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World Health Assembly Resolution WHA40.13
Development of guiding principles
for human organ transplants

The Fortieth World Health Assembly,

Recognizing the scientific progress achieved in hum an organ transplants in
many Member States;

Concerned at the trade for profit in human organsa  mong living human
beings;
Affirming that such trade is inconsistent with the most basic human values

and contravenes the Universal Declaration of Human Rights and the spirit
of the WHO Constitution;

Commending the measures taken by some Member States  to regulate human
organ transplants and their decision to develop a u nified legal instrument
to regulate these operations;

1 REQUESTS the Director-General:

(1)to study, in collaboration with other organizati ons concerned, the
possibility of developing appropriate guiding princ iples for human organ
transplants;

(2)to report to the Health Assembly on the actiont  aken in this regard.
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WHO Guiding Principles
on Organ ( and Tissue) Transplantation

A - Preference for deceased over living organ donors
B - Preference for genetically related over unrelated |  iving donors
Preconditions in all cases:
Informed consent by a competent person
Free of undue influence or pressure
C — Non-commercialization,
no sale or purchase, no payment for organ, no prof it from
organ
D — Fair distribution of organs

equitable access to a common resource
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World Health Assembly Resolution WHA57.18
Cell Tissue and Organ Transplantation

Governrnents are responsible
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World Health Assembly Resolution WHA57.18
Cell Tissue and Organ Transplantation

Oversight by health authorities

Collection and analysis of data

Updated Guiding Principles

Improved access to suitable transplantation

living kidney donations when possible, in addition to donations from
deceased donors

Global harmonization of practices (safety, quality, efficacy and ethic s)

(5) Urges Member States to take measures to protect the poorest
and vulnerable groups from "transplant tourism" and the sale of
tissues and organs, including attention to the wider problem of

International trafficking in human tissues and organs;
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Partnerships, Collaborations
and Global Consultations Process
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Transplantation

Society

HUGE #

Towards a Common Global Attitude to Transplantation

World Health

Health authorities
National Transplantation Agencies
National Regulatory Authority
Policy makers

Scientific and Professional Societies

Official relation with The Transplantation
Society

Ethicists, lawyers
Patients- Donors and Recipents
Civil society

Every Region of the Globe and level of
development
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Wﬂ http: /A www transplant-observatory .org/default. aspx

Site Map | FAQ | Contact | Help | Alerts
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Global Observatory on
Donation and Transplantation

= Abhout us

= WHC-ORNT Collaboration
World Transplant Information
- countries

= Uses of data

= Legislation

= Qrganization
World Transplant Information
- data

= Data Takles

= Data Graphics

= Data Introduction
M ew sroonm

= Events” Calendar
= Press releases fmedia
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information
Become a donor Clobal Events i
= “Wideos §Fmedia campaigns 3 -
= Activities And Documents Title Begin
Library ISHLT 25th &nnual 22/08/2009
= Documents and guidelines |""|EEt!I'Ig and Scientific
= Topics Sessions

= Mational Transplant
Organizations

= Tranzplant societies
= Journals
Last global news
= |nformation sbout Transplant g
= Registries MNew
= Other

Pakistan Parliament resists reintroduction of transplant tourism
January 2009

Mewsletter Transplant 2008. Council of Europe
July 2008

Declaration of Istanbul on Organ Trafficking and Transplant Tourism
May 2008

Kidney racket scandal shocks country

The uncovering of an illegal kidney transplant racket in a booming IT city has
gripped India. January,2008




<< ONT Transplantation d'organes
At Activite mondiale en 2008
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69400 20200 5400 3400 2400

100,800 organes transplantés annuellement
10% des besoins mondiaux

104 pays ont renseigné I'Observatoire mondial du don et de la transplantation d'organes
Pour I'Afrique du Sud, la Chine et I'Inde des estimations officielle ont été utilisées.
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Organes transplantés par million d'habitants (pmp)
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ot Transplantation rénales par régions de I'OMS
(@) ord sty nombre total ( Tx rénale pmp); %Reins de donneurs décedés

