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The practice of transfusion medicine involves a hanof ethical issues because blood comes from
human beings and is a precious resource with aedrshelf life. In 1980 the International Society
of Blood Transfusion endorsed its first formal camfeethics, which was adopted by the World
Health Organization and the League of Red Cres&amieties. A revised code of ethics for
donation and transfusion was endorsed in 2000. Bkb@nation as a gift, donor confidentiality,
donor notification and donor consent, consent fangfusion, the right to refuse blood transfusion,
the right to be informed if harmed, and ethicahpiples for establishments, are discussed in the
international contexts. The practice of transfasiedicine involves a number of ethical issues
because blood comes from human beings and is @opsepesource with a limited shelf life. It
involves a moral responsibility towards both doramg patients.

Blood donation as a gift: The WHO recommends tlaional blood services should be based on
voluntary, non-remunerated blood donation. No oheukl be forced to donate, for family or
economic or any other reason. The trade of humandohnd body parts is unethical. “The dignity
and worth of the human being should be respect¢ai-remunerated blood donation is considered
a gift and the blood centre has a right to accepteder it if unacceptable. Donor deferral might
appear as discrimination and a violation of a humgint, but the patient’s right to safer blood is
more important than the donor’s right to not tecdiminated against, as blood centers are made to
help patients and not donors.

The field of blood donation and transfusion nowadahays in a rapidly growing global world with
increasing needs for continuous monitoring of ndwedts and challenges. Simultaneously
necessary ethical discussions rise on medicahdiah and political aspects.

2. DEFINITIONS

Blood Whole blood collected from a single donor amacpssed either for transfusion or further
manufacturing.

Donor Someone who voluntarily gives blood or blood congrua.

Regular donor Someone who made at least two donations withitete24 months. The last
donation has been made within the last 12 months.

Volunatary non renumerated blood donation. A donation is considered voluntary and
nonremunerated if the person gives blood, plasnwekular components of his/her own free will
and receives no payment for it, either in the faitash, or in kind which could be considered a
substitute for money.

Blood product shall mean any therapeutic product derived fromdublood or plasma.

Blood components Therapeutic components of blood (red cells, avbélls, platelets, plasma) that
can be prepared by centrifugation, filtration arekfing using conventional blood bank
methodology.
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Blood donation The result of collecting whole blood or blood quments from an individual in a
single procedure; a donation is counted from thatpad skin puncture onwards.

Blood establishment shall mean any structure or body that is resptm$éis any aspect of the
collection and testing of human blood or blood comgnts, whatever their intended purpose, and
their processing, storage, and distribution whéended for transfusion. This does not include
hospital blood banks.

Deferral shall mean suspension of the eligibility of an indiual to donate blood or blood
components such suspension being either perman&rhporary.

Haemapheresis A procedure in which blood is drawn from a donard aseparated into its
components, some of which are retained, such asplar platelets, and the remainder returned by
transfusion to the donor.

Hematopoietic tissue Blood-forming tissue, consisting of reticulardiis and cells.

3. ETHICAL PRINCIPLES OF BLOOD DONATION

Donor management carries a two-sided moral respitinstowards both donors and blood product
recipients.Policy and donor management decisions are foundddllowing principles of ethics.

* Respect for individuals and their autonomy

* Protecting individuals’ rights and well being

* The Hippocratic principle of primum non noceréfast, do no harm’

In donor management, some special ethical ississ amd can be divided into two groups.
Commercial considerations: There is a lengthy agatdd debate on the permissibility of trading
one’s own blood. Given that blood products derinoa non-remunerated donations, how can one
avoid exploitation and ensure distributive jusiiceuch products then entera commercial chain?

Mistreatment of donors and prospective donors: 8liso a sensitive matter, and perceived or true
mistreatment of donors can have a strong impagiudtic and political discussions.

3.1 Thedonation of whole blood or its components

3. 1. 1 Blood is a public resource and access dhmatl be restricted.

3.1.2 Blood donation, including hematopoietic tessdor transplantation shall, in all circumstances,
be voluntary and non-remunerated; no coercion shioellbrought to bear upon the donor.

3.1.3 All matters related to whole blood donatiowl daemapheresis should be in compliance with
appropriately defined and internationally accepséghdards. Blood must be collected under the
overall responsibility of a suitably qualified, isggred medical practitioner.
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3.1.4 In keeping with the principle of distributive jus#i, implying universal access to blood
products, the donor has no say in determining éstimation of the blood products derived from the
donation. It is up to the doctor in attendancedoide how to administer the blood products. There
are two exceptions to this rule.

