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WHAA40.13Development of guiding principles for

human organ transplants

The Fortieth World Health Assembly,
Recognizing the scientific progress achieved in
human organ transplants in many Member
States ;

Concerned at the trade for profit in human
organs among 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 trans-
plants and their decision to develop a unified
legal instrument to regulate these operations ; 1
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REQUESTS the Director-General -

(1) to study, in collaboration with other organ-
izations 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.

ZDOLEH HEAMINLS X 91T, STER LTI,
AR TOEFIEEENE | 2 EET 5 2 LB ELD
B THHHNFHEANNL, ZOPMEELZITT,
4AEM D A Y oN—ENZ & B BRI RERTROSE L,
19914E DWHA T, 9 545 7% 5 R D
BHiH A K34 (Guiding Principles for
Transplantation : WHA42.5) 23H #ey L7ze

2N World Health
5% Organization

WHA42.5

Guiding Principles for Transplantation

Guiding principle 1
Organs may be removed from the bodies of
deceased persons for the purpose of transplanta-
tion if : (a) any consents required by law are
obtained ; and (b) there is no reason to believe
that the deceased person objected to such
removal, in the absence of any formal consent
given during the person’s lifetime.
Guiding principle 2

Physicians determining that the death of a
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potential donor has occurred should not be
directly involved in organ removal from the
donor and subsequent transplantation proce-
dures, or be responsible for the care of potential
recipients of such organs.

Guiding principle 3

Organs for transplantation should be removed
preferably from the bodies of deceased persons.
However, adult living persons may donate
organs, but in general such donors should be
genetically related to the recipients. Exceptions
may be made in the case of transplantation of
bone marrow and other acceptable regenerative
tissues. An organ may be removed from the
body of an adult living donor for the purpose of
transplantation if the donor gives free consent.
The donor should be free of any undue influ-
ence and pressure and sufficiently informed to
be able to understand and weigh the risks, ben-
efits and consequences of consent.

Guiding principle 4

No organ should be removed from the body of a
living minor for the purpose of transplantation.
Exceptions may be made under national law in
the case of regenerative tissues.

Guiding principle 5

The human body and its parts cannot be the
subject of commercial transactions. Accordingly,
giving or receiving payment (including any
other compensation or reward) for organs
should be prohibited.

Guiding principle 6

Advertising the need for or availability of
organs, with a view to offering or seeking pay-
ment. should he prohibited.

Guiding principle 7

It should be prohibited for physicians and other
health professionals to engage in organ trans-
plantation procedures if they have reason to

believe that the organs concerned have been
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the subject of commercial transactions.

Guiding principle 8

It should be prohibited for any person or facility
involved in organ transplantation procedures to
receive any payment that exceeds a justifiable
fee for the services rendered.

Guiding principle 9

In the light of the principles of distributive jus-
tice and equity, donated organs should be made
available to patients on the basis of medical
need and not on the basis of financial or other
considerations.
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Executive Summary

Transplantation of organs, cells and tissues are
now effective therapies across a wide range of
both fatal and non-fatal diseases. The excellent
survival and success rates of transplantation of
organs and cells, such as the kidney, liver and

heart or haematopoietic stem cells in immuno-
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suppressed patients, have led to high levels of
demand globally.

The success rates for transplantation of certain
cells or tissues which do not require immuno-
suppression have also ensured that such proce-
dures are frequently the treatment of choice in
the respective therapeutic areas. It is, however,
clear that ethically-unacceptable practices occur
in a number of countries.

(Frug)

Despite the appropriate focus on prevention of
disease, the global needs of patients for trans-
plantation are not being met. The demand has
outstripped the supply of organs, cells and tis-
sues from both deceased donors and from the
altruistic living relatives of patients in need. The
alternative treatments and medical support for
patients with end stage organ failure, especially
renal dialysis, are expensive and limited in
many countries. There is also a lack of clinical
expertise in some regions and countries and an
inability to fund transplantation to some extent
in all countries. Thus in all Member States one
or more influences prevent the sufficient supply
of transplantation therapies and lead to pressure
for non-altruistic living donation.

Deceased donation is meeting the needs of
transplantation in few, if any, countries.
Potential donors are reluctant to commit to
donate after death and their families may refuse
permission when approached after death. The
use of executed prisoners as organ donors in
some countries causes great concern that these
donations are coerced. Member States employ
different models of consent including . pre-
sumed consent or “opt out” ; required request-
ing ; “opt-in” ; and mixtures of these three
models. Independently from which specific
nodel is chosen, information and voluntariness
¢ of fundamental importance for the act of
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post-mortem donation.

()

It is clear that some Member States have not
assumed or have been unable to assume an
appropriate level of responsibility in each of the
areas of transplantation. There are a number of
roles for which the World Health Organization
is best placed to ensure that minimum levels of
human access, safety and ethical practice are

adopted universally.

