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“Vigilance and surveillance are the essence of safety in
iransplantation. The keys to good vigilance are alertness of
professicnals and regulators, surveillance mechanisms and

wide communication of identified risks to facilitate steps
which will rapidly protect donors and recipients alike.
Human cells and tissues circulate globally. This implies the
need for international collaboration to identify, evaluate and
communicate known or suspected risks.”

The 3" Global Consultation on Regulatory Requir
and Tissues for Transplantation

for Human Cells

10-12 February 2010, Geneva, Switzerland

WHO Executive Board 136% session
Geneva, 26 Jan.-3 Feb. 2015
Provisional agenda

10.6 Blood and other medical products of human origin
(MPHO).
In response to proposal from Member States to call a Health
Assembly resolution on self-sufficiency in blood and blood
products based on voluntary non-remunerated donations,
and the call at Sixty-seventh WHA for the WHO Guiding
Principles on Human Cell, Tissue and Organ Transplantation to
be applied to medical products of human origin, the
Secretariat has produced this report which covers both blood
and other medical products of human origin.

PROPOSAL

To develop an overarching set of guiding
principles to ensure ethical and safe practice in
the management of donors of Medical Products
of Human Origin (MPHO), and the products
derived there from. The principles should cover
the different aspects of donation, and MPHO
management to the point of allocation and
should include, inter alia, safety, ethics,
transparency, traceability, and informed consent.
It is anticipated that these will be a central plank
for future regulation of MPHO.

ACTION PLAN.

Societies/NGO involved: The Transplantation
Society (TTS), Worldwide Network for Blood
and Marrow Transplantation (WBMT), the
International Society for Blood Transfusion
(ISBT) and the International Council for
Commonality in Blood Banking Automation
(ICCBBA). All four societies are currently
nongovernmental organizations in official
relations with WHO.

RATIONALE (1)

MPHO encompasses all substances that are derived
wholly or in part from the human body and intended
for clinical application (see Noel and Martin). Currently
and traditionally the principles guiding the treatment
of human donors have been derived by the relevant
professional organizations associated with a given
process e.g. blood transfusion, solid organ
transplantation, stem cell {(bone marrow and peripheral
blood) transplantation corneal transplantation, tissue
transplantation and assisted reproductive technologies.
However, recent trends demand a more global
approach.
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RATIONALE (2)

4 Continued provision of MPHO by donors relies on
community trust that products are derived safely with
a level of excellence and used equitably and for the
common good of society.

€ The development of new technologies means that
more donors will be sought to provide MPHO

% In some instances a recipient may receive multiple
types of MPHO in a single treatment strategy. These
will be most likely sought from the same donor. Hence
there is the potential for greater demands (and greater
risks} on donors

RATIONALE (3)

% With the expansion of treatment possibilities the
traditional definitions of what constitutes organ, tissue, cell
or blood donors is being blurred. Without uniform ethical
standards across disciplines there is the potential for
“regulation shopping” to avoid oversight.

% Because of their well-developed networks and processes,
blood transfusion and bone marrow services are likely to be
involved in procuring other haematopoetic cells for
transplantation

€ Improvement in cryopreservation technology means that
cells or tissues procured in one jurisdiction can be
transplanted in another, opening the possibility of avoiding
compliance with regulations designed to protect donors by
performing therapies in a less regulated region.

TOPICS TO BE DEVELOPED(1)

% Establishment of an all-encompassing robust and applicable
definition of MPHO
© Develop a set of principles for the procurement, handling and use
of MPHO
4 Ethical principles for the recruitment of donors and procurement of
MPHO
4 Ethical principles for the use and development of MPHO
% Emphasis on safeguarding the donor
4% Ensuring the respect for, and safety of, human donors who provide
substances that are transformed or incorporated into complex
products
% Establishment of the principle of the non-commercial nature of human
tissues based on the concept of a common humanity where human
beings are not be viewed as a product
% Where there is commercialization of MPHO transparency and
additional safeguards must be in place to protect the donor

TOPICS TO BE DEVELOPED(2)

= Development of Self Sufficiency by
jurisdictions as an essential component of
donor and recipient protection

* Highlight the need for jurisdictions to develop

laws and regulations that will protect donors
of MPHO

From WIVIDA
Towards a global system of vigilance and surveillance in unrelated donors of
h jetic p cells for
B E Shawl2, J Chapman3, M Fechter?, L Foeken?, H Greinixé, W HwangZ22, | Phillips-
Johnson!?, M Korhonen#, B Lindberg??, W H NavarroX and J Szeri2

% Safety of living donors is critical to the success of bloed, tissue and organ
transplantation. Structured and robust vigilance and surveillance systems exist as
part of some national entities, but historically no global systems are in place to
ensure conformity, harmonisation and the recognition of rare adverse events (AEs).
The World Health Assembly has recently resolved to require AE/reaction (AE/R)
reporting both nationally and globally. The World Marrow Donor Association
{WMDA]} is an international organisation pi ing the safety of unrelated donors
and progenitor cell products for use in haematopoietic progenitor cell (HPC)
transplantation. To address this issue, we established a system for collecting,
collating, analysing, distributing and reacting to serious adverse events and
reactions (SAE/R) in unrelated HPC donors, The WMDA successfully instituted this
reporting system with 203 SAE/R reported in 2011. The committee generated two
rapid reports, reacting to specific SAE/R, resulting in practice changing policies.
The system has a robust governance structure, formal feedback to the WMDA
membership and transparent information flows to other agencies, specialist
physicians and transplant programs and the general public.

Summary

1. Fr—R23BiE., #MiagEIcxdHd5WH
ONENEDFTHLHILMEIBAELED D,

2. FOEKRMERICELTIE. WMDA/

WBMTIZIED . SEAR/SPEARRE L X T L
HNEBEHTHS,

3. LA EOEM#MEIER - —2 G &8/
TAA—TFYTORT LI, FNDIZEHELEE
EoEVNEDTHY ., SHBRELEREEERTE
IZEH->TILRETHAS,
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