PFoOLScEkL 20
D60 L LT <ToOY F+—

2)50~59 OB HIE, KO3 2DEEDH L
22k fFTHLD
(1) RiiEReE (CVA) AS5EIN
(i) BCHEMOMmE > L 7F= 2 ld% 15
mg/dL bl
(iii) I D BETE
—OfHEIcEkA L, ECD (2B® F+—0
14.8%% i%, ECD B4 @ F+— (standard crite-
ria donor : SCD) OEHHELH 9% TH - F-02%
L, ECD OR#ERIL 8% ERMETH /2 T
7=, Btk 3 EOTFENRS (68.0%) (X SCD HFD
BEEF (7194%) LHXTLHARTh- o Bk
TIZBAE, ECD kv ) HifiE oM ic4Tid
TL5LOICRELTHERNSATWS,

Eksléktsla‘% ECD B#tE

1. BRIc& T3 ECD BRIEDZERR

ECD ¥ % M- Btk 3~5 FOHAKR TR
SCD ML OFHH L KEL TARTH S L D
HEWSTY, i, BHIEWEEIRB L2 pri-
mary non-function 82 ATN @ 723 (2 —K§i |2 & 47
# LB L1 A delayed graft function (DGF) 9%
hFd SCD HFEHEETEHwWEvbhATY
A1V, 2512, ECD MEHAEOB AL SCD
BWRHMBEOFREESTRRTHL™, F1,
KTHiph, —HOMXTITbhhugd 7z IE l~
7+ — (donation after cardiac death : DCD) 5 ®
MR RS M % I A 7= EEHTIL, ECD WA
SCD %> 50 @M T DCD H L HRTARATH
AW, —75, Stratta Sl EMEEDOATOFERTIE,
ECD FRHIZET S 4 FHROFEFTRL L TIZE
FAEFHRILFERE O SCD TR O H & Tk
ot LG L TWAY.

2. BNEEFEFEEL ECD BBHERBELET
REDH®
Wolfe Hi2& % 22 HFILLLOT — & X—AD5}
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1 EMOFETHE, 1 HH
DORHBHBETIE 3.8%, MHFERFREAT
11 63%, T<TOENBETIE 161%L, BW
BHiARLERTWAY, £/, ML SCDHE
B E LM BHEFREEONET ShEMEL,
ECD BB g Mol CIZdT 5 rela-
tive risk (RR) % HA~7-HUEY Tld, RR (SHBHIE
12 ECD B REMEEA RV AL, Hife 226 H Calliin
L, Bl 4EMIZHD RR (X ECD HEHEED
ENMEeF EHRL T F42, BHE3S
i ¥ Tld ECD WO BHFEC$EIX SCD Wi
Hli & A R AR BB E I 2 & D2 o BHUEC
IhbhEhorodt, oMzl THN, ECD
BChoTLHBHIICL-THREEFRETUNRT
X3 LARLTWA,

#, ECD ##Hi#IZ DGF &k L2lEX
ECD % 60 Ll Lo T L& R it O,
i A B, ERRaA I, MR L O HHEE
G BECBHT LAY, ECD W& ML
FIIBHT 2G5 R LTI, BRAEGEEB
HifsBBH L H_TLLAKTFLTED, ECDH
BRI L TIEME % recipient O#RAWLE L F
Abhb,