7% Organization

O Donneur vivant
O Donneur décédé

60.25%

43.6%
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<<onr 1ransplantation hepatiques par régions de 'OMS
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Preventing International Organ Trade
Gathering Momentum

China:
Adoption by the State Council of the Transplantation Law (April 2007)
Awaited: law on death determination with neurological criteria

Pakistan:
Promulgation of Ordinance on Human Cell and Tissue Transplantation by
President Musharraf (September 2007)

Philippines
Presidential ban on Foreigner Transplantation (April 2008)

Publication of the implementing rules and regulations for the organ trafficking
part of the human trafficking law: prohibits financial incentives (June 2009)

Egypt
The People Assembly and then the Shoura Council have approved a new
transplantation law currently back with the PA for a final vote

Colombia

Recent Resolution prohibiting transplantation to foreigners while Colombian
patients on the waiting list
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Pilot Organ Procurement Network launched
by Vice Minister of Health Huang Jiefu

CHINA DAILY

— ¥

Executed prisoners "are definitely not a proper source for organ
transplant.”

"The system is in the public interest and will benefit patients regardless
of social status and wealth in terms of fairness in organ allocation and

better procurement,"
http://www.chinadaily.com.cn/china/2009-08/26/content_8616938.htm
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The Declaration of Istanbul
Organ Trafficking and Transplant Tourism and Commer cialism

152 participants from 78 countries

To halt unethical activities and to foster safe and accountable practices that meet
the needs of transplant recipients while protecting donor

Lancet. Vol 372 July 5, 2008
g’@ World Health Health Systems Essential
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WHO Guiding Principles on

Human Cell, Tissue and Organ Transplantation
Executive Board 123d and 124th Session - May 2008 January 2009

Consent for deceased donor's donation

No conflict for death determination

Deceased but also consenting live donors

Protection of minors and incompetent persons

No sale or purchase

Promotion of donation no advertising nor brokerin g
Responsibility on origin of transplant

Justifiable professional fees

© 0 N O O bk WDdhRE

Allocation rules
10. Quality safety efficacy of procedures and transp lants
11. Transparency and confidentiality

www.who.int/transplantation
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Updated WHO Guiding Principles on Human Cell, Tesand Organ Transplantation

G P 1 Consent for deceased donor's donation

Cells, tissues and organs may be removed fromthe b odies of
deceased persons for the purpose of transplantation If:
(a) any consent required by law is obtained, and

(b) there is no reason to believe that the deceased person objected to
such removal.

Law for donation
Explicit or presumed consent
Value in associating the next of kin
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Updated WHO Guiding Principles on Human Cell, Tessnd Organ ransplantatio

G P 2 No conflict for death determination

Physicians determining that a potential donor has d led should not be
directly involved in cell, tissue or organ removal from the donor or
subsequent transplantation procedures, nor be respo nsible for the
care of any intended recipient of such cells, tissu es and organs.

* Avoid conflict of interest
« Death determination is defined by the law
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Updated WHO Guiding Principles on Human Cell, Tessnd Organ Transplantation

G P 3a Deceased but also consenting live donors

Donation from deceased persons should be developed to its maximum
therapeutic potential, but adult living persons may donate organs as
permitted by domestic regulations. In general livin g donors should be
genetically, legally or emotionally related to thei r recipients.

* Avoid inherent risk to live donors
« Motivation by concern for the recipient
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Deceased Donors pmp
and Human Development Index
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Updated WHO Guiding Principles on Human Cell, Tessnd Organ ransplantatio

G P 3b Deceased but also consenting live donors

Live donations are acceptable when the donor’s info rmed and
voluntary consent is obtained, when professional ca re of donors is
ensured and follow-up is well organized, and when s  election criteria

for donors are scrupulously applied and monitored. Live donors
should be informed of the probable risks, benefits and consequences
of donation in a complete and understandable fashio n, be legally
competent and capable of weighing the information, and be acting

willingly, free of any undue influence or coercion.