WHO roles could include :

(1) Encouraging the development of trans-
plantation therapies in Member States in an eth-
ically appropriate manner.

(2) Initiating an ongoing programme on trans-
plantation at WHO and establishing a WHO
Expert Advisory Panel for transplantation.

(3) Facilitating the development of a core of
technical and ethical standards for the manage-
ment of the safety, quality and efficacy of
human material for transplantation that can
serve as a model for Member States.

(4) Encouraging Member States to develop a
legal framework and national policy and plan on
transplantation activities, especially ensuring
coordination of the procurement of human mate-
rial from deceased donors.

(5) Facilitating communication between regu-
lators and providers on the international circula-
tion of human cells and tissues for transplanta-
tion, in particular for matched haematopoietic
stem cells.

(6) Collecting data on the extent of paid
organ, cell and tissue donation.

(7) Creating a global map of the known infec-
tious risks and the safety measures that are
applied to donors and donations in different
countries and regions of the world.

(8) Helping Member States to develop capaci-
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ty for national regulatory approaches to quality
and safety in particular by encouraging the cre-
ation of international support networks.

(9) Encouraging the measurement of the
donor outcomes for living donors in different
clinical environments, through collaborative
global data collections.

(10) Encouraging nations to support consensus
on basic principles of xenotransplantation safety
and oversight .
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Guiding principle 10

High quality, safe and efficacious procedures are
essential for donors and recipients alike. The
long-term outcomes of cell, tissue and organ
donation and transplantation should be assessed
for the living donor as well as the recipient in
order to document benefit and harm. The level
of safety, efficacy and quality of human cells, tis-
sues and organs for transplantation, as health
products of an exceptional nature, must be

maintained and optimized on an ongoing basis.
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This requires implementation of quality systems
including traceability and vigilance, with
adverse events and reactions reported, both
nationally and for exported human products.
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Summary

Kidney transplantation and dialysis related amyloi-
dosis

Kazuhide Saito*

Kidney transplantation is one of the best prophylaxis
However,
in spite of its strong ability to reduce S;-microglobulin, it
is very difficult to improve already-developed amyloid
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deposits and destructive osteoarticular lesions after long- tion, destructive spondyloarthropathy, bone

term hemodialysis. It is desirable that options on kidney cyst

transplantation become more accessible for ESRD patients

in Japan. * Division of Urology, Department of Regenerative and Trans-
plant Medicine, Graduate School of Medical and Dental

Key words : dialysis-related amyloidosis, kidney transplanta- Sciences, Niigata University

72 WEAMAB volume 22, number 1, 2009.

303



TEGIERES

BRI ERBEIMEIC L > TARBAEICBbV S
72 2 e

Development of acute page kidney caused by renal allograft biopsy

Yuki Nakagawa Masayuki Tasaki Kazuhide Saito Kota Takahashi

Hfc*  HHiE IEfT* ATEE RIZEr EAR Ak

OOHE, BHFAER, SRR, WAL

Key words : post transplant complication, renal allograft biopsy, acute renal failure, kidney transplanta-
tion

MR OWBA T2 2012138, BHERME TLELRETH 545, K& U THENI0,
IR 2 & A B OHER FAET 2B b 5. SR A 1, FERNTAE ik W R 2 OF 56 L,
TRk TEMRRRIB BV o 7 2HER AR L 2.

PO AR & o TRIE L 22 IS, 2 OFMAVN & < TEHHEIMT BRI B0,
PRI & FE3E L IMAAME T 5 L BMERAREMHRELTLES. WAAMALTI H0H
B ORISR & 2 TR AR E NS D% & 5 22E 5 AKX VlG L, FANC b, il
BREWETZIEINEOMA LS5, WL 28A, 0K L THERG#E LT
BNED, MWAHREF UL THRETS.

(REREAT - MATSIRY, 21 : 28—33, 2009)

Percutaneous needle biopsy of the transplanted kidney is considered safe and very useful
in the differential diagnosis of acute or chronic allograft dysfunction and for surveillance of
subelinical rejection. However, some complications may occur after the procedure. Biopsy-
related vascular injuries demanding percutaneous and/or open intervention are rare and es-
timated at between 0.2% and 2% of all renal transplant biopsies. We report two cases that
developed acute page kidney due to intractable bleeding caused by renal allograft biopsy, in
order to characterize presentation of this phenomenon, and to outline diagnostic and treat-
ment plans.

(Renal Transplant. *+ Vasc. Surg., 21 : 28—33, 2009)

* TR KA RSB R B AR A TR ZE B iR B3 WARE 22 23 ¥F  Division of Urology, Department of Regenerative and Transplant
Medicine, Graduate School of Medical and Dental Sciences, Niigata University, Niigata Japan

28

304