pricdEo < Wi T,

3. ECD BB & i s¥ il
S F =R EREE b o THESRATY
AABEZBTD, 2005 SEETH 548 A HMIZ
ECD A& 4l 27z 12536 T o5 £ 5139
(41%) HBHIhFiclEshTwya'7, ECD
WA SNABM E LT, BHE S ITBHIC
W SN FEROHHEY R ToS R Lo B HEE
EHIFTVAE LI THLA, THlHH SR
TORS NN IZmEEE 2 T L, ECD Hof
HiAFLTHBELBNT L LEAYTIERL,
EEEREMUN TR 222 L4 0{Rvd
HERDNL,
ECD H AR e 754 & B M A B SR
G H TR S S 2k, BEIGHIE L b h BN
ICIEEEEZ S S Bbhad, FEBROAABRER
THIREELA 2020 FAHEAE L7z D, /MR
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PEEAD 25% L) E#ET G121, RO R4
HERAREME IR TVASY, Nyberg & (4
SRTR D7 — 5 =2 % b & (2, BE F+—0D4F
Wi, mMEOREE, GFR, %EH, 5L E
IYPLDHLA ATy FHD S 2DEERLF
Mzobr L, ThFNOEHEDLH T score 1L
(deceased donor score : DDS) %41\, TOHRF
ﬁ&w~%}u;41mﬂ*A~DiTW4gwc
2L, % grade ZTL THRHETORYMF&ICH
BEIHBZLEWOENIILTWDEY, T, &
51t ECD B8t fr (pulsatile machine perfu-
sion) ICTHMTLILEZRUMELTWASA, =
DD resistive index (RI) & BHTFERECIEIH T
ZHMAHLZ LERLTEY, ECD ¥ grade
C #7:1&4 D (DDS>20) T, SHIZRIA05 UL
THIUIFLHET L L2 Tw Y. 4,
Sung SIIATHITFFAERTOAERIRRI{L X RI OFEHEE
A ECD HOMEOYSENF I @5 L FELTY
B, WFRIZLTY, GHRIETHRIRIFICBITA RI
A% ECD HOBHOWG 2 YUEd 59 2 THER
ENMabnrELLNS.

4, ECD BOSE

filik o> Crystal City £afl25 T, ECD B O
RGNV —=NAtPh 6, ECD oMt st
VSRR RGN L 72247, ECD BoOB#ES IV —
VHISERLZEDLLY, LA b ECD HOMERD
HIEEL 63~T14% LHFHFTH ALY, a—a 8
Tid 1999 fEZ Eurotransplant Senior Program &
L, 65 Ll EoEN N —OmHE HLA (24
b oTIERD 65 MU EDL ¥y b IcBHT
AV—NERITLLLZS, A FF—8uzffL,
LyEry b ER I TwE. 20
A, HABMIIL ZTOHMMMER (cold
ischemic time : CIC) (1508 L, DGF @3/ ¥
LET LY, RETFHROGEI WS TY
%%, —7F, San Francisco Tid, #id - THFE
HOFBBEICA Y7+ —4LFarEy FefTuv,
WFEHL %I ECD HOBMEEBENIZZT S >
AT AEMfbi-L 24, BHiETO ECD Mo 4k
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Hid 85% 55 24%I-TH), La»d ECD FoB
Hifif CIC #%, “F3 16.4 FEillA S 7.4 W25
2h, #EMIZ DGF ORAEHIE 43%H 5 15%I2
HGEENhTWAED

—J7, Schold 5%, 65 MLl L@kl Ex
v F Tl ECD ¥ & &N 2 SELIAIC BT 5
129 9%, SCD W& 2\ R B8 A 4 4
VIEic BT 2 X D d FHRARE T, M2 39
M TOEEL Yy b TIRENEAKL 2 ET
ECD B2BHT AL 0, B A 4 FLURIC
SCD & AW ERHBHEZ BT 2125505
MHEAFRER R A MfFC& 5 LT, ECD
& Fef M oMy S E SRS 5 2 L 2l
TWwh,

. BHEERGFEXFICETS ECD BE
SCD BDOH#

DHAE T 1997 4 (IR A A E 2,
HRIE ¥+ — MR NI 5 Nn 5 T, M
ORI LLMEIE FF+— (DCD) ZHshTED,
i 3F R R O Bl SE 1% & BRFE - — Bud s A %
VIR TE D, BETL DA E OB B
(A1 200 Bz % v DCD A KEp T &
HHTwa, T/, b ETIEMM R
RV Ebd, Ls'ki{é'c'?ﬂ)ﬂfw% ECD
DA 7 — & T AHEL &

FZ TY kT Lrﬂ#%mt Huwsihs:
DCD H#H % Port HMEHIZI-TZ, ECD L SCD
20T, BEEFELRESFENMLL L
7, TNTORY FF -0 RSzl 2 h

