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Ethics

The fundamental ethical criterion is respect for the human being, to
their inalienable rights, to the person’s dignity
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WORLD HEALTH ASSEMBLY 40.13

REQUESTS the Director-General:

1. To study, In collaboration with other organizations
concerned, the possibility of developing appropriate

guiding principles for human transplants

To report to the Health Assembly on the action taken in this
regard.

’;

‘\@‘ World Health Health Systems Patient Safety
bll/ Organization and Innovation Programme




WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

P 5 Free donation and no purchase of human transplant as such,
but cost &expenditures recoveryt

GP 3

L GP 6 GP 7 GP 8
Maximizing DD

Promoting Reasonability Justifiable fees
Protecting LD No advertising | | For transplant origin

GP 2
Death
No conflict

GP 4 GP 9
Protecting the Equitable allocation

1 ! incompetent
GP 1
Consent DD

l b4 Process

’ GP 10 Monitoring long term outcomes. Quality and safety of procedures and products |

’ GP 11 Transparency, openness to scrutiny, anonymity |
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

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.

Commentary on Guiding Principle 1

Consent is the ethical cornerstone of all medical interventions. National authorities are responsible for
defining the process of obtaining and recording consent for cell, tissue and organ donation in the light
of international ethical standards, the manner in which organ procurement is organized in their country,
and the practical role of consent as a safeguard against abuses and safety breaches.
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

GP 2
Death
No conflict
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GP 1
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

Guiding Principle 3

Donation from deceased persons should be developed to its maximum therapeutic potential, but adult
GP 3 living persons may donate organs as permitted by domestic regulations. In general living donors

L. should be genetically, legally or emotionally related to their recipients.
Maximizing DD

Live donations are acceptable when the donor’s informed and voluntary consent is obtained, when
PrOteCti n g LD professional care of donors is ensured and follow-up is well organized, and when selection criteria_x 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; they should be
GP 2 legally competent and capable of weighing the information; and they should be acting willingly, free
of any undue influence or coercion.
Death

No conflict Commentary on Guiding Principle 3

| I The Principle emphasizes the importance both of taking the legal and logistical steps needed to develop
deceased donor programmes where these do not exist and of making existing programmes as effective
G P 1 and efficient as possible.
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Transplant Tourism & Organ ftrafficking
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Transplant Tourism & Organ trafficking

“Organ trafficking”

v financial gain on the organ,tissue or cell as such
v and/or lack of consent of the donor

v and/or transplantation outside of the established system

“Transplant tourism”

Involves the donor, the recipient or both crossing national

boundaries for the recipient to access a trafficked organ.
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The Declaration of Istanbul
on Organ Trafficking and Transplant Tourism

Participants in the Internadonal Summit on Transplant Tourism and Organ Trafficking
convenad by The Transplantation Society and International Society of Nephrology
in Istanbwl, Turkey, April 30-May 2, 2008

Preamble

Crgan transplantation, one of the medical miracles of the twentieth century, has prolonged and
improved the lives of hundreds of thousands of patients worldwide. The many great scientific
and clinical advances of dedicated health professionals, as well as countless acts of generosity
by organ donors and their families, have made transplantation not only & ife-saving therapy
but a shining symbal of human solidarity. Yet these accompiishments have besn tamished by
numersus repors of mafficking in human beings who are wsed as sources of organs and of
patient-towrists from rich countries whi travel abroad to purchase organs from poor people. In
2004, the Waorld Health Organization, called on member states "o take measures to protect
the poorest and vulneralbde groups from transplant tourism and the sabe of Gssues and organs,
including atiention to the wider problem of inkemational Fafficking m human Gssues and
organs (1).

To address the urgent and growing problems of ongan sales, transplant towssm and trafficking
in organ donors in e contest of the global shortage of organs. a Summit Meeting of more
than 150 representatves of scientific and medical bodies from around the world, govemment
officials, sodal scientists, and ethicists, was held n Istanbul from Agril 30 to May 2, 2008,
Preparatory work for the meeting was underiaken by a Stesring Committes convened by The
Transplantation Society (TTS) and the Intemational Society of Nephrodogy (ISM) in Dubkai in
December 2007. That commitiee's draft declaration was widsely circulated and then revised in
light of the comments received. At the Swemmit, the revised draft was reviewsd by working
groups and finalized in plenary deliberations.




