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The Rome Declaration on
Achieving Self-Sufficiency in Safe Blood and Blood Products,
based on Voluntary Non-Remunerated Donation

This declarstion on ‘Achieving Self-Suffidency in Safe Blood and Blood Products, based on Voluntary Non-
Remunerated Donation {VNRD)" is founded on the polidies articulated in numerous giobal and regional
resolutions of the World Health Organization {WHO) (1-7) and other international organizations (8-13)
which recommend voluntary non-remunerated donations as the foundation of a safe and adequate supply
of blood and blood products and affirm the achievement of self-suffidency in safe blood and blood
products” based on VNRD as an important national policy direction for ensuring a safe, secure and suffident
supply of blood and blood preducts {blood components for transfusion and plasma-derived medicinal
products) for patient care.

World Health Assembly resolution WHAG3.12: Availability, Safety and Quelity of Blood Products {2010)
urges WHO Member States ‘to take all the necessary steps to establish, implement and support nationally-
coordinated, efficiently managed and sustainable blood and plasma programmes according to the
availability of resources, with the aim of achieving self-sufficiency’. Self-sufficiency in safe blood and blood
products based on VNRD means that the nationzal needs of patients for these products, as assessed within
the framework of the national health system, are met in a timely manner, that patients have equitable
access to transfusion services and blood products and that these products are obtained from veluntary
non-remunerated donations of national, and where needed, of regional crigin, such as from neighbouring
countries (7).

We, being 153 representatives of ministries of health, national blood programmes, national blood
transfusion services, national public health agendes, national regulatory bodies, national plasma
fractionation institutes; representstives of intemational, intergovernmental and nongovernmental
organizations, and experts in transfusion medicine from 51 countries from all WHO regions participated in
the WHO High-level Policy Makers Forum on Achieving Self-sufficiency in Safe Blood and Blood Products,
based on Voluntary Non-Remunerated Donation, held on 8-3 October 2013 in Rome, Italy’. This Forum was
organized jointly by the World Health Organization, the Ministry of Health, Italy, and the Ministry of Health,
Labour and Welfare, lapan, in collaboration with the Councl of Ewrope, European Commission,
International Federation of Red Cross and Red Crescent Societies, International Socety of Bloed
Transfusion, International Federation of Blood Donor Organizations and European Bloed Alliance. At the
Forum, we endorse the following:

Recognizing that meeting the clinical needs of patients for safe blood and blood products is of
paramount importance, and that it is the responsibility of national health suthorities to meet thess
needs through moving towards seif-sufficiency, based on VNRD;

Affirming that measures to promote donor health and safety, equitable and timely access to safe
blood and blood products of assured guality and efficacy from WNRD and the appropriate use of such
products are essential for quality and safe health service provision and to meet the dinizl needs of
patients as part of universzal health coverage;

! Voluntary non-remunersted donation in this context includes the doration of blood, pasma and other blood components.,

? Blood products sre defined a5 any therspeutic substances derved from human blood, induding whole blood, 1abile blood
components and plasma-derived medicinal products.

! ity fenwew who it Bloodssfety



Acknowledging that many countries face major challenges in making sufficient supplies of blood and
blood preducts available, accessible and sustainable, while also ensuring the guality and safety of
these preducts in the face of known and emerging threats to public health;

Recognizing that the commitment and support of national gowernments in developing and
implementing pelicies for the achievement of salf-sufficiency in safe blood and blood products basad
on WYNRD, are prerequisites for well-organized, coordinated and sustainable national blood and plasma
programmes that can ensure universal and timely access to safe blood and blood products;

Acknowledging that the achievement of self-sufficiency in safe blood and blood products based on
VNRD requires a long-term perspective; this should be aligned to the state of development of the
national health system and generally follows a step-wise development in scope, from whele bloed to
blood components for transfusion and further towards plasma fractionation for the provision of
plasma-derived medicinal products (PDMP];

Recognizing that globally the most robust and safe national bload systems with sustainable access to
sufficient supplies are based on the principle of WNRD; and that the continuity, sufficiency,
sustainability and security of national supplies of safe blocd and bloed products require an adequate
number of regular, voluntary, nonremunerated denors of blood and blood components;