- Personal use: Donors can make an autologous donation, i.e. atonfor therapeutical use
in themselves. Then, the blood products can onlydeel for that purpose

- Research: With direct informed consent, a donation can bedugm nontherapeutic
purposes, e.g. research. The donor has the rigitatd permission for this purpose, not to
change or modify its use.

3.2 Donor confidentiality

3.2.1 Donor confidentiality is an important isstRersonal information disclosed by the blood
donor during the course of a pre-donation intervasa information obtained from the various tests
performed on the donated component, are expectedetdeld in confidence by the blood

transfusion centre.

3.3 Information and notification

3.3.1 An increasing number of tests are develdpdadprove the safety and efficacy of blood
transfusion. The donors should be informed ablotselection procedure and kind of tests that
performed before and after donation and possibéxpected test results.This information to the
donor is mandatory.

3.3.2 The donor should be advised of the risksneoted with the procedure; the donor’'s health
and safety must be protected. Any procedures nglat the administration to a donor of any
substance for increasing the concentration of ipdaiood components should be in compliance
with internationally accepted standards.

3.3.3 The donors should be informed about Allghssible risks of blood, blood products, or stem
cell donation. This information can be includedthe information of donors and recipients as part
of the informed consent

3.3.4 Donors and recipients should be informelef/ have been harmed.

3.3.5 The blood establishment must notify a dofasrof any important result or findings that arise
during or after the visit to the blood establishiyemormal results from the biometrics or medical
examination, hereditary predispositions-/diseasmsy other accidental finding that can be
considered to be important to the donor or hisfaenily or acquaintances

3.4 Inform Consent

The donor should provide informed consent to theation of blood or blood components and to
the subsequent (legitimate) use of the blood byrdresfusion service
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3.5 Anonymity

The identity of the donor and recipient are manaigedccordance with the privacy policies and
only by authorised professionals. The anonymitytted donor and the recipient are of major
strength of the voluntary blood donation. Anonynbgtween donor and recipient must be ensured
except in special situations and the confidentialftdonor information assured.

3.6 Freedom of choice

Blood donation is a free and informed choice airaggrotecting the health of patients and thus
consistent with public health programming provision

3.7 Gratuitousness and non-profit rule

Donating blood is voluntary at all time (free dfacge) and cannot be remunerated in any way.
Whole blood and blood components cannot be a saifinoeofit.

3.8 Safety

3.8.1 Selection of voluntary blood donors through preaton check and post —donation test
ensure the safety of the blood transfused to patemd the protection of the health of the donors.

3.8.2 The donor should understand the risks to otherdoofating infected blood and his or her
ethical responsibility to the recipient. Blood sgfdepends partly on the information provided by
the donor and it is also the donor’s ethical datyptovide truthful information. It is unethical to

willfully conceal information about high-risk behiav or medical history.

3.9 Periodicity

3.9.1 The regular voluntary blood donation is argntee of reliability and safety for the recipient
as well as of the certainty of supplies. The reghlaod donor is checked periodically, whenever
donates blood by accurate and careful medicdlansl testing.

3.9.2 Blood donation must be based on regularlievead medical selection criteria and not entail
discrimination of any kind, including gender, racgtionality or religion. Neither donor nor
potential recipient has the right to require that auch discrimination be practised.

3.10 Accountability

Donors protect the safety of transfused patientsutfh adopting adequate lifestyles and answering
to the call-to-donate only when there is absenaesks for the health of others.

3.11 Treating the donor respectfully

Staff must observe general etiquette. There isiffiereince of opinion on that, although cultural
diversity may lead to differences on what is coesed appropriate.
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4. Voluntary Associations and Non-Governmental Organisation active in the fied of blood
donation

4.1 Effectiveness

Associations of voluntary blood donors and NGOsvadn the field of blood donation pursue the
rational and good use of donated blood, promotiegright to health of donors and of patients in
the needs of transfusion therapy.

4.2 Self-sufficiency

Associations and NGOs active in blood donation esllrcitizens’ health needs promoting the
achievement of self-sufficiency in blood and blammponents at national level while improving
the quality and safety of collected blood andatsonal and proper use.

4.3 Inclusiveness

Associations and NGOs promoting blood donation khéwe nonpartisan, non-confessional, not-
for-profit, and reject any discrimination based gender, ethnos, race, language, nationality,
religion or political ideology in compliance witlational and international legislations.