Resolution WHA 57.18 and WHA 63.22 endorsing the WHO
Guiding Principles for human cell, tissue and organ transplantation
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Transplant Tourism & Organ ftrafficking

S ticoEgimes. me THE WAL STREET JOURNAL e
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Costa Rican doctor arrested on suspicion of organ ﬁ?ﬁﬂgﬁiﬁzﬁi‘fa‘s e ook
Knocks

trafficking
HEALTH INDUSTRY

Police have identified three patients who sold organs to the trafficking ring. One donor allegedly Chil’l a t 0 St Op H arve Stil’l g Inm at e Or g ans

died after the operation
Article Comments (50)
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By LAURIE BURKITT
P OL‘C l A BEWING—China officials plan to phase out organ harvesting of death—row inmates, a
move to overhaul a transplant system that has for years relied on prisoners and organ
0 i J traffickers to serve those in need of transplants.

Article rank sus 16 Sep 2013 Kuwait Times By Nawara Fattahova

Kuwalt takes all steps to prevent |

N

Officials from the OlJ search Doctor Francisco José Mora outside his office at Calderén Guardia Hospital

Tuesday morning. Courtesy of the OlJ KTS carries out rigorous checks He added that KTS kdney transplants are performed in
Kuwait, while liver transplants are subcontracted to specialists
KUWAIT: A recent report by 3 leading Kuwaiti newspaper in Saudi Arabia. In each case, the donor’s family receives
has highlighted a dramatic increase in street posters solicating compensation from the given country’s Ministry of Health,
illegal donations of blood and IR Eirl. The posters are found Reiterating his concerns regarding illegal NGl
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

GP 3
Maximizing DC

Protecting LD |

Guiding Principle 4

No cells, tissues or organs should be removed from the body of a living minor for the purpose of
transplantation other than narrow 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.
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

P 5 Free donation and no purchase of human transplant as such,
but cost &expenditures recoveryt

GP 3

L GP 6 GP 7 GP 8
Maximizing DD

Promoting Reasonability Justifiable fees
Protecting LD No advertising | | For transplant origin

GP 2
Death
No conflict
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WHO Guiding Principles on

Human Cell, Tissue and Organ Transplantation
Guiding Principle 5

Cells, tissues and organs should only be donated freely, without any monetary payment or other
reward of monetary value. Purchasing, or offering to purchase, cells, tissues or organs for
transplantation, or their sale by living persons 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.

Guiding Principle 6

Promotion of altruistic donation of human cells, tissues or organs by means of advertisement or public
appeal may be undertaken in accordance 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 individuals or to third parties

should also be prohibited.
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

Guiding Principle 7

Physicians and other health professionals should not engage in transplantation procedures, and health
insurers and other payers should not cover such procedures, if the cells, tissues or organs concerned

have 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 health care facilities and professionals involved in cell, tissue or organ procurement and

transplantation procedures should be prohibited from receiving any payment that exceeds the
justifiable fee for the services rendered.
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WORLD HEALTH ASSEMBLY 63.22

To oppose the seeking of financial gain or comparable advantage
In transactions involving human body parts, organ trafficking and
transplant tourism, including by encouraging healthcare
professionals to notify relevant authorities when they become

aware of such practices in accordance with national capacities and
legislation;
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

Guiding Principle 9

The allocation of organs, cells and tissues should be guided by clinical criteria and ethical norms, not
financial or other considerations. Allocation rules, defined by appropriately constituted committees,
should be equitable, externally justified, and transparent.

DGP tﬁ GP 4 GP 9
cath Protecting the Equitable allocation
No conflict , | !
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Equitable allocation

CHINADAILY

Home China us World Business Sports Travel Life Culture Entertainment

China Politics | Socie Science-Tech | Peopl China Scene

__CHINADA

NOW EVAILABLE 0

China / Society

Transplant system will 'ensure fair allocation'

Updated: 2013-04-12 00:42
By Shan Juan (China Daily)

S Pint [ Mal o8 Large Medium Smal

Computer to prioritize patients according to their medical needs

The top health authority is set o issue a regulation ordering mandatory use of a computerized
organ allocation system by hospitals in a bid to ensure transparent and fair allocation of organ
donations, according to a senior official.