Concerned that many countries currently depend to varying degrees on family/replacement donations
[which have the potential for hidden payments) and also on paid donation;

Recognizing that payment for the donation of blood, plasma and other blood components not only
threatens safety but also contravenes the Coundil of Europe’s Oviedo Convention on Human Rights
and Biomedicine of 1997 (13} which explicithy prohibits any finandal gain from the human bedy and its
parts, which erodes community sclidarity and sccial cohesion that can be enhanced by the act of
voluntary non-remunerated donation;

Committed to the health and safety of donors and concerned that payment for the donation of blood,
plasma and other blood components may exploit the poor and vuinerable by providing them with
financial incentives to donate and that voluntary non-remunerated bloed doner programmes may be
compromised or undermined by the presence of parallel systems of paid donation;

Recognizing that, in the long term, it will not be feasible for a small number of countries to collect
sufficient plasma to produce enough plasma-derived medicinal products to meet global needs;

Concernad that fragmented and poorly coordinated blood systems and services hinder efforts to
ensure the accessibility and sufficiency of blood supplies and also contribute to the wastage of blood

and blood products;

Aware that large volumes of plasma recovered from whole-bleod donations based on VMNRD, maindy in
low- and middie-income countries, are currently discarded because of concerns that quality, logistical
and budgetary requirements are not being met for plasma for fractionation for the manufacture of
PDMP.

We declare that we:

Reaffirm self-sufficiency in safe bloed and blocd products based on WNRD as the policy direction to
provide equitable access to safe blood and blood products to meet the clinical needs of patients as
part of universal health coverage;

Recognize the strategic value of formulating and implementing national blood policies and legislation
consistent with WHO resolutions and recommendations, and developing effective and sustainable
national blood and plasma programmes to meet patients’ needs for blood and blood products;

Commit to working towards the donation of blood, plasma and other bloed compenents, in line with
other therapeutic substances of human origin, only from WYMNRD, as appropriate in the naticnal context,
and ensuring that donations should remain in the public domain;



Commit to supporting, developing and implementing strategies for the stepwise progression from
whoie blood to blooed components and PDMP consistent with the development of naticnal health
systems; and ensuring that recovered plasma can also be used for fractionation, thersby fully utilizing
every donation;

Support the implementation of strategies for good dinical transfusion practices, induding the
appropriate use of blood and bloed products, patient blood management, safe administration of blood
and blood products, and haesmovigilance;

Pledge to work in collaboration in international and regional efforts to promote self-sufficiency in safe
blood and blood products, based on VNRD;

Pledge to promote and contribute to the establishment of giobal mechanisms for governance and
monitoring to ensure transparency and accountability for the provision and use of bloed and blood
products at national and international levels.

‘We call on relevant national authorities to:

Incorporate the goal of self-sufficiency in safe blood and blood products, based on VNRD, into national
health policies and to implement strategies to achieve this goal;

Introduce legislation to prohibit payment in cash or in kind for the donation of blood, plasma and
other blood components and also, with spedific timelines, to ensure VNRD as the source of [abile blood
components and PDMP as 3 means of moving towards self-sufficiency in safe blood and blood
products;

Introduce labelling requirements to distinguish blood and blood products from PDMP of VINRD origin
vs. paid donations, as well as the country of origin, to enable hospitals, clinicians and patients to make
informed choices about the source of the products that they utilize;

Provide sufficient financial and other rescurces to move towards seif-sufficiency, based on VNRLY;,

Establish 2 mechanism for the national coordination of the blood system, with the integration of blood
and plasma programmes aimed at optimizing the use of recovered plasma for fractionation and
minimizing wastage;

Put in place mechanisms and formal agreements between the blood system and fractionator(s) for the

fractionation of surplus recovered plasma from VNRD to avoid the discard of recovered plasma and to
contribute to national or regional seif-sufficiency;

