfare of both organ donors and recipients, and align 
transplant practices with national legislation, including 
the Civil Code and the Law on Basic Medical Health and 
Health Promotion.

Under the new framework, every medical institution 
involved in organ procurement or transplantation must 
establish an independent Ethics Committee, details are 
described in Table 2. These committees are not simply 
administrative bodies but are designed to function with 
legal authority, transparency, and independence, ensuring 
that no transplant activity proceeds without thorough ethi-
cal review. The Ethics Committees must adhere to the ethi-
cal standards and guidelines established by the authoritative 
ChMA. The ChMA has endorsed and references the WMA 
criteria, which explicitly prohibit the use of organs from 
prisoners, allowing only the narrowly defined exception of 
living organ donation within the immediate family.35 The 
committee must consist of at least 9 members, representing 
disciplines such as medicine, law, and ethics, with no >25% 
being transplant clinicians to prevent conflicts of interest.

The responsibilities of the Ethics Committee are exten-
sive. They are tasked with developing internal ethical 
review protocols, overseeing both deceased and living 
donations, and advising on complex ethical issues that 
arise in clinical settings. They must also run regular train-
ing programs to keep members informed on current laws, 
ethical standards, and procedural updates. All committee 
members are required to sign confidentiality agreements, 
emphasizing the importance of privacy protection for 
donors and recipients.

The process of ethical review is systematic and strin-
gent. In the case of deceased organ donation, the com-
mittee must evaluate documentation such as the medical 
certificate of cause of death, consent forms, and complete-
ness of documentation of medical assessments of donor 
suitability. For living donations, the review becomes more 
complex, requiring proof of familial relationships, detailed 
health and psychological evaluations, and confirmation of 
informed, voluntary consent. The aim is to ensure that all 
donations are free of coercion or financial incentives, and 
that no medical harm comes to living donors beyond what 
is ethically acceptable.

Approvals are only granted when at least two-thirds of 
the committee members agree. In urgent cases, meetings 
may be conducted virtually, but accurate records must 
be maintained. This system ensures both flexibility and 
accountability.

Supervision of these ethical committees falls under the 
jurisdiction of local and provincial health authorities, while 
the medical institution itself bears primary responsibility 
for compliance. Institutions or individuals found violating 
the rules—such as conducting transplants without proper 
ethical approval or leaking personal donor information—
face legal penalties, including fines, license revocation, and 
criminal charges where applicable.

Ethic Statement and Standpoint of Chinese Medical 
Professionals—The Chinese Medical Association

At the 223rd WMA Council in Nairobi (2023), the 
ChMA reaffirmed its commitment to China’s 2015 ban on 
using organs from executed prisoners, noting its critical role 
in advancing voluntary deceased organ donation and posi-
tioning China as the world’s second-largest deceased donor 
country.35 ChMA emphasized compliance with national 
legal and regulatory frameworks and condemned any use of 
organs from executed prisoners. It urged all national medical 
associations—especially in countries where such practices 
remain legal—to uphold ethical standards, educate physi-
cians, and work toward eliminating such conduct globally.

This statement follows ChMA’s earlier commitment 
made at the WMA General Assembly in Copenhagen 
(2007), where ChMA endorsed the WMA Statement on 
Human Organ Donation and Transplantation and pledged 
to discourage organ procurement from prisoners, except 
for donations to immediate family members. ChMA con-
tinues to support a self-sufficient donation system aligned 
with WHO principles and calls for global ethical vigilance 
on this matter.35,60,61

INTERNATIONAL RECEPTION
Recently, Ascher and Delmonico62,63 commented on a 

article from Sun-Yat Sen University in Guangzhou,27 noting 

© 2026 The Author(s). Published by Wolters Kluwer Health, Inc.
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China’s cessation of unethical organ procurement in 2015 
and the establishment of a centralized oversight system 
for organ tracking and distribution, with mechanisms to 
enhance transparency, including the annual publication 
of data on waitlisting and organ allocation in the “China 
Transplant Development Report,”44–50 a practice consistent 
with international standards, such as those followed by the 
United Network for Organ Sharing in the United States 
or the Deutsche Stiftung Organtransplantation report in 
Germany.

The recurring concern regarding whether executed pris-
oners can serve as organ donors warrants consideration 
from 2 perspectives. They retain the right to exercise free 
will and are not legally deprived of their civil rights to 
consent to organ donation—similar to the situation in the 
United States, Taiwan, China, and Singapore.