Huang Jiefu, former vice-minister of health, told China Daily in an exclusive interview that the
regulation will enhance the efficiency of organ sharing and save more needy patients' lives.

Huang, head of the organ transplant committee of the National Health and Family Planning
Commission, made the comments in response to concerns over fairess after reports said that
only one-third of the nation's public organ donations had been allocated by the system.

"Organ allocation is in fact life allocation, and people won't donate without fair practices," he
said.

Wang Haibo, director of the China Organ Transplant Response System Research Center at the

University of Hong Kong, said the policy was developed after research based on dozens of
countries' allocation policies and several discussions with Chinese experis and officials

World Health
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INSIGHT & R ——
OPINION (SCMP) South ChinaMorning Post

MON Sep 16, 2013 Updated: 8:37pm

Business Comment w Lifestyle Sport Property

Home » Comment » Insight & Opinion Trending XiJinping Mo Yan JackMa

@ COMMENT * INSIGHT & OPINION * LEADER

China's computerised organ transplant system is
step forward

SCMP Editorial Monday, 26 August, 2013, 4:.04am
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

P 5 Free donation and no purchase of human transplant as such,
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

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, tissues and organs for transplantation, as
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.

Guiding Principle 11

The organization and execution of donation and transplantation activities, as well as their clinical
results, must be transparent and open to scrutiny, while ensuring that the personal anonymity and
privacy of donors and recipients are always protected.
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hitp://www.transplant-observatory.org

In collaboration with

World Health

Donation & Transplantation Organization

African  Americas  Eastern Mediterranean Europe  South-East Asia  Western Pacific  Search

GLOBAL OBSERVATORY ON DONATION AND TRANSPLANTATION

Global Observatory on
Donation and Transplantation

About us
Global Transplant Information
Facts

Organizational and legal aspects
Charts and Tables

Global Transplant Data

Data Reports

puoiogy

Uses of Data

EnterinE Data

Events
Press releases

Promoting Donation
RCUVITIES and Media Campaigns
Library

Legal documents, guidelines and

National Transplant Organization
Transplant societies
Journals
Information about Transplant
Registries

Other

|
RCIDT - Iberoamerican Council Last global news
of Donation and Transplantation

“ A Turkmenistan adopts regulations in organ transplantaticn field. August 2013
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

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, tissues and organs for transplantation, as
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.

Guiding Principle 11

The organization and execution of donation and transplantation activities, as well as their clinical
results, must be transparent and open to scrutiny, while ensuring that the personal anonymity and
privacy of donors and recipients are always protected.
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The Global Vigilance and Surveillance Dat vlantation and Assisted Reproduction

« A database of all types of severe adverse events and reactions that have

been reported arising from procurement and processing to clinical application of
cells, tissues and organs for transplantation as well as of medical products of

human origin used in assisted reproduction technologies.

1. A reference for professionals focused on diagnostic and investigation
2. but also providing evidence for donor selection,
3. A source of information for candidate recipients and living donors

4. A database for further study
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Global Vigilance and Surveillance Database for Trans nd Assisted Reproduction

Objective: communicating vigilance information as widely
as possible in the interests of improving the safety of MPHO
worldwide

v' More than 900 documented case types can be searched in a structured
way by organ, tissue or cell type and/or incident type

® associated bibliographic references and expert analyses.
v' Reactions

" |nfectious transmissions of all types, malignancy transmissions, and
genetic transmissions to transplant recipients and to the offspring of
children born from donated gametes.

v Events

® caused by process failures and reactions in living donors
v’ Site and search tools publicly available (without username and password)
v' Language specific interface in Regions.
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Red / Consejo
Iberoamericano de
Donacion y Trasplante

_Repuablica Dominicana
ST - puerto Rico

Ameérica Latina
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Red / Consejo
Iberoamericano de
Donaciéon y Trasplante

Red / Consejo
’]beroamericano de

Donacién y Trasplante

RESQLUCION CD49.R18. 1S Jreteh
MARCOQE POLITICA PARA LA DONACION Donacién y Trasplante
Y EL TRASPLANTE DE ORGANOS HUMANOS