Incorporate measures to achieve self-sufficiency into the regulatory framework; to fadlitate the supply
of plasma, intermediate products and PDMP sourced from VNRD within regional or other collaborative
self-sufficiency amrangements, incduding contract fractionation; and to phase out in 2 programmed
manner, the use of blood components for transfusion, intermediates and PDMP obtained from paid er
compensated donors and familfy/replacement donors;

Introduce spedfic measures, consistent with relevant international trade agreements, to protect the
heaith of the public by ensuring the provision of sufficient, safe blood and blood products in the
national heaith system through nationally, or where needed, regionally sourced WMRD (such as from
neighbouring countries);

Establish mechanisms, such as an indezpendent national transfusion committes, to identify actual
dinical needs, to monitor trends in demand, patient needs and the dinical use of blood and blood
products, to regularly evaluate and report on the level of sufficiency and to advise on pricrities in the
national supply;

Introduce strategies and measures to establish appropriate guality systems and standardized
procedures in the national blood system for the collection, testing, processing, storage, distribution
and use of blood and blood products;



Establish or strengthen existing mechanisms to collect, monitor and ensure the acouracy, transparency
and traceability of all data on blood and blood product safety and reports from blood transfusion
services and manufacturers of PDMP on natienal distributions, imports and exports of blood products
and related intermediates, including the contribution of donations derived from VNRD;

Share key reports on blood and blocd product safety and supply internationally to enable countries to
make informed policy decisions for the safety and sufficiency of the supply of blood and blood

products.

Note: This Declaration is an outcome of the WHO High-leve! Policy Makers Forum on Achieving Self-
Sufficiency in 3afe Blood and Blood Products, based on Voluntary Non-Remunerated Donation, October
2013, Rome, Italy. It does not necessarily represent the dedsions or policies of all governments and
organizations represented, including the Austrzlian Department of Health, and the Ministry of Health,
Welfare and Sport, The Netherlands.
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High-level Policy Makers Forum on Achieving Self-sufficiency in Safe Blood and
Blood Products, based on Voluntary Non-remunerated Donation

Developing policies ond strategies on donation, safety and self-sufficiency for universol access

8-9 October 2013, Rome, ltaly

Issues and challenges

Universal and timely access to safe blood and blood products*, which include blood components for
transfusion and plasma-derived medicinal products {PDMP), and their appropriate use is an essential
component of health-care provision. Governments are responsible for national health systems and
therefore for the safety, availability and equitable distribution of these products. This responsibility
encompasses the establishment of an effective national blocd system that is integrated into the
national health system, stewardship of donated blood and the blood products derived from it as a
national resource, protecting the health of blood donors and recipients, and ensuring the safety,
sufficiency, security and accessibility of supply. However, many countries are still facing challenges in
making sufficient supplies of blood and blood products available and sustainable, while also ensuring
their quality and safety from known and emerging threats to public health. Consequently, a large
number of patients who require life-saving transfusion therapy still lack access to safe blood and
blood products.

Global concerns

Concerns about global bloed safety and availability were first raised in 1975 when, in resolution
WHAZ28.72, the World Health Assembly (WHA) urged Member States to promote the development of
national blood services based on voluntary non-remunerated donation [VMRD)2 and to take other
actions necessary to protect and promote the health of blood donors and of recipients of blood and
blood products. Resolution WHASSE. 13, resolutions of WHO Regional Committees and The Melbourne
Declaration on 100% Voluntary Non-Remunerated Donation of Blood and Blood Components (2009)
further defined guiding principles and essential elements in the development of sustainable national
blood systems that could ensure access to safe blood and blood products as part of universal health
COVerage.

In 2010, the World Health Assembly deliberated on challenges to the availability, safety and quality of
blood products and defined self-sufficiency in the supply of safe blood and blood products based on
voluntary non-remunerated donation, and the security of that supply, as important national goals to
prevent blood shortages and meet the transfusion requirements of the patient population.
Resolution WHAG3.12 urged Member States "to take all necessary steps to establish, implement and
support nationally-coordinated, efficiently-managed and sustainable blood and plasma programmes
according to the availability of resources, with the aim of achieving self-sufficiency”. In this context,
self-sufficiency means that the national needs of patients for safe blood and blood products, as
assessed within the framework of the national health system, are met in a timely manner and that
patients have equitable access to transfusion services and blood products.

