DF—F R—= A9 5 D5MEEIC, BREFOBR A&
HE2BEZTHRHICETVwA D LEDNS,

X
1)

2)

3)

4)

5)

6)

7)

8)

9)

[

Wolfe RA, Ashby VB, Milford EL, et al : Comparison of
mortality in all patients on dialysis, patients on dialysis
awaiting transplantation, and recipients of first cadav-
eric transplant. N Engl ] Med 341 © 1725-1730, 1999
Ojo AO, Hanson JA, Meier-Kriesche HU, et al : Sur-
vival in recipients of marginal cadaveric kidneys com-
pared with other recipients and wait-listed transplant
candidates. ] Am Soc Nephrol 12 : 589-597, 2001

Lee CM, Scandling JD, Pavlakis M, et al : A review of
the kidneys that nobody wanted. Transplantation 65 :
213-219, 1998

Ratner LE, Kraus E, Magnuson T, et al : Transplanta-
tion of kidneys from expanded criteria donors. Surgery
119 © 372-377, 1996

Rosengard BR, Feng S, Alfrey EJ, et al | Report of the
Crystal City meeting to maximize the use of organs
recovered from the cadaver donor. Am J Transplant 2 :
701-711, 2002

Port FK, Bragg-Gresham JL, Metzger RA, et al:
Donor characteristics associated with reduced graft sur-
vival . An approach to expanding the pool of kidney
donors. Transplantation 74 : 1281-1286, 2002

Sung RS, Guidinger MK, Christensen LL, et al : Devel-
opment and current status of ECD kidney transplanta-
tion. Clinical Transplants 2005 (Cecka JM, Terasaki PI
eds), pp37-55, UCLA Immunogenetics Center, Los
Angeles, 2006

Anil Kumar MS, Khan SM, Jaglan S, et al : Successful
transplantation of kidneys from deceased donors with
acute renal failure : Three-year results. Transplanta-
tion 82 : 1640-1645, 2006

Savoye E, Tamarelle D, Chalem Y, et al : Survival bene-
fits of kidney transplantation with expanded criteria
deceased donors in patients aged 60 years and over.
Transplantation 84 : 1618-1624, 2007

10) Johnston TD, Thacker LR, Jeon H, et al : Sensitivity of

11)

12)

expanded-criteria donor kidneys to cold ischemia time.
Clin Transplant 18 (suppl 12) : 28-32, 2004

Locke JE, Segev DL, Warren DS, et al : Qutcome of
kidneys from donors after cardiac death : Implications
for allocation and preservation. Am J Transpl 7 : 1797~
1807, 2007

Stratta RJ, Rohr MS, Sundberg AK, et al : Intermedi-
ate-term outcomes with expanded criteria deceased
donors in kidney transplantation. A spectrum or specter
of quality? Ann Surg 243 : 594-603, 2006

2008. 9

225

13)

14)

15)

16)

17)

18)

19)

20)

21)

22)

23)

24)

25)

26)

Merion RM, Ashby VB, Wolfe RA, et al : Deceased-
donor characteristics and the survival benefit of kidney
transplantation. JAMA 294 : 2726-2733, 2005

Kauffman HM, McBride MA, Cors CS, et al . Early
mortality rates in older kidney recipients with comorbid
risk factors. Transplantation 83 : 404-410, 2007

Sellers MT, Velodedeoglu E, Bloom RD, et al : Expand-
ed-criteria donor kidneys : A single-center clinical and
short-term financial analysis—Cause for concern in
retransplantation. Transplantation 78 : 1670-1675, 2004
Miles CD, Schaubel DE, Jia X, et al : Mortality experi-
ence in recipients undergoing repeat transplantation
with expanded criteria donor and non-ECD deceased-
donor kidneys. Am J Transpl 7 : 1140-1147, 2007

Cecka JM, Gritsch HA : Why are nearly half of
expanded criteria donor (ECD) kidneys not trans-
planted ? Am ] Transpl 8 : 735-736, 2008

Escofet X, Osman H, Griffiths DFR, et al . The pres-
ence of glomerular sclerosis at time zero has a signifi-
cant impact on function after cadaveric renal trans-
plantation. Transplantation 75 : 344-346, 2003