272, KGO F+—oOFRiFomiy s L7
Fo A 15mg/dl #MATHEY, ZZ TR
AT 60 L LD F+—, 7% 5T 50 At
TlEMmEDOREFENDH D F+—7, BT~
BRETLFF—2bAED ECD L EHL, £
NS OB F+—% SCD & L7, H#it 1983
VAR Y MR TGN X 4, 2005 F  TICE
THH =7 DCD it 373 T, ECD % 150 &
SCD ¥ 223 (25rir b, &BHOFF—, LK
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Iy FOFRERLCETEBY)T, B BEbHiC
PNF ORI # M Tz 2 ;pﬁu:f;rﬁn B BB A ST TV ARG ER B
EHEOTFEED DR (immediate function) (X SCD WTh FH—FARIGENT, ECDESDCDHDL
iz <. DGF |Z ECD BizZh -7 (F&2). F “EDEF P THRENICBH I L L kot
7z, BHE 0 ENOBEEFRCEAESTE BTSRRI, ZEA VRN —
WihofzAt, BHIE 10 EOFEATIZ, SCD HLHLWIRIRODAETIE, 66 &L EOEHE
B 612% THHDIZH L, ECD B TId 385% & @ DCD FHMEONSRLE 2h, BHIEIZIZH%
5202 ECD HORMTFHAAATH- 72 (B *#Z 5 DGF X 5~6%® PNF (3 HEE X5 %
BLEVONRENTH L, BMEVHEH L L LW
£1 ECDBE SCD BOBMETHR bAEOBIRTIR, F#&, FTFT I~'+-&‘ei’hﬁ‘

ECD scD ks h, WA/ ECD BB TR S
(n=150)  (n=223 POHMAZLSICHLL 25 EFH SR 5. iz‘_

“Danor Age (;:;3} 59.6 375 . [EHElz, ECD B4 Lot E B+ o LAt
Recipient Age (y/o0) 42.2 395 AdbLudbuv) I 55 HRE, FErii

% of CVA 81.3 542 X -
% of HT 846 e ' CESOT ) LEUAEH S NS THS S b

WIT (min) 12.7 13.0 HETYH, WBEEH A b7 —7 L BHERYE
TIT (min) 866 761 : HLT, AR FF—F— 7 2ERL, A

F£2 ECD W& SCD BOBMERMEE
ECD (n=150) SCD (n=223)

Immediate function (IF) 12 (8.0%) 41 (18.4%)
Delayed graft function (DGF) 130 (86.6%) 169 (75.8%)
Primary non function (PNF) 8 (5.3%) 13 (5.8%)
Dialysis post Tx. (days) 14.4 10.0
Nadir s—Cr (mg/dL) 1.79 1.37

SCD(n=223)
40 (p<0.001)
20 ECD(n=150)
0
1 2 3 4 5 B 7 8 9 10  years
1y 3y 5y Ty 10y
SCD  86.0 78.0 74.5 67.7 61.2%
ECD 847 722 62.0 51.2  38.5%
ECD B & SCD BOBEE £ HE
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Clobal Coding System for Human Cells and Tissues for Transplantation

Donated material of human ori-
gin (skin, cornea, heart valves, tendon
and bones, and hematopoietic progeni-
tor cells) is increasingly used in the
treatment of patients worldwide (1).
Tissue and cell transplantation bring
enormous healthcare benefits but have
associated safety and ethical risks that
are compounded by extensive cross-
border movement and an increasing
involvement of the commercial sector.
Reliable traceability of tissues and cells
used for transplantation is fundamental
to ensuring transparency, identifying
and mitigating risks to the recipient,
and discouraging ethical breaches.
Coded identification of the source of the
donation and a precise, standardized,
description of the nature of the human
material are essential to ensure consis-
tency in traceability and to facilitate
monitoring of outcomes. Initiatives to
improve traceability in this field are un-
derway in the United States and in the
European Union, where a directive on
cells and tissues mandates a single cod-
ing system be in place by September
2008. Consultations carried out by
World Health Organization have high-
lighted how a global coding system
would enhance transparency, safety and
efficacy of cells and tissues for transplan-
tation (2). Standard systematic identifi-
cation of material of human origin would
mandate transparency and monitoring of
practices, including the field of organ
transplantation.

We are concerned that the slow-
ness of the process of consultation in the
European Union and the United States
toward implementing a single coding
system may leave a gap for the develop-
ment of heterogeneity and incompati-
bility of coding systems across the world.
At the global level, there exists a well-
developed, robust and centrally con-
trolled coding system used in multiple
regions, universally adopted as the target
objective by all cell therapy professional
associations, applied by some tissue

banks and in use, or planned for imple-
mentation, in a great number of transfu-
sion services in high or middle income
countries (3, 4). No other coding system
isapplied in more than one country, The
way forward is obvious. The coding sys-
tem already in wide use, ISBT 128 (5)
should be the basis for the future coding
of tissues and cells.