Despite some successes, in many countries self-sufficiency is not yet a reality. Although it has been
recognised that the most robust and safe blood system is based on VNRD, it is a reality that
family/replacement donation is still practiced in some regions due to the lack of development of

! Blood products are defined as "any therapeutic substances derived from human blood, including whele blood, labile bload
components and plasma-derived medicinal products”

* violuntary non-remunerated donation in this context includes the donation of blood, plasma and cellular blood
components



programmes for VNRD. The weakness of a family/replacement donation system is that it puts the
responsibility for the provision of blood on individuals rather than on the national health system, and
therefore may lead to coercion and hidden payment which often cause undue risks to patients and
harm to the donors. In the long term, family/replacement donation systems will be unable to provide
safe, sufficient and sustainable national blood supplies to ensure equitable access for all patients.
Such systems will inevitably act as a barrier to enabling national blood systems to develop
appropriately alongside countries’ overall health systems.

Most middle- and low-income countries rely on the impert of commercial PDMP and the supply tends
to be proportional to the country’s level of economic development. The introduction of blood
component production invariably leads to a surplus of recovered plasma, much of which is currently
discarded. Fractionation of this plasma can provide significant benefits to the national health-care
system although it requires improved quality systems, including Good Manufacturing Practices, and
access to a plasma fractionation fadlity. The development of national capacity for the collection of
sufficient plasma for fractionation, and the establishment of national or regional fractionation
facilities, can be pursued in parallel with the importation of commercial PDMP with the aim of
complementing and progressively replacing (even partially) commercial purchasing, wherever
possible.

With increasing global needs for blood and blood products including plasma-derived medicinal
products, the complex nature of systems to obtain and supply these products and the inability of
many national health systems to meet these urgent needs, there has been a growing trend towards
the expansion of international commercial activities in relation to the collection of blood, plasma and
cellular donations. Blood, plasma, cellular blood components and other therapeutic substances
derived from the human body, should not be considered as mere “commeodities”. The act of voluntary
blood donation is an honourable expression of community and citizen participation in the health
system, and blood and its components donated voluntarily by healthy and socially committed people
is a precious national resource that is, and will remain, limited by nature. In contrast, the commercial
collection of blocd, plasma and cellular blood components may exploit the poor and vulnerable by
providing them with financial incentives to donate, with the potential for undue risks to patients and
harm to donors.

The Charter of the United Nations (1945) clearly reaffirms faith in the dignity and worth of the human
person and the Oviedo Convention on Human Rights and Biomedicine of 1997 explicitly prohibits any
financial gain from the human body and its parts. In 2000, this was echoed in the Charter of
Fundamental Rights of the European Union, in which article 3, ‘Right to the Integrity of the Person’
states that “In the fields of medicine and biology, the following must be respected in particular: the
prohibition on making the human body and its parts as such a source of financial gain”. There are also
serious concerns that sufficient safe donations and sustainable supplies of blood and blood products
based on VNRD may be compromised by the presence of parallel systems involving payment for
collection of blood and/for plasma. Further expansion of commercial plasma/blood collection centres
may represent potential competition for health-care professionals as well as blood donors with
voluntary non-remunerated donation programmes in the same communities. The lack of an effective
global mechanism to ensure self-sufficient and sustainable supplies of blood and blood products in
the long term constitutes a grave challenge to public health.

Towards self-sufficiency in safe blood and blood products

The implementation of a policy for self-sufficiency in blood and blood products generally follows a
stepwise progression, from whele blood to blood components for transfusion and further to PDMP
produced by plasma fractionation. Countries may set different timelines in achieving the goals of self-
sufficiency in the supply of blood and blood products from VNRD and ensuring the security of that
supply, depending on the state of development of their national health systems. Countries that have
already established policies and systems to achieve self-sufficiency can serve as models by
demonstrating the effectiveness of policies, strategies and mechanisms that should be supported and
implemented in other countries.