Kayler LK, Mohanka R, Basu A, et al : Correlation of
histologic findings on preimplant biopsy with kidney
graft survival. Transplant International : 1-7, 2008
Nyberg SL, Matas AJ, Kremers WK, et al : Improved
scoring system to assess adult donors for cadaver renal
transplantation. Am J Transplant 3 : 715-721, 2003
Nyberg SL, Baskin-Bey ES, Kremers W, et al : Improv-
ing the prediction of donor kidney Quality : Deceased
donor score and resistive indeces. Transplantation 80 :
925-929, 2005

Sung RS, Christensen LL, Leichtman AB, et al : Deter-
minants of discard of expanded criteria donor kidneys :
Impact of biopsy and machine perfusion. Am J Transpl
8 . 783-792, 2008

Sung RS, Guidinger MK, Lake CD, et al : Impact of the
expanded criteria donor allocation system on the use of
expanded criteria donor kidneys. Transplantation 79 :
1257-1261, 2006

Frei U, Noeldeke J, Machold-Fabrizii V, et al : Prospec-
tive age-matching in elderly kidney transplant reciepi-
ents-A 5-year analysis of the Eurotransplant senior
program. Am ] Transpl 8 : 50-57, 2008

Carter JT, Chan S, Roberts JP, et al : Expanded criteria
donor kidney allocation . Marked decrease in cold ische-
mia and delayed graft function at a single center. Am J
Transpl 5 : 2745-2753, 2005

Schold JD, Meier-Kriesche HU : Which renal trans-
plant candidates should accept marginal kidneys in
exchange for a shorter waiting time on dialysis? Clin J
Am Soc Nephrol 1 : 532-538, 2006

321



(5)

MEI Y0 QNEES S QIR HKIE T 480° r®”
Y A —KERFEKWL EFwLMm
O QKA RE L 10 KI-& TR OB
DvEHRUERERVRN MMIERENT moAQ
By © LN L REACH I VRER S S
RAVSOFELTHREER T S o)
AN SRR LRE VD
EHEREA N LD — NAURERHRERS
7 HERSER AN — R REQIN— 2 KR
D QAFEEmAIN—1Y — X 2OQREW
DN R Q HREENV IO # K

W 50040 Q AVELQ 2 00°
g ~ 2 =
S g% %
g £V &
a o<
=5 Q O
L w2 w

ECD & SCD#ERE

226



(4)

Expanded Criteria Donor (lWwOAQ)

ROCSEEL R

IXFRRL (& EXREHKT R

SRREEC LR | RIOHL~HEBERR<
SRVAMMVIKELK SO SV s” Eiir
A — 18 R SRR R O BRI - B HIR Q B
HOH L NERHIERK-HR—NEOL
ML DROPRO BN — KR
RESGUERIS D KB/ LOm
ELUSSR 0N R HKIE Eg
B QRSO MKE SR~ —%
marginal donor+& @ 5 1° Expanded Criteria
Donor (@ 0A) SVVEWSVERD
QL A—IKIE VI QM O 4°

R SXVEIORW S0 “Expanded
Criteria Donor” ~ 5 » EE {2 4 “ United
Network for Organ Sharing (D ZO®n) &
Scientific Registry for Transplant Recipients (2
KEr) SBKER—aN»PUY (=) KO

Br - REKHeRE R oy Ao

BRUSHV SEIr R~ (N) HH&RH
O—HREOWEL (~) KRRESHnit
e (=) RmhizE S i ANKR I NER
| - HE\BRY (H) EEHOKRYE €
110 S ik €040 | O H T 00 Q A
SRR S

g SRk At clalefal: EX):: SRR N RIS
RO HHnt 2 O QO SEIRIEY
HEOVKEURS” RIERErRHS WO
4% 2 primary non-function (A 2Z ) & REX
S<EZ RN | HE NI -V40
delayed graft function (AU ™) QR
OARRBEURY VIELVEQRV SR W
QN7 MO AKrRIEEQ Ha b0 M-1X v
BII0WRP 50° HY BKORBER~
RA—REREVVLV SOQNRD LRHEV
BRROXRQCEH A~ —RB kY~ — 4
S QbHEQCEIN I NI NER ] - H
PN S HUNRN Y 5001 URBUJN R