Why is the standard not accepted
universally as the basis for the global
system for tissues and cells? The main
reasons seem to be competition with al-
ternative solutions identified at country
or institution level; reservations regard-
ing the funding mechanism for its main-
tenance, that is, relying on license fees
for the necessary centralized manage-
ment; and perceptions of insufficient
ownership and control by users and
health authorities. We are strongly con-
vinced that these concerns are largely
artifactual. We want to call on the pro-
fessional community, regulators, policy
makers, and the nongovernmental orga-
nization that manages ISBT 128 to work
together to provide the world with the
best tool to face the needs and challenges
of global traceability of transplant mate-
rial of human origin.

We find it is straightforward to
conceive of a coding system universal to
all material of human origin, equivalent
to those that exist for other health prod-
ucts such as medicines and devices, built
on the basis of [SBT 128 (5). It could be
funded through mechanisms that would
in no way constitute a barrier to national
implementation and could be owned,
maintained, and developed by the global
community. It is very important that
this be achieved now, before diverging
systems are developed to such an extent
that global harmonization becomes
illusory.
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WHO Ethics, Access and Safety Issues on Organ, Tissue and Cell Transplantation
2004115298~ 12818 Hht¥. #9788
== ~guirements for Essential Minimally Processed

Cells and Tissues for Transplantation

The shortlist of products for which specifications have
been drafted is as follows:

Frozen Bone and Tendon

Freeze-dried Bone
= Human Skin

Human Amniotic Membrane
< Cryopreserved Cardiac Valve
~ Human Cornea

Fresh Haematopoietic Stem Cells (unrelated, bone
marrow and peripheral blood stem cells)

- Cryopreserved Cord Blood Stem Cells (unrelated)

Health Technology Essential

and Pharmaceuticals Health Technologies
B2

WHDIC LS E HCBESNS58&E (Tissue)DShort List
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#£1 1991F WHO Guiding Principles

Guiding principle 1

Organs may be removed from the bodies of deceased persons for the purpose of transplantation 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 potential donor has occurred should not be directly
involved in organ removal from the donor and subsequent transplantation procedures, or be respon-
sible 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 influence and pressure and
sufficiently informed to be able to understand and weigh the risks, benefits 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. giv-
ing or receiving payment (including any other compensation or reward) for organs should be pro-
hibited.

Guiding principle 6
Advertising the need for or availability of organs, with a view to offering or seeking payment,
should be prohihited.

Guiding principle 7

It should be prohibited for physicians and other health professionals to engage in organ transplanta-
tion procedures if they have reason to believe that the organs concerned have been 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 pavment that exceeds a justifiable fee for the services rendered.

Guiding principle 9

In the light of the principles of distributive justice and equity, donated organs should be made avail-
able to patients on the basis of medical need and not on the basis of financial or other considera-
Lions.
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WHO Guiding Principles
on Human Cell, Tissue and Organ Transplantation
REVISED DRAFT October 2007 v 1.7

Preamble

1.  As the Director-General's report to the seventy-ninth session of the Executive Board pointed
out, human organ transplantation began with a series of experimental studies at the beginning of
the rwentieth century. This report drew attention to some of the major clinical and scientific
advances in the field since Alexis Carrel was awarded the Nobel Prize in 1912 for his pioneering
work. Surgical transplantation of human organs from deceased, as well as living, donors to sick and
dying patients began aflter the Second World War. Over the past 50 years, the transplantation of
human organs, tissues and cells has become a worldwide practice which has extended, and greatly
enhanced the quality of. hundreds of thousands of lives. Continuous improvements in medical tech-
nology, particularly in relation to organ and tissue rejection, have led to an increase in the demand
for organs and tissues, which has always exceeded supply despite substantial expansion in deceased
organ donation as well as greater reliance on donation from living persons in recent vears.

2. The shortage of available organs has not only prompted many countries to continuously develop
procedures and systems to increase supply but has also stimulated commercial traffic in human
organs. particularly from living donors who are unrelated to recipients. The evidence of such traffic
has become clearer in recent decades, and fears have arisen over the possibility of related traffic in
human beings. Moreover, the growing ease of international communication and travel has led many
patients to travel abroad to medical centres that advertise their ability to perform transplants and
to supply donor organs for a single, inclusive charge.