To support countries in implementing resolution WHAE3.12, WHO has launched a new initiative on
self-sufficiency in safe blood and blood products, based on VNRD. In 2011, WHO crganized an expert
consultation to analyse factors influencing the global implementation of self-sufficiency, incuding
safety, ethics, security and sustainability of supply, trade and its potential impact on public health,
and availability and access for patients. The consultation also provided policy guidance on strategies
and mechanisms for achieving self-sufficiency and made recommendations to national health
authorities and WHO. These were published in an Expert Consensus Statement on achieving self-
sufficiency in safe blood and blood products based on voluntary non-remunerated blood donation.

WHO High-level Policy Makers Forum

In October 2013, WHO plans to convene a Policy Makers Forum on Self-sufficiency in Safe Blood and
Blood Products, based on Voluntary Nen-remunerated Donation, to share experiences in gaps and
challenges and introduce strategies and mechanisms for self-sufficiency to senior government policy
makers who are accountable for the safety and sufficiency of their national blood supplies. The
Forum will take place in Rome, Italy. The two-day High-level Policy Makers Forum is being jointly
organized by WHO, the Ministry of Health, ltaly, the Mational Blood Centre and the Ministry of
Health, Labour and Welfare, lapan. It will bring together the most senior officials in policy and
decision-making positions from the Ministries of Health and key organizations, agencies and
institutions in national blood systems from about 50 countries, both developed and developing,
representing all WHO regions. Key international organizations with shared and commeon objectives
will be invited as co-organizers. Invitations will also be extended to other United Nations agencies and
intergovernmental organizations including the African Union, Association of Southeast Asian Nations,
Council of Europe, European Commission, International Federation of Red Cross and Red Crescent
Societies, Organization for Economic Cooperation & Development and the World Bank. Simultaneous
translation will be available in English, French, Italian and Spanish.

Objectives of the Forum
1 To share national and international experiences on different strategies and mechanisms for
working towards self-sufficiency in safe blood and blood products based on VNRD.

2 To review evidence, gaps, challenges and trends in donation, safety, self-sufficiency and access to
blood and blood products

3 To underscore the need for policy development and priority actions at national, regional and
global levels to achieve the goal of self-sufficiency.

4 To reach a high-level consensus on the role of governments and international organizations in
working towards self-sufficiency based on VNRD to ensure availability and access to secure
supplies of safe and quality blood and blood products.

Expected outcomes of the Forum
1 Recognition of the roles and respensibilities of national health authorities and national partners in
achieving self-sufficiency in safe blood and blood products as part of universal health coverage.

2 Enhanced elaboration of national policies, systems, strategies, mechanisms and identification of
resources that can contribute to the achievement of self-sufficiency in safe blood and blood
products based on VNRD.

3 Dedaration expressing the consensus, commitment and suppert of national health authorities and
international organizations for policies and actions to be taken by countries and at regional and
global levels.
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#4

Recovered Plasma Source (apheresis) plasma
WHO Region

Volume (1) % Volume %
Africa (n=1) 180,000 98% 3,000 2%
Americas (n=5) 2,516,954 17% 12,022,247 83%
Eastern

144,293 99.7% 429 0.3%
Mediterranean (n=2)
Europe (n=29) 3595903 52% 3,223,521 48%
South-East Asia (n=1) | 10,000 89% 1200 11%
Western Pacific (n=7) | 941,430 15% 5,319,009 85%
Total (n=45) 7,388,580 26% 20,569,405 74%

Hi# Towards Self-Sufficiency in Safe Blood and Blood Products based on Voluntary
Non-Remunerated Donation ,Global Status 2013, WHO

#5

Recovered Plasma Source (apheresis) plasma
Countries

Volume (1) % Volume(L) %
High-income (n=27) 6,618,444 28% 16,667,755 72%
Middle-income (n=17) 761,859 16% 3,901,650 84%
Low-income (n=1) 8,277 100%
Total (n=45) 7,388,580 26% 20,569,405 74%

Hi# Towards Self-Sufficiency in Safe Blood and Blood Products based on Voluntary
Non-Remunerated Donation ,Global Status 2013, WHO
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