ML BRPLOLOA SN QHHR
REMNER QS BENT R0 #4” O
SHVDEERESERIILS S V08"
MO QEIRE QHEERN— 2 EERbED
$$5°
WHmgESmOoAuY #HvRKO
BAHOEI - ~—" SODNHOBRY Wil
HHOBREHR QR EE il HiwE R4
QLA —WQREAQMOAVIEY WeX
LOQEELAR—NNOAVO YV HEEHKEE
HKIHER VEH OEMRDENE L 0L
e N—FBErYODEnoQAVn0ANR
DV e VR R O '
&L RINNEXE N MERVER ORI 1O
OHE-# Y LGHCH | E Rl
PHIEE Y 1) Q0B YRS MR AL H T 40 m
Qi | HOBVvnOQ#E! |1 HEENREQ
S RERQ A Z e Q IR 18 1E Hu ke v
ML RONR REWKCHEECHR
(Immediate function) B O AFrH&K.& O
2% P54 DEX | O E S HiuHibi 1 18
TN RER SR O NE” RER | Ok
Hig 2" «OAQRRK ] - 1 IRVELRN
7O moAfrEn< « HRVERORNM@
O AL SUXFR-WR N Q O 8 (X)°
BHXKVEHSS BEREERIBERNS
Pv' DRHPBRCA—RBEUIALILR
HYE RV B PORIHCHEENS Ik
YA —PKERKVUL ERER 8L
HRWENXRAOLEH— | ORS~Zmtt

227



© 2008 Lippincott Williams & Wilkins

2. Senior P, Paty B, Cockfield S, et al. Protein-
uria developing after clinical islet transplan-
tation resolves with sirolimus withdrawal
and increased tacrolimus dosing. Am [
Transplant 2005; 5: 2318. '

3.  Stephany B, Augustine ], Krishnamurthi V,

et al. Differences in proteinuria and graft
function in de novo sirolimus-based vs. cal-
cineurin inhibitor-based immunosuppres-
sion in live donor kidney transplantation.
Transplantation 2006; 82: 368.

4.  Coombes ], Mreich E, Liddle C, et al. Rapa-

Letters to the Editor 181

mycin worsens renal function and intratu-
bular cast formation in protein overload ne-
phropathy. Kidney Int 2005; 68: 2599.

5. Izzedipe H, Brocheriou I, Frances C. Post-
transplantation proteinuria and sirolimus.
N Engl ] Med 2005; 353: 2088.

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 (I).
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
is applied 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 ISBT 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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@ ~ Tquirements 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

A & kK & & &

Human Cornea

X

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

zs\,

Cryopreserved Cord Blood Stem Cells (unrelated)

hittp.//www.who.inttransplantation/cell tissue/en /

Health Technology Essential

and Pharmaceuticals Health Technologies

& 2
WHOIZkBE MIBIES N2 #HE#(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 prohibited.

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 payment 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-
tions.
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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 twentieth 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 after 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 years.

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, inclustve 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 donorls 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 supplying 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
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-
dures unless they have established that the cells, tissues or organs concerned have not been
obtained through exploitation or coercion of, or payment 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 recipients2 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 levying the fee.
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-
ty 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 risksband facilitate their correctionsbefore they result in actual
harm to donors or recipients.
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REFLECTION DOCUMENT

of the
Zurich Centre for Ethics/ WHO meeting on

s»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 to 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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1. Lack of clear basic definitions in HC/HT transplantation

a. Ownership of the human body, its parts or products is not clearly defined from a
legal, economic, cultural and philosophical perspective.

- In many countries, there are no legal frameworks for HC/HT transplantation.
Existing frameworks are based on a variety of legal definitions of HC/HT in which
tissues may be regarded as organs, specific entities, medical devices or
pharmaceutical products. It is important to consider that legal definitions influence
processing and distribution of HC/HT as well as oversight of activities involving
HC/HT.

- Property rights of HC/HT are inexplicit from a legal perspective. In the deceased in
particular, it is not clear whether the HT belongs to the deceased individual, to his or
her next-of-kin, or to society.

- From an economic perspective, it is unclear at what point the human body is
transformed into a product. When HC/HT products are sold, does this imply the sale
of a good with a certain value? Or rather, is a priceless object associated with
monetary value through investment of other goods and services, the cost of which is
recovered to allow continued supply?

b. The term “donor” is often ambiguous and may refer to either the donor him- or
herself, to his or her legal/nominated representative and/or to the donor’s next-of-kin.
- While the donor him- or herself is able to decide whether they wish to donate tissue
and give informed consent, it is important to acknowledge that in some cases, next-of-
kin may know little or nothing about the donor and his or her wishes. And even if they
know, next-of-kin do not always decide according to the hypothetical will of the
deceased (substituted judgement), but may also take decisions based on their own
interests.