3. Resolutions WHA 40,13 and WHA 425 first expressed the Health Assemblyls concern over
commercial trade in organs and the need for global standards for transplantation. Based on a
process of consultation undertaken by the Secretariat, the Health Assembly then endorsed the
WHO Guiding Principles on Human Organ Transplantation in resolution 44.25. Over the past 17
years the Guiding Principles have greatly influenced professional codes and practices and legislation
around the world. In the light of changes in practices and attitudes regarding organ and tissue
transplantation, the Health Assembly in 2004 requested the Director-General to "continue examining
and collecting global data on the practices, safety, quality, efficacy and epidemiology of allogeneic
transplantation and on ethical issues, including living donation, in order to update the Guiding
Principles on Human Organ Transplantation” (WHA 57.18).

4. The following Guiding Principles are intended to provide an orderly. ethical and acceptable
framework for the acquisition and transplantation of human cells, tissues and organs for therapeutic
purposes. Each jurisdiction will determine the means of implementing the Guiding Principles. They
preserve the essential points of the 1991 version while incorporating new provisions in response to
current trends in transplantation. particularly from living donors. The Guiding Principles do not
apply to transplantation of gametes, ovarian or testicular tissue, or embryos for reproductive pur-
poses or to blood or blood constituents collected for transfusion purposes.
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Cells, tissues and organs may be removed from deceased and living persons for the purpose of
transplantation, only in accordance with the following Guiding Principles.

Guiding Principle 1

Cells, tissues and organs may be removed from the bodies of deceased persons for the purpose
of transplantation if;

(a) any consent required by law is obtained, and

(b) there is no reason to believe that the deceased person objected to such removal.

Guiding Principle 2

.. - - . . - - . ]
Physicians determining that a potential donor has died should not be directly involved in cell,
tissue or organ removal from the donor and subsequent transplantation procedures, or be
responsible for the care of patients waiting for such cells, tissues and organs,

Guiding Principle 3

Donation from deceased persons should be developed to its maximum therapeutic potential. but

adult living persons may donate organs as permitted by domestic regulations. In general living
| donors should be genetically, legally or emotionally related to their recipients.

Live donations are acceptable when the donoris informed and voluntary consent is obtained,
| when professional care of donors is ensured and follow-up is well organized. and when selection
| criteria for donors are scrupulously applied and monitored. Live donors should be informed of

the probable risks, benefits and consequences of donation in a complete and understandable

fashion, be legally competent and capable of weighing the information, and be acting willingly,
free of any undue influence or coercion.

Guiding Principle 4

No cells, tissue or organ should be removed from the body of a living minor for the purpose of
transplantation other than rare exceptions allowed under national law. Specific measures should
be in place to protect the minor and, wherever possible the minor's assent should be obtained
before donation. What is applicable to minors also applies to any legally incompetent person.

Guiding Principle 5
Cells. tissues and organs should only be donated freely, without any monetary payment or other
reward of monetary value. The sale of cells, tissues and organs for transplantation by living per-

sons, or by the next of kin for deceased persons, should be banned.

| The prohibition on sale or purchase of cells, tissues and organs does not preclude reimbursing

| reasonable and verifiable expenses incurred by the donor. including loss of income, or paying
the costs of recovering, processing, preserving and supplyving human cells, tissues or organs for
transplantation. |
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Guiding Principle 6

| Promotion of altruistic donation of human cells, tissues or organs by means of advertisement or i
public appeal may be undertaken in accord with domestic regulation.
Advertising the need for or availability of cells, tissues or organs, with a view to offering or
| seeking payment to individuals for their cells. tissues or organs, or. to the next-of-kin, where the |
individual is deceased, should be prohibited. Brokering that involves payment to such individu- |
| als or to third parties should also be prohibited. |

Guiding Principle 7

Physicians and other health professionals should refrain from engaging in transplantation proce- l
dures unless they have established that the cells, tissues or organs concerned have not been I
obtained through exploitation or coercion of, or pavment to. the donor or the next-of-kin of a
deceased donor.