Washington, D.C., EUA, del 28 de septiembre al 2 de octubre de 2009 INTRODUCCION

DECLARACION DE AS
CELULARES SIKCEVIDENCIA DEMOSTRAD

Red / Consejo
’ Iberoamericano de

Donacién y Traspla

‘, had ! Conssio 4a
=lON BREC-RCIDT-2008 (8) Donacién y Trasplante

RECOMENDACION REC-RCIDT=2009 (10)
SOBKE TERAPIA CELULAR

RED/CONSEJO IBEROAMERICANO DE DONACION Y TRASPLANTES

RED/CONSEJO IBEROAMERICANO DE DONACION Y TRASPLANTES
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Legislative framework
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Legislative framework

v General aspects are included in all of
them, but mainly related with organ
transplantation

v HSC donation&transplantation normative
only appear in Argentina, Brazill,
Colombia, Ecuador, Paraguay and Peru

v' Promotion of altruistic donation (according to
P 6) IS only found In Brazil, Colombia,
Ecuador, Panama and Venezuela.



Legislative framework

Principles and rights

v' Autonomy

v" No reward

v Equity

v' Transparency

v Confidentiality



Legislative framework

v Quality process



ORIGINAL ARTICLE

Transmission of Lymphocytic Choriomeningitis
Virus by Organ Transplantation

Staci A. Fischer, M.D., Mary Beth Graham, M.D., Matthew ). Kuehnert, M.D.,
Camille N. Kotton, M.D., Arjun Srinivasan, M.D., Francisco M. Marty, M.D,,
James A. Comer, Ph.D., Jeannette Guarner, M.D.,

Christopher D. Paddock, M.D., M.P.H.T.M., Dawn L. DeMeo, M.D., M.P.H.,
Wun-Ju Shieh, M.D., Ph.D., M.P.H., Bobbie R. Erickson, B.S.,

Utpala Bandy, M.D., M.P.H., Alfred DeMaria, Jr, M.D., Jeffrey P. Davis, M.D.,
Francis L. Delmonico, M.D., Boris Pavlin, M.D., Anna Likos, M.D., M.P.H.,
Martin J. Vincent, Ph.D., Tara K. Sealy, B.S., Cynthia S. Goldsmith, M.S.,
Daniel B. Jernigan, M.D., M.P.H,, Pierre E. Rollin, M.D., Michelle M. Packard, M.P.H,,
Mitesh Patel, B.S., Courtney Rowland, B.S., Rita F. Helfand, M.D.,
Stuart T. Nichol, Ph.D., Jay A. Fishman, M.D., Thomas Ksiazek, DV.M,, Ph.D,,
Sherif R. Zaki, M.D., Ph.D., and the LCMV in Transplant Recipients Investigation Team™*

ABSTRACT

BACKGROUND
In December 2003 and April 2005, signs and symptoms suggestive of infection devel-
oped in two groups of recipients of solid-organ transplants. Each cluster was inves-
tigated because diagnostic evaluatons were unrevealing, and in each a common do-
nor was recognized.

Ehe New Hork Times

nytimes.com

MNovember 13, zoo7

Four Transplant Recipients Contract HI.V.

By DEMISE GRADY

Four transplant recipients in Chicago have contracted H LV, from an ¢
being spread by organ transplants.

The organs alzo gave all four patients hepatitis C, in what health officiz
simultaneously by a transplant.
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The NEW ENGLAND JOURNAL of MEDICINE

SOUNDING BOARD

Informing Candidates for Solid-Organ Transplantation

about Donor Risk Factors

Scott D. Halpern, M.D., Ph.D., Abraham Shaked, M.D., Ph.D., Richard D. Hasz, M.F.S,,
and Arthur L. Caplan, Ph.D.

For the first time in 15 years, there has been doc-
umented transmission of the human immunode-
ficiency virus (HIV) through solid-organ trans-
plantation.t Although transmission of infectious
agents through transplantation is rare, such cases
raise important questions about how informed
consent for transplantation should be obtained
and about the type of resource that transplantable
organs represent.

Among the questions raised are the following:
Should potential recipients be informed about the
general risks associated with transplantation or
those specifically associated with an identified or-
gan? Should the risks engendered by the behavior
of donors be treated differently from those asso-

World Health
Organization

she was harmed by not being notified of the do-
nor’s above-average risk of HIV and, therefore,
was denied the opporruniry to decline the dona-
tion. Her artorney has declared, “it’s up to the pa-
tient . . . to make the decision whether to incur
the risk.”