* Protection of the live donor against undue pressure
and inducement

* Information, full, objective and locally relevant

* Professional counselling

* Withdrawal of consent
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Updated WHO Guiding Principles on Human Cell, Tesand Organ Transplantation

(P 4 Protection of minors and incompetent persons

No cells, tissue or organ should be removed from th e body of a
living minor for the purpose of transplantation oth er than narrow
exceptions allowed under national law. Specific mea  sures should
be in place to protect the minor and, wherever poss  ible the minor's
assent should be obtained before donation. What is applicable to

minors also applies to any legally incompetent pers on.

* Independent body if parents have a conflict of inkst
* Professional counselling
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Updated WHO Guiding Principles on Human Cell, Tessnd Organ Transplantation

G P 5a No sale or purchase

Cells, tissues and organs should only be donated fr eely, without any
monetary payment or other reward of monetary value. Purchasing, or
offering to purchase, cells, tissues or organs for transplantation, or
their sale by living persons or by the next of kin for deceased
persons, should be banned.

Payment for cells, tissue and organs
* is likely to take unfair advantage of the pooresicamost
vulnerable groups,
« undermines altruistic donation,
« and leads to profiteering and human trafficking.

Such payment conveys the idea that some persorisdagmity, that they are

mere objects to be used by others.
. World Health Health Systems Essential
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Updated WHO Guiding Principles on Human Cell, Tessand Organ ransplantatio
No cost for donation and

G P 5 b payment of expenditures

The prohibition on sale or purchase of cells, tissu es and organs does
not preclude reimbursing reasonable and verifiable expenses
iIncurred by the donor, including loss of income, or paying the costs
of recovering, processing, preserving and supplying human cells,
tissues or organs for transplantation.

« Compensation of costs

RN World Health Health Systems Essential
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Updated WHO Guiding Principles on Human Cell, Tesand Organ Transplantation

(GP © Promotion of donation no advertising nor brokering

fS—4

Promotion of altruistic donation of human cells, ti ssues or
organs by means of advertisement or public appeal m ay be
undertaken in accord with domestic regulation.

Advertising the need for or availability of cells, tissues or
organs, with a view to offering or seeking payment to
individuals for their cells, tissues or organs, or, to the next-of-
kin, where the individual is deceased, should be pr  ohibited.
Brokering that involves payment to such individuals or to third
parties should also be prohibited.

Do not subvert legally established systems of organ
allocation

o Targets brokers , intermediaries and direct purdeas.

. World Health Health Systems Essential
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Updated WHO Guiding Principles on Human Cell, Tesand Organ Transplantation

G P 7 Responsibility on origin of transplant

Physicians and other health professionals should no t engage In
transplantation procedures, and health insurers and other payers
should not cover such procedures, if the cells, tis sues or organs
concerned have been obtained through exploitation o r coercion of, or
payment to, the donor or the next-of-kin of a decea  sed donor.

Healthcare professionals
Healthcare facilities
Health insurers and other payers

World Health Health Systems Essential
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Updated WHO Guiding Principles on Human Cell, Tessnd Organ Transplantation

G P 8 Justifiable professional fees

All healthcare facilities and professionals involve d in cell, tissue or
organ procurement and transplantation procedures sh ould be
prohibited from receiving any payment that exceeds the justifiable fee
for the services rendered.

 Fees charged for similar services may be used as a
reference.

* Fees are not disguised charges for the cells, tessu
or organs themselves.

RN World Health Health Systems Essential

vwk \ . . . 1
Organization and Servic Health Technologies




Updated WHO Guiding Principles on Human Cell, Tessnd Organ Transplantation

G P 9 Allocation rules

The allocation of organs, cells and tissues should be guided by clinical
criteria and ethical norms, not financial or other considerations.
Allocation rules, defined by appropriately constitu ted committees,
should be equitable, externally justified, and tran sparent.

o Multidisciplinary committee

* Not only medical factors but also community values
and general ethical rules.