4.4 Solidarity

Associations and NGOs active in blood donation enbkathe diffusion of voluntary, periodic,
associated, unpaid, anonymous and aware donatiwhalé blood and blood components as it is an
universal humanitarian value and the expressianvat solidarity. The blood donor is the promoter
of a basic health and social service and shoulcbbsidered as a driver for the dissemination of the
values of solidarity, generosity, social and cpasticipation and protection of the right to health

4.5 Awareness

The organisations committed to blood donation prntbe circulation of information and the
improvement of people’s health education as wellhasadoption of healthy lifestyles by donors
and, more generally, by the whole population.

4.6 Complementarily with health programmes

Associations and NGOs must harmoniously cooperate ®ach other and with National and
Regional Health Services commonly pursuing the gaa&it in national and international health
programmes.

4.7 Opennesstotheworld

Associations and NGOs promote the development afntary associations committed to blood
donation at national and international level anghpote and participate in international cooperation
projects aimed at improving the health conditiohpeople in needs of blood transfusion therapy.
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5. Public Authorities, I nstitutions and other organisations

5.1 Acting in Accordance with Laws and Regulations

As a general rule and in all circumstances, Publithorities and stakeholders must observe the
international, European, national, local regulati@md ethical and professional codes of practice
applicable to blood donation.

5.2 Commitment and respect

The organisations active in the governance of bbmthtion commit to reconcile the efficiency and
sustainability of their performances with respemt the volunteer blood donors while providing
essential services for patients.

5. 3 Cohesion and cooper ation

Policy actors in the field of blood donation mobdi all their strengths in a shared spirit of
teamwork and solidarity to make donated blood #asusble source of health and social capital. To
reach these goals, they are open to engage ingmoge of scientific, technical, and cultural

cooperation in Europe, the neighbouring Countriesabroad, in a spirit of partnership.

5.4 Extensive involvement

All employees of the organisations involved in lWodonation are expected to make this ethical
standards an integral part of the way they do tjudis. The organisation should encourage the
dissemination of practices consistent with theaaihiramework of this charter.

6. COMMON LEGAL AND REGULATORY REFERENCES

6.1 Article 25 of the "Universal Declaration of HamRights" - Article 11 and 13 of the "European
Social Charter 1961";

6.2 Article 12 of the "UN International CovenantBoonomic, Social and Cultural Rights", 1966;

6.3 Resolution no. 23 World Health Organizatio®7Q@, which are fully reflected in the principles
of the Constitution (Articles 2 - 3 - 32);

6.4 "Charter of Patients' Rights", adopted in 1By3he American Hospital Association;
6.5 "Charter of Patients' Rights", adopted by@f& in Luxembourg on"sto 9" May 1979;

6.6 Chapter VII of the Convention for the Proi@ctof Human Rights and Dignity of the Human
Being with regard to the Application of Biology aktedicine adopted in Oviedo off' April 1997.

6.7 International Society of Blood Transfusion.8de of ethics for blood donation and blood
transfusion. 2006  June 15. Available fronhttp://www.isbt-web.org/files/documentation/
code_of ethics

7



| ~
@riaticlPA 7 BESSY

Cross Border Cooperation 2007-2013 BLOOD ETHICAL GOOD FOR SOCIAL CAPITAL AND SAFETY
A S oy

6.8 Ethical issues in transfusion medicine. Baelhedmerican Association of Blood Banks Press;
2000. Macpherson CR, Domen RE, Perlin T.

6.9 Ethical Aspects of Blood Donors and the Reaisieof Their Blood. Hindawi Publishing
Corporation Journal of Blood Transfusion, Volume 120 Article ID 606753, 4
pagesdoi:10.1155/2012/606753)

6.10 Donor Managment manual. Section 13.1 Ethgsalés in blood donation. 2010

6.11 International Society of Blood Transfusionc@de of ethics for blood donation and
transfusion. Retrieved 19 March 2010 frottp://www.isbt-web.org/files

6.12 Macpherson CR, Domen RE & Perlin T (2001hical Issues in Transfusion Medicine.
Bethesda, Maryland, AABB Press

6.13 Council of Europe. Convention for the pratatbf Human Rights and Dignity of the
Human Being with regard to the Application of Bigloand Medicine: Convention on

Human Rights and Biomedicine. CETS No.: 164

6.14 Directive 2002/98/EC of The European Parliatend of The Council of 27 January 2003
setting standards of quality and safety for théectibn, testing, processing, storage and distiobut
of human blood and blood components and amendirecive 2001/83/EC

7.LIST OF SIGNATORIES