Guiding Principle 8

| All persons and facilities involved in cell, tissue or organ procurement and transplantation pro- |
cedures should be prohibited from receiving any payment that exceeds the justifiable fee for
| the services rendered. |

Commentary on Guiding Principle 8

This provision reinforces Guiding Principles 5 and 7 by restricting entrepreneurial practice in cell,
tissue and organ recovery and implantation. The fees charged for transplantation services must not
be disguised charges for the cells, tissues or organs themselves; all persons and facilities involved
should be accountable for all payments for transplantation services. When cells, tissues or organs
have been altruistically donated with the express expectation that they will be distributed on the
basis of need, their use should not be conditioned on the recipients® ability to pay.

A medical or other healthcare practitioner uncertain whether a fee is justifiable should seek the
opinion of an appropriate licensing or disciplinary authority before proposing or levving the [ee.
Fees charged for similar services may be used as a reference.

Guiding Principle 9

‘ The allocation of organs, cells and tissues should be guided by clinical need, not financial or
other considerations. Clinical allocation criteria, defined by appropriately constituted commit-
| tees, should be equitable, externally justifiable, and transparent.

Guiding Principle 10

High quality, safe and officious 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, tissues and organs for transplantation, as
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[ health products of an exceptional nature, must be maintained and optimized on an ongoing |
basis. This requires implementation of quality systems including traceability and vigilance, with
| adverse events and reactions reported, both nationally and for exported human products. |

Commentary on Guiding Principle 10

Optimizing the outcome of cell, tissue and organ transplantation entails a rules-based process that
encompasses clinical interventions and ex-vivo procedures from donor selection through long-term
recipient follow-up. Under the oversight of national health authorities, transplant programmes
should monitor both donors and recipients to ensure that they receive appropriate care, including
information regarding the transplantation team responsible for their care.

Evaluation of information regarding the long-term risks and benefits is essential to the consent
process and to adequately balance the interests of donors as well as recipients. The benefits to both
must outweigh the risks associated with the donation and transplantation. Donors should not be
permitted to donate in clinically hopeless situations,

Donation and transplant programmes are encouraged to participate in national and’or international
transplant registries. All deviations from accepted processes that could elevate the risk to recipients
or donors, as well as any untoward consequences of donation or transplantation, should be reported
to and analysed by responsible health authorities.

Transplantation of human material which does not involve maintenance treatment may not require
active, long-term follow up, though traceability should be ensured for the anticipated lifetime of the
donor and the recipient. Internationally agreed means of coding to identify tissues and cells used in
transplantation are essential for full traceability.

Guiding Principle 11

| The organization and execution of donation and transplantation activities, as well as their clini- |
cal results, must be transparent and open to scrutiny. while assuring that the personal anonymi-
[ tv and privacy of donors and recipients is always protected.

Commentary on Guiding Principle 11

Transparency can be summarized as maintaining public access to regularly updated comprehensive
data on processes, in particular allocation, transplant activities and outcomes for both recipients and
living donors, as well as data on organization, budgets and funding. Such transparency is not incon-
sistent with shielding from public access information that could identify individual donors or recipi-
ents while still respecting the necessity of traceability recognized in Principle 10. The objective of
the system should be not only to maximize the availability of data for scholarly study and govern-
mental oversight but also to identify riskshand facilitate their correctionbefore they result in actual
harm to donors or recipients.
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REFLECTION DOCUMENT

of the

Zurich Centre for Ethics/WHO meeting on

~Human Cell and Tissue Transplantation -

An International Symposium on Ethical and Policy Issues’

Zurich, July 17-19, 2006

The practice of human cell (HC) and human tissue (HT) transplantation has reached a
global dimension. The international circulation of HC/HT or their products and the
involvement of multinational companies in HC/HT processing and distribution has an
impact on the way we practice medicine, trade health goods and services and regulate
such activities on a global level.

National oversight and monitoring are mandatory for any activity relating to HC/HT
transplantation. But there is also a need for common global requirements for HC/HT
transplantation concerning its medical, scientific, legal and ethical aspects.

When defining a common normative basis for activities related 0 HC/HT
transplantation, the perspective of the donors, their legal or nominated decision-
makers or their next-of-kin is primary. Without them, there would be no HC/HT
transplantation. But it is also important to consider the perspective of the recipient, to
discuss the role and limits of cultural and religious factors which affect the practices
of HC/HT transplantation and to be aware of global differences in health care systems

and available resources.
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