In the following, a broad notion of “donor” as the donor him- or herself, to his or

her legal/nominated representative and/or to his or her next-of-kin is adopted.
2. Donation and procurement of HC/HT
a. Both living and deceased donation of HC/HT should be voluntary and unpaid.

- Because payment for HC/HT donation may unduly induce donors and will likely

result in exploiting or taking of unfair advantage of the vulnerable and poor, donation
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of HC/HT from both live donors and from the deceased should be unpaid. However,
donors may receive compensation for travel expenses, loss of earnings and/or other
expenses actually incurred.

b. The criteria applied in the identification and selection of potential donors should be
made explicit and clearly communicated to the general public

- It is important to note that in today’s practice, potential donors are not only
identified according to medical eligibility: The theoretical number of medically
eligible HC/HT donors by far exceeds the number of people who actually donate. This
can be either due to potential donors declining consent, or to factors other than
medical eligibility that influence donor identification on the part of medical, nursing
and/or tissue procurement personnel. Which additional factors influence donor
identification in practice frequently remains unclear.

- Donor registries may facilitate a more systematic identification of potential donors,
if security and privacy of data can be guaranteed.

¢. Procurement of HC/HT should be coordinated with the procurement of organs, if
applicable.

- When consent has been given for both organ and HT procurement from a deceased
person, priority decisions may be necessary. Should organ or HT procurement have
priority? And should a procured organ be used as an organ for transplantation, if
medically appropriate, or processed into a profitable HT (e.g. processing of heart
valves or the entire heart)? Because the scarcity of organs is more marked than the
scarcity of HT, procurement of organs should be generally prioritized over

procurement of HT for transplantation.

3. Consent for donation of HC/HT

a. Consent for donation is crucial.

- The body of a living person is not a public good, and the remains of a deceased
person are usually not considered a public good either. HC/HT can only be procured
after consent for donation has been given either by the person, his or her
legal/nominated representative or his or her next-of-kin. If informed consent can be
presumed rather than be required as an explicit statement largely depends on public
awareness and individual education about HC/HT transplantation and opting out

procedures.
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- Consent for donation does not justify all clinical practices. In particular, HT
procurement in living donors can inflict irreversible and severe harm on the
individual. Only safe clinical practices that do not cause serious harm to the individual
can be considered for living donation.

- Prior to actual procurement of HT, withdrawal of consent should be possible at any
time. In rare cases such as hematopoeitic stem cell donation, however, withdrawal of
consent may be highly problematic (e.g. when the recipient is already conditioned),
and this should be made clear to the donor.

b. It is a particular challenge to sensitively provide appropriate information on HT
procurement, processing, distribution and transplantation when obtaining informed
consent from relatives in the deceased donor situation.

- HT procurement, processing, distribution and transplantation are complex and
continuously changing procedures, and providing comprehensive information on
current practices does not seem appropriate in a situation of grief. Information should
rather be given with regard to the donor’s informational needs. A sensitive approach
by professionals who are educated to work with the bereaved and are both confident
and comfortable discussing donation with families is crucial for obtaining valid
consent for donation. Follow-up support for the bereaved and their information needs
should be addressed in the consent discussion as well.

- It is particularly controversial whether information relating to profit-making should
be provided. Some suggest a nuanced approach that distinguishes between
involvement of for-profit and not-for-profit organizations in HC/HT processing and/or
distribution. It is important to note that profits can be made in both organizations, but
are then distributed differently. For-profit organizations generally distribute profits
among shareholders while not-for-profit organizations invest surpluses into the
improvement of services (but do not distribute surpluses among stakeholders). It is
reasonable to assume that the public expects not-for-profit organizations to be
involved in HC/HT processing and/or distribution or similar services; however, this is
not the case for for-profit organizations. For this reason some suggest that information
should be provided about involvement of for-profit organizations but can be withheld
when not-for-profit organizations process and/or distribute HC/HT. In any case there
can be no valid consent if the consenting party is deceived or donates under the

assumption of different conditions, e.g. concerning profit-making or access.
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