BEHAVIORAL RISKS AMONG DONORS

A well-known limirarion of the safery of organ
transplantation is that antibody-based tests to de-
tect viruses have poor sensitivity within the first
few weeks after infection.? Although more sensi-
tive nucleic acid—amplification tests are now used
in some regions, even these tests do not fully elim-

Health Systems
and Innovation

Patient Safety
Programme




Legislative framework

v Quality process
v’ Trazability
v" Biovigilance

v Prohibition of trafficking



STEM CELLS THERAPY
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Red / Consejo
- ,Iberoamericano de

Donacién y Trasplante

INTRODUCCION

DECLARACION DE QUITO SOBRE TERAPIAS

CELULARES SIN EVIDENCIA DEMOSTRADA

PREAMBULO te de organos, tejidos y células no haya sido demostrada y

humanas; que no garantice la seguridad

Los Estados Miembros que inte- — Conscientes del incremento en los pacientes;

gran la Red/Consejo Iberoamericano alarmante en los ultimos afios . La condena a la adquisicion
de Donacién y Trasplante (en ade- de los fraudes existentes en el de partes del cuerpo humano
lante “RCIDT™), reunidos en Quito, campo de la terapia celular sin para trasplante donde exista
Ecuador; evidencia cientifica demostra- explotacion de las poblaciones

da, con el consecuente riesgo mas vulnerables, y en donde
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BUSIMESS AND MEDICIMNE

The Business of Stem Cells
Debora Spar, Ph.D.

On February 12, 2004, a team of Korean scientists
made global headlines. Using somatic-cell nuclear
ransfer (therapeutic cloning), they removed the
nucleus of a human egg cell and replaced it with
the genetic material from a single adult cell. They
then stimulated the newly transformed egg cell and
prompted it to begin dividing. Several days later,
they had produced a line of human embryonic stem
cells — the first ever created in a laboratory.
Scientifically, the impact of this procedure was
immense. The Korean team had demonstrated the
practical ability to manufacture stem-cell lines
from scraech. They had shown that itwas physical-
ly possible to grow stem cells from the genetic ma-
terial ofa single person and then — theoretically at
least— to produce other cells or tissues that would
match those of the original donor perfecty. From
these identical matches could come whole new ways
of reating human illness: nerve cells for patents
with Parkinson’s disease, brain cells for patients

M ENGL | MED 351;3 WWW.NEJM.ORG JULY 15, 2004

World Health
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with Alzheimer's disease. Accordingly, the Korean
success was greeted with scientific delight and a
flurry of accelerated research activity. In Canada,
a parliamentary committee voted to legalize the use
of excess embryos for stem-cell research. Sweden
announced that itwould support the cloning ofem-
bryos for therapeutic purposes, the United Kingdom
authorized a private firm to begin deriving embryon-
ic stem cells, and Singapore forged ahead with plans
to spend $300 million on Biopolis, a cutting-ed ge
science park focused on stem-cell technology.

In the United States, by contrast, recent policy
has moved sharply in the opposite direction. Fol-
lowing an August 2001 announcementby President
George W. Bush, federal funding for stem-cell re-
search has been restricted to roughly 19 stem-cell
lines — those created before the President’s an-
nouncement from embryos donated after in vitro
fertilization. No federal funds maybe used to inves-
tigate other lines or o create new ones. Although

211
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. una oportunidad Unica en

Son muchas las ventajas de Criopreservar, entre otras:

+ Mo existe ningdn tipo de problema, ni ético ni para la salud del
bebé o de la madre. La extraccion no interfiere en el cuidado ¢
seguridad de la madre o el recién nacido.

¢ La recoleccidn no afecta ni atenta contra la salud de otra persona.