* no recipient should be excluded for financial reags
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Updated WHO Guiding Principles on Human Cell, Tesand Organ Transplantation

G P 10 Quality safety efficacy of procedures and transjgla

High quality, safe and efficacious procedures are e  ssential for donors
and recipients alike. The long-term outcomes of cel |, tissue and organ
donation and transplantation should be assessed for the living donor
as well as the recipient in order to document benef it and harm.

The level of safety, efficacy and quality of human cells, tissues and
organs for transplantation, as health products of a n exceptional nature,
must be maintained and optimized on an ongoing basi s. This requires
Implementation of quality systems including traceab ility and vigilance,
with adverse events and reactions reported, both na  tionally and for
exported human products.

. World Health Health Systems Essential
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Updated WHO Guiding Principles on Human Cell, Tesand Organ ransplantatio

G P 1 1 Transparency and Confidentiality

The organization and execution of donation and tran splantation
activities, as well as their clinical results, must be transparent and
open to scrutiny, while ensuring that the personal anonymity and
privacy of donors and recipients are always protect ed.

,,‘ World Health Health Systems Essential
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Kidney Transplantation pmp
and Human Development Index
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Self-sufficiency in Donation and Transplantation

Equitably meeting the transplantation needs of a
given population using resources from within that

population.

Country, sub-region, region, globe
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The Pursuit of Self Sufficiency: A Challenge for Society

Public Health

Maximizing Deceased

Donors Donation
Prevention 1 [

Prevention 2 Live Related }

Kidney Donors

Wa1sAS YijesH

Needs = Transplants

Public Education/information

Soclety
Universal Human Rights and Principles
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Self-sufficiency: A New Paradigm for Transplantation

Global goal
Action must begin at the country or state level

The involvement of all population members in education and preventive
health programs to minimize needs for transplantation and maximize the
recovery of organs from eligible donors is crucial. All population members
should therefore have a sense of enfranchisement in the self-sufficiency
project, with an obligation to participate and a right to share in benefits

The pursuit of self-sufficiency will be motivated by concern for equality in
access to healthcare, transparent justice in the distribution of burdens and
benefits of transplantation and donation, and solidarity in the recognition of
a common goal and responsibilities. In addition, respect for human rights
and dignity will encourage self-sufficiency efforts

7R, World Health Health Systems Essential
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Kidney Transplants (pmp) per Member States
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Incidence of End Stage Kidney Disease

Needs . L
from Reliable Registries

Courtesy Prof Marc de Broe,
International Society of
Nephrology
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T | Towards Unprecedented National Efforts
ransplants to Maximize Donation from Deceased Donors

1. Legal and organizational framework

2. Coordinating authority over health system

3. Citizen's understanding: donation in school curriculum
4. Ongoing reality and momentum in media

5. Relevant models (Spain, adaptation to economic and cultural
contexts)

6. Donations from asystolic donors including in low and middle
Income countries : transparency of end of life care, rigorous death
diagnosis
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Liver Transplantation pmp
and Human Development Index
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2008 GKT/ GODT

Living Liver transplants
Absolute number vs pmp

@ Living Liver tx pmp
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Added Value in Resource Poor Context:
Example Heart Valves

Aortic and pulmonary valves cryopreserved
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Human Cells and Tissue for Transplantation

Aide-Mémoires

Access to Safe
and Effective
Cells and Tissue
for Transplantation

Http://www.who.int/transplantation

Key Safety Requirements
for Essential Minimally Processed
Human Cells and Tissues for Transplantation
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Global Coding for Traceability:
Transparency for Safety and Ethics

e Coding Systems

* Indisputable need for globally standardized labelling, description and
coding for tissues but also organs

* Opportunity to work in a harmonized way before individual countries

or regions develop disparate systems

e WHO should facilitate

World Health Health Systems Essential
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Recurrence of Safety Risk
of Human Cell and Tissue products

Multiple tissues from same donor
Commingled process

Pooled donations

Serial contaminations...etc.

probability of recurrence

Altered ¥
Prop

nsmission of Donor's
. pPathogenfdisease

Toxic risk of
process

Microbial
contamination in
process

Physiological
Interaction

Incompatibility
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Draft Global Tools for Cells and Tissues Vigilance and Surveillance 2010
Assessing Imputability

Score Imputability Comments
0 NA Conclusive evidence for absence of role of the
tissues/cells beyond reasonable doubt
1 Excluded Clear evidence for attribution to alternati ve causes

2 Unlikely/Possible  Evidence is indeterminate

Evidence clearly in favour of attribution to the

3 Likely, Probable tissues/cells

Definite, Conclusive evidence for attribution to the
Certain tissues/cells beyond reaonable doubt

. Y, World Health Health Systems Essential
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Draft Global Tools for Cells and Tissues Vigilance and Surveillance 2010

Assessing Severity

Score Severity Comments
0 il No harm No need to inform the person
Event according to the EU Directives.
1 Non significant/ Mild clinical /psychological consequences
Non serious No hospitalisation No consequence
Hospitalisation or prolongation of hospitalisation
and/or
2 Serious Persistent or significant disability or incapacity
Intervention to preclude permanent damage
Evidence of a serious transmitted infection
: _ Major intervention to prevent death
3 Life-threatening . . . o .
Evidence of a life-threatening transmitted infectio n
4 Death Death

World Health
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Draft Global Tools for Cells and Tissues Vigilance and Surveillance 2010

Risk Assessment Step 1.
Assessing likelihood of occurrence/recurrence

Likelihood of
Score occurrence Comment
recurrence
1 Rare Difficult to believe it could happen again
2 Unlikely Not expected to happen but possible
3 Possible May occur occasionally
4 Likely Probable but not persistent
5 Almost certain Likely to occur on many occasions

Health Systems Essential
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Draft Global Tools for Cells and Tissues Vigilance and Surveillance 2010

Risk Assessment Step 2:
Grading Impact /Consequences

Target
Individual(s) Service Supply Tissue/cell
Impact Level
O | Insignificant Nil No affect Insignificant
. . . Some applications
]_ Minor Non-serious Minor damage postponed
: Damage during short Many cancellations or
2 Moderate Serious period postponements
. o . Major damage to system Significant cancellations
3 Major Life-threatening significant delay to repair importation required
4 Catastrophic Death System destroyed All allogeneic applications
J|Extreme need to rebuild cancelled

X%/ Organization
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Draft Global Tools for Cells and Tissues Vigilance and Surveillance 2010
Risk Assessment Step 3.
Grading Risk with Matrix
Likelihood of
occurrence or 1 2 3 4 5
recurrence Rare Unlikely | Possible Likely Almost
Certain
Impact
/Conseqguences
0 Insignificant 0 0 0 0 0
1 Minor 1 2 3 4 5
2 Moderate 2 4 6 10
3 Major 3 6 9 12 15
4 Catastrophic 4 8 12 16 20
/[Extreme

Health Systems Essential
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Draft Global Tools for Cells and Tissues Vigilance and Surveillance 2010
Response to Risk

. The response to a specific SAR/SAE should be propor  tionate to the
risk indicated by the incident as assessed by the r iIsk matrix

- Major active response ( involvement of policy
makers?)

Active response (approval of corrective/preventive
actions?/review of data?/non-routine inspection?)

File and follow up at next routine inspection?
Possible thematic review.

. World Health Health Systems Essential
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Horizon Scanning

Question around Guillain-Barré Syndrome
hitp://iwww.dnaindia.com/mumbai/report_donor-s-syndrome-kills-renal-transplant-patient 1278621 August 15 2009
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Global Vigilance and Survelllance:
A Network of NRA

Regional and sub-regional workgroups underpinned by NRA
with topic specialized Collaborating Centres

7)) World Health Health Systems Essential
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"Sanitary Police"

1. Quackery, falsified treatments, exploitation, risks

2. Sub-standard practices, products and services
Ethics
Quality Safety

Importance of SPS and national regional
standards:

Must — Should — Could

3. Warning
Autologous cord blood banking
Clinical Trials

4. Xenotransplantation

World Health Health Systems Essential
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Public Abuse with Stem Cells

SCIENCE Vol 323 (20 MARCH 2009) 1564-65
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Executive Board Resolution EB124.R13
Cell Tissue and Organ Transplantation

2. URGES Member States

(1) to implement the Guiding Principles  on Human Cell, Tissue and Organ
Transplantation in the formulation and enforcement of their own policies, laws and

legislation regarding human cell, tissue and organ donation and transplantation
where appropriate;

(2) to foster public awareness and understanding of the benefits as a result of the

voluntary non-remunerated provision of cells, tissues and organs as such from
deceased and living donors, in contrast to the physical, psychological and social

risks to individuals and communities caused by trafficking in material of human
origin and transplant tourism;

(3) to oppose the seeking of financial gain ~ or comparable advantage in transactions
involving human body parts, organ trafficking and transplant tourism, including by

encouraging health-care professionals to notify relevant authorities when they

become aware of such practices in accordance with national capacities and
legislation
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Executive Board Resolution EB124.R13
Cell Tissue and Organ Transplantation

(4) to promote equitable access to transplantation services in accordance with national
capacities, which provides the foundation for public support of voluntary donation;

(5) to improve the safety and efficacy  of donation and transplantation by promoting
international best practices;

(6) to strengthen national and multinational authoritie s and/or capacities to provide
oversight, organization and coordination of donation and transplantation activities,
with special attention to maximizing donation from deceased donors and to protecting
the health and welfare of living donors;

(7) to collaborate in collecting data  including adverse events and reactions on the

practices, safety, quality, efficacy, epidemiology and ethics of donation and
transplantation;

(8) to encourage the implementation of globally consist ent coding systems for
human cells, tissues and organs as such in order to facilitate national and international
traceability of materials of human origin for transplantation;
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Executive Board Resolution EB124.R13
Cell Tissue and Organ Transplantation

REQUESTS the Director-General:

(1) to disseminate the updated Guiding Principles on Human Cell, Tissue and
Organ Transplantation as widely as possible to all interested parties;

(2) to support Member States and nongovernmental organi zations to ban
trafficking in material of human origin and transplant tourism;

(3) to continue collecting and analysing global data on the practices, safety,
guality, efficacy, epidemiology and ethics of donation and transplantation of human
cells tissues and organs;

(4) to facilitate Member States’ access to appropriate i  nformation on the
donation,processing and transplantation of human cells, tissues and organs,
including data on severe adverse events and reactions;
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Executive Board Resolution EB124.R13
Cell Tissue and Organ Transplantation

(5) to provide, in response to requests from Member Sta  tes, technical support for
developing national legislation and regulation on, and suitable systems for, donation
and transplantation of human cells, tissues or organs, in particular by facilitating
international cooperation;

(6) to review the Guiding Principles o n Human Cell, Tissue and Organ
Transplantation periodically in the light of national experience with their
implementation and of developments in the field of transplantation of human cells,
tissues and organs;

(7) to report to the Health Assembly  at least every four years on actions taken by the
Secretariat, as well as by Member States, to implement this resolution.
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Joint Council of Europe/United Nations study
Launch 13 October 2009

Trafficking in organs, tissues and cells and
trafficking in human beings for the purpose
of the removal of organs

Arthur Caplan

Beatriz Dominguez-Gil
Rafael Matesanz
Carmen Prior

"It is therefore recommended that an
international legal instrument be prepared,
setting out a definition of “Trafficking in OTC”
and the measures to prevent such trafficking
and protect the victims, as well as the criminal-
law measures to punish the crime."
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Joint Council of Europe/United Nations study

"While underlining that all national systems should be

based on the principle of the prohibition of making
financial gains with the human body or its parts, the

starting point for such a definition should be the idea

that any organ transaction outside the national systems

for organ transplantation should be considered organ

trafficking."
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Thank You

For more information
Contact:

Dr Luc Noel
Coordinator
Clinical Procedures HTP/EHT/CPR
World Health Organization
Tel: +41 22 791 3681
Fax:+41 22 791 4836
noell@who.int
http://www.who.int/transplantation

. World Health Health Systems Essential

Y L= : i
X3V Organization and Servic Health Technologies