In clinical practice, however, the regulatory framework 
governing organ donation and procurement in mainland 
China (Figure 1), along with the mandatory involvement 
of ethics committees that act in line with the ethics stand-
ards of the ChMA, effectively precludes the use of organs 
from executed prisoners. Organs can only be considered 
from persons dying in ICUs in medical institutions. Before 
any organ retrieval, a medical death certificate must be 

issued, as required in all jurisdictions. This medical death 
certification is performed by neurologists or intensive care 
physicians. This explicitly excludes execution sites that are 
precisely regulated and must be tied to detention or court 
facilities, avoid public and urban centers, and occur under 
strict legal authorization in accordance with national law 
(Articles 261–263)64 where the determination and formal 
certification of death is carried out by coroners. These 
procedures are in line with the procedures in place in the 
United States (some US jurisdictions, not all states have the 
death penalty), Taiwan, China, and Singapore (Table 3), 
which also have the death penalty, used executed prisoners 
in the past as organ donors and do not ban it legally.64,66–69 
The use of organs from executed prisoners is excluded by 
ethic standards. Moreover, in China, the donation and 
transplantation process is audited and supervised through 
a fifth pillar of the system, which provides an additional 
layer of accountability. This is achieved via the centralized 
Donation and Transplant Regulatory System, comprising 
the National Health Commission and Provincial Health 
Authorities.

As described in the preceding sections on donation and 
procurement, the process of organ donation and trans-
plantation includes informed consent from the donor’s 

TABLE 2.

Notice of the National Health Commission on the issuance of the working rules of the human organ transplantation 
ethics committee59

Chapter I: General provisions
 � Establishes the purpose: to protect human dignity, safeguard life and health, and ensure ethical standards in organ donation and transplantation.
 � Mandates ethical review for both deceased and living organ donations.
 � Stresses principles of beneficence, nonmaleficence, fairness, legality, and transparency.
Chapter II: Committee composition
 � Committees must include at least 9 members with an odd total number, representing medicine, law, ethics, and noninstitutional social sectors.
 � Less than 25% of members can be transplant physicians.
 � Directors and deputy directors are elected internally but must not hold clinical or procurement leadership roles in the hospital.
 � Mandatory training in ethics, regulations, and legal knowledge is required for all members.
Chapter III: Committee responsibilities
 � Responsibilities include—establishing ethical protocols, reviewing cases, providing ethical guidance, and conducting ethics training.
 � All members must sign confidentiality agreements.
 � Committees must report their establishment, membership, and major decisions to the provincial health authorities.
Chapter IV: Ethical review procedures
 � Reviews must adhere to 5 principles:
  �  1. Voluntariness and noncompensation.
  �  2. Informed consent.
  �  3. Risk minimization (especially for living donors).
  �  4. Fairness and justice in allocation.
  �  5. Privacy protection for donors and recipients.
 � Deceased donation review: Requires documentation such as medical certificate of cause of death, informed consent, donor evaluation reports, etc.
 � Living donation review: Requires identity and kinship verification, consent, health/risk assessments, and indication justifications.
 � Committees assess donor intent, absence of financial inducement, completeness of documentation of medical suitability, and legal/ethical compliance.
 � A decision requires a two-thirds majority vote.
Chapter V: Supervision and management
 � Oversight lies with health authorities at county level and above.
 � Medical institutions are accountable for the ethics review process; institutional leadership bears first-line responsibility.
 � Violations (eg, unauthorized organ acquisition, false reviews, confidentiality breaches) are subject to penalties under national law.
 � Committee members who fail in duty or attend <3 meetings per year are subject to replacement.
Implementation
 � These rules came into effect on May 1, 2024, and are intended to enhance transparency, standardization, and ethical integrity in China’s organ trans-

plantation practices.
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family and approval from an independent ethics board fol-
lowing declaration of brain death or circulatory death in 
an ICU. In this context most critically, the issuance of a 
medical certificate of cause of death is a prerequisite for 
organ retrieval, and the legal determination of death in 
China follows a multitiered process. This involves medical 
certification, registration with the Public Security Bureau, 
and legal notarization, each managed by designated insti-
tutions under strict regulatory oversight.69

CONCLUSIONS
In summary, China has undergone fundamental reforms 

in its legal framework on organ donation and transplan-
tation over the past 30 y. These changes have been inter-
nationally documented, legally enshrined in the Chinese 
Civil Code and Regulations on Organ Donation and 
Transplantation and further reinforced by an amend-
ment to the Chinese Criminal Law. Ethics Committees 
are working under the guidance of the Declaration of 
Helsinki and the international standards of WMA. Data 
are transparently reported to WHO, presented in annual 
publications and individual center reports. The policies 
reflect a broader transformation in China’s transplantation 

landscape—from a prior emphasis on procedural volume 
to a contemporary focus on quality, ethical compliance, 
and patient safety. The 2024 regulatory framework estab-
lishes a legally robust and ethically sound infrastructure 
that safeguards the rights of donors and recipients while 
facilitating sustainable development of organ transplanta-
tion in China.
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