* Actualmente se estudia la réplica y multiplicacian de células
rmadre,

& Laz rmuestras $& procesan v criopreservan en nuestros laboratorios
de Alernania, al tanto de la dltirma tecnalagia v normas GMP,

& Dizponibilidad inrnediata de |a muestra extraida para su aplicacién
terapéutica,

Las muestras de sangre se preparan segldn las rigurosas normas de la Ley Alemana

del Medicamento, siguiendo los protocolos de actuacidn denominados

GMP*, GMP [Good Manufacturing Practice)

*Standard
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Intracoronary Injection of Mononuclear Bone Marrow Cells
in Acute Myocardial Infarction

Ketil Lunde, M.D., Svein Selheim, M.D., Svend Aakhus, M.D, Ph.D, Harald Arnesen, M.D, Ph.D,,
Michael Abdelnoor, Ph.D), Torstein Egeland, M.D, Ph.D., Enut Endresen, M.D., Ph.D, Arnfinn llebekk, M.D., Ph.D,
Arild Mangschaw, M.D, Ph.D,, Jan G. Fjeld, M.D., Ph.D_, Hans Jergen Smith, M.D_, Ph.D., Eli Taraldsrud, M.D.,
Haakon Kiil Gregaard, M.D., Reidar Bjprmerheim, M.D., Ph.D, Magne Brekke, M.D._, Carl Mdller, M.D.,
Einar Hopp, M.D, Asgrimur Ragnarsson, M_Dx, Jan E. Brinchmann, M.D., Ph.D., and Kolbjern Forfang M.Dv, Ph.D.*

AESTRACT

BACEGROUND
Previous smudies have shown improvement in left venrdowlar fincdon after incra-
ooronary injection of suralogows cells derived from bone marrow (BMC) in the aoure
phase of myocardial infarcdon. We designed a randomized, conmolled tdal w fur
ther imvestgare the effects of this rearmenc.

METHODS
Parients with acure ST-elevadmn myocandizl infarcdon of the zmerior wall treared
with percuraneows coronary inrervention were randomly 2ssigned ro the growp thar
underwent inrracoronary injection of aumlopoes mononwclear BMC or o the concral
groug, in which neicher aspiradion nor sham injecton was performed. Leftvenrricular
funcnon was assessed with the use of decrrocardiogram-gared single phooor- emis-
sion compured comography (SPECT) and echocardiography ar baseline and magneric
resonznce imaging (MRI) 2 o 3 weeks after the infarction. These procedures were
repeared 6 months after the infarcrion. End poines were changes in the leftvenrrioe-
lar gjection fracrion (INVEF), end-diastolic volume, and infarcr size.

RESuLTS

O the 50 parients assigned o rrearment with monomeclear BMC, 47 underwent
inrracoronary njecrion of the cells ar 3 medizn of & days after myocardial nfarcdon.
‘There were 5 padenis in che conmol group. The mean (#500) change in IVEF, mea-
aured with the wse of SPECT, benvean baseline and 6 months after infarcrion for all
patents was 7.6210.4 percencage poins. The effec of BMC mearment on the change
in [¥EF was an increase of (L6 percancage poine (95% confidence interval [C1], —3.4 w0
4.6; P=077) on SPECT, an increase of (L6 percencage point (595% CI —206 w0 38; P=070
o echocardiography, and a decrease of 3.0 percentage points (05% CI, 0.1 wo-6.1;
P=0u054) on MRI. The rwo growps did noc differ significandy in changes in left van-
mricwlar end-dissrolic volume or nfarcr see and had similar raves of adverse events.

COMCLUSIONS
With the methods used, we found no effecrs of inmracoronary injecdon of awmlopoes
monomeclear EMC on global left venrricular funcdon. (ClinicalTrials gov mumber,

WENGLY MED 5513 WWAW NEMLDEG  SERTEMBER 41, Sond

Organizaion

From tha Departments of Cardiclogy
(KL, SA,EE, AR, KF.), NudearMedicine
(1G.F.}, and Fadiclogy .5, EH), and tha
Instibwta of Immunoiogy (T-E, ET., |EB)
Rileshospitalet University Hospital: the
Degartments of Cardiology (5.5, HAL A M,
RB.}, Cardiovasculbar Radinlogy (ML B}, and
Muckar Medicine [C.M.], and the Unit of
Epsdemiology and Bicatatistics, Centar for
Clinica) Research (M), Ulizedl University
Hispital; and tha Instibute for B perimental
Madical Research, University of Oslo L,
HILG ) — all in Oslo. Address reprint re-
quests in Dr. