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Kuss,	R.	and	Bourget,	P.	1991
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Technical Office

ü Design
ü Develop
ü Discuss
ü Implement

………..
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194 Members States
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40th World Health Assembly, 1987 
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REQUESTS the Director-General:

1. To study, in collaboration with other organizations
concerned, the possibility of developing appropriate
guiding principles for human organ transplants

2. To report to the Health Assembly on the action taken in this
regard.







Request WHO to establish a data collection system on 
donation and transplantation activity

üEvaluate access to transplantation among countries

üTransparency

üEquity

ü Legal and organizational aspect 

üDesign and implement increasing donation program

üDevelop quality and safety measures for patients

üAnalyze initiatives impact



63th World	Health	Assembly,	2010	





GP 2 
Death 

No conflict

GP 3
Maximizing DD

GP 1
Consent DD

GP 4 
Protecting the
incompetent

GP 9 
Equitable allocation

Protecting LD

GP 6 
Promoting

No advertising

GP 7 
Reasonability

For transplant origin

GP 8 
Justifiable fees

GP 5 Free donation and no purchase of human transplant as such, 
but cost &expenditures recoveryt

GP 10 Monitoring long term outcomes. Quality and safety of procedures and products

GP 11 Transparency, openness to scrutiny, anonymity
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“vigilare”  
to stay awake or to care for and is the process of paying close and continuous attention

surveillance

Is the systematic ongoing collection, collation and analysis of data for public 
health purposes and the timely dissemination of public health information for 
assessment and public health response as necessary.
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surveillance

are used in association to underline that the attitude of vigilance 
needs to be associated to the methods of surveillance
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Michael Mastromarino, serving a
sentence of up to 58 years, describes
himself as a human tissue broker
rather than a body thief.

Recall	involving	28,000	
tissue	grafts	

distributed	worldwide	
in	2005	– donor	

consent	and	histories	
falsified
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ü Are	collected	safely

ü Welfare	of	the	donor	is	protected
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The	fundamental	ethical	criterion	is	respect	for	the	human	being,	to	their	
inalienable	rights,	to	the	person’s	dignity
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have been exacerbated by the
fragmentation of these products into sub-
classes obtained in different ways, used
by different medical specialties, carrying
different relative risks, benefits, and
alternatives, and regulated by different
national authorities.
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Kidney Liver Heart Lung Pancreas Small	bowel

81479 25946 6485 5170 2841 206

Global	Activity	in	Organ	Transplantation	
2015		Estimates

Information	of	112	Member	States	on	organ	transplantation	activities	is	included	in	the	GODT:

≈ 1.88 % increase over 2014
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103 million whole blood donations

23 million plasma donations

>5000  cornea transplants in Italy each year

2,1 million tissue grafts distributed by AATB accredited tissue banks

> 40.000 childrem born from donor gametes

61,000 umbilical cord blood units added to the registries
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“ Health products of an exceptional nature”
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Depend on donation 
living 

deceased 
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“There	is	a	crack	
in	everything

That's	how	the	
light	gets	in.”	

Leonard	Cohen
Selected	Poems,
1956	- 1968

Courtesy	D	Fehily
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Arreglar	quitando	la	luz)
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Executive	Board	Decision	EB136(2)	
January	2015

Principles	for	global	consensus	on	the	donation	and	
management	of	blood,	blood	components	and	

medical	products	of	human	origin
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Drafting procedureDrafting procedure

§ WHO Secretariat
Service Delivery and Safety department (SDS)
Essential Medicines and Health Products department (EMP)
Regional offices (RO) 

§ Individual Experts (all types of MPHO)
§ International Societies
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Public	Consultation	Results:	Acceptance	ratePublic	Consultation	Results:	Acceptance	rate
• “Government	responsibility”	
P1	:	94.4%

• “Equity	in	donation”	
P2	:	96.0%

• “Use	only	when	of	proven	efficacy”
P3	:	86.4%P3	:	86.4%

• “Donation	 should	 be	an	informed	and	 voluntary	decision”
P4	:	94.4%

• “Financial	 neutrality	 – Protection	of	the	vulnerable”
P5	:	89.6%P5	:	89.6%

• “Protection	against	 physical	and	psychosocial	risks”
P6	:	98.4%

• “Provide	information	 about	human	origin	 of	the	product”
P7	:	92.0%

• “Equity	in	access	- Allocation	 systems	based	on	clinical	 criteria	&	ethical	norms”
P8	:	97.6%

• “Traceability	 - Quality	Management	 - Vigilance	 &	Surveillance”
P9	:	97.6%

• “Transparency	while	ensuring	Anonymity	and	Privacy”
P10	:	98.4%

Global
Acceptance

Rate

94.5%94.5%
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Discussed on 26 January 2016

Available at
http://apps.who.int/gb/ebwha/pdf_files/EB140/B140_18-en.pdf
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SEVENTIETH WORLD HEALTH ASSEMBLY A70/19 
Provisional agenda item 13.2 XX March 2017 

Principles on the donation and management of blood, 
blood components and other medical products of 

human origin 
 

Report by the Secretariat 
 

70th WHA, 22–31 May 2017
Agenda available at http://apps.who.int/gb/e/e_wha70.html

New title and amendments 
following the EB discussion 
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Governments are responsible for ensuring the ethical and effective procurement,
distribution and use of medical products of human origin. This responsibility includes the
obligation to develop and enforce regulations to ensure themaximumpossible level of safety,
quality and efficacy, both within and acrossnational borders.

Equity in donation should be promoted by engaging all segments of society in efforts to meet
the need formedical productsof human origin.

Outside clinical research and for the advancement of science, medical products of human
origin should be used only in situations of clinical utility and in the absence of alternative
and affordable therapies with a comparable or more favourable balance of risks and
benefits.

Common Principles for MPHOCommon Principles for MPHO
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Outside clinical research and for the advancement of science, medical products of human
origin should be used only in situations of clinical utility and in the absence of alternative
and afforable therapies with a comparableormore favourablebalanceof risks and benefits.

Common Principles for MPHOCommon Principles for MPHO

MPHOs should be used only when of proven efficacy and in the absence of
alternative therapiesof comparable or superior efficacy.
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Governments are responsible for ensuring the ethical and effective procurement,
distribution and use of medical products of human origin. This responsibility includes the
obligation to develop and enforce regulations to ensure themaximumpossible level of safety,
quality and efficacy, both within and acrossnational borders.

Equity in donation should be promoted by engaging all segments of society in efforts to meet
the need formedical productsof human origin.

Outside clinical research and for the advancement of science, medical products of human
origin should be used only in situations of clinical utility and in the absence of alternative
and affordable therapies with a comparable or more favourable balance of risks and
benefits.

Common Principles for MPHOCommon Principles for MPHO

Biological materials from living persons for use as medical products of human origin should
be taken only with the donor’s prior informed and voluntary consent. When biological
material from a deceased person is to be used as medical product of human origin, it is
imperative to verify that the individual has provided his or her prior consent or has not
expressedobjections to be a donor, as mandated bynational laws.
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Common Principles for MPHOCommon Principles for MPHO

Biological materials from living persons for use as medical products of human origin should
be taken only with the donor’s prior informed and voluntary consent. When biological
material from a deceased person is to be used as medical product of human origin, it is
imperative to verify that the individual has provided his or her prior consent or has not
expressedobjections to be a donor, as mandated bynational laws.

Donation of components of the human body for use in medical products
should be conditional upon informed and voluntary decision-making by
donors or their relatives
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Policies governing compensation to persons who provide biological materials for use as
medical products of human origin should seek to guard against the exploitation of vulnerable
individuals and promote equity in donation. The best way to achieve these goals is to adhere
to a policy of financial neutrality, in which persons who donate their biological materials for
use as medical products of human origin should neither benefit nor lose financially as a
result of the donation. Countries should ensure that the burden of donating these materials
does not fall primarilyon economicallydisadvantagedgroups.

Common Principles for MPHOCommon Principles for MPHO

Financial neutrality: In order to guard against the exploitation of vulnerable
individuals and promote equity in donation, persons who provide their
biological materials for use in MPHOs should not benefit or lose financially
as a result of the donation.
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Policies governing compensation to persons who provide biological materials for use as
medical products of human origin should seek to guard against the exploitation of vulnerable
individuals and promote equity in donation. The best way to achieve these goals is to adhere
to a policy of financial neutrality, in which persons who donate their biological materials for
use as medical products of human origin should neither benefit nor lose financially as a
result of the donation. Countries should ensure that the burden of donating these materials
does not fall primarilyon economicallydisadvantagedgroups.

Common Principles for MPHOCommon Principles for MPHO

The Health Assembly has acknowledged altruistic voluntary and non-remunerated
donation as the cornerstone of safety and quality in medical products of human origin,
and as a means to protect the donor against exploitation.

Payments, reimbursement or coverage of reasonable costs associated with donation,
such as transport expenses or documented lost wages, remain consistent with that
principle: just as donors should not benefit financially from donation, it should not cause
them any financial injury.



76 Service Delivery 
and Safety

Health Systems 
and Innovation

Depending on the relevant product, and in addition to other information routinely provided
when offering medical products of human origin to prospective recipients, the human origin
of the product should be disclosed without compromising the confidentiality of the donor’s
identity.

Common Principles for MPHOCommon Principles for MPHO
Prospective and actual donors of human biological materials for use in medical products
shouldbe protected against physical and psychosocial risks to the fullestextent possible.
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Depending on the relevant product, and in addition to other information routinely provided
when offering medical products of human origin to prospective recipients, the human origin
of the product should be disclosed without compromising the confidentiality of the donor’s
identity.

Common Principles for MPHOCommon Principles for MPHO

Information about the relevant product, including its human origin,
should be routinely provided when offering MPHOs to prospective
recipients.
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Equity in access to the benefits of medical products of human origin should be
promoted by sustained efforts to remove barriers to access. Any waiting lists and
allocation systems that are developed formedical products of human origin should be based
on clinical criteria and ethical norms, not considerationsof financial or social status.

Depending on the relevant product, and in addition to other information routinely provided
when offering medical products of human origin to prospective recipients, the human origin
of the product should be disclosed without compromising the confidentiality of the donor’s
identity.

The organization and delivery of activities related to medical products of human origin, as
well as their clinical results, must be transparent and open to scrutiny, while ensuring that
the confidentialityof donors/ recipients is alwaysprotected and adheres to national laws.

In order to minimize the risk of harm to donors and recipients and to protect the stability
and sustainability of services for medical products of human origin, all steps in the
development and use of medical products of human origin should be fully traceable and
subject to effectivequality-management systems and vigilance& surveillanceprogrammes.

Common Principles for MPHOCommon Principles for MPHO
Prospective and actual donors of human biological materials for use in medical products
shouldbe protected against physical and psychosocial risks to the fullestextent possible.
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Key Considerations for ImplementationKey Considerations for Implementation
Paragraph 15

Each principle should be further elaborated with strategic approaches and potential
policy options and interventions for its attainment. The appropriate mix of policies and
interventions to be used at the country level will need to be designed and developed
according to the local context, values and priorities.

The Secretariat is able to provide support to Member States in the implementation
procedure through guidance on the basis of input from technical consultations,
literature reviews and expert opinion.

Governance mechanisms are generally valid for
all medical products of human origin, including:
• legislation and regulation;
• policy and strategic planning;
• financial sustainability;
• traceability;
• vigilance and surveillance;
• transparency;
• public engagement;
• crisis response plans.

Principles # Guidelines Principles # Guidelines 
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Experts meeting

2017EB 140 January



70th World	Health	Assembly,	2017	
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Transplant TourismTransplant Tourism

5-10%	of	organ	transplants	result	from	some	form	of	commercialization
(year	2005-2006,	WHO	estimates)	

5-10%	of	organ	transplants	result	from	some	form	of	commercialization
(year	2005-2006,	WHO	estimates)	
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Future project: WHO Transplant CertificateFuture project: WHO Transplant Certificate

Registry Number (alphanumeric)
• Type of organ (XX): KiDney
• Type of donor (X) Living 
• Country code (XX): GReece
• Authorised Hospital code (000)
• Date (YYYYMMDD)
• Transplant sequence (000)

WHO Transplant RegistryWHO Transplant Registry
KD L GR 005 20171225 001 

This is to certify that the (organ) transplant 
performed on (date) at the (hospital) in 

(country) has been officially registered by the 
World Health Organization (WHO) in 

accordance with the Agreement between 
(country) and WHO. 

To be generated by the authorised hospital personnel (administration) upon completion of the transplant.
Once data received by the registry, a code will be issued in order to certify the transplant.
The code will be sent back to the hospital and will be provided to the patient with the discharge documents.
Further interactions of the patient with health and insurance services will require the certificate.

Draft mock-upDraft mock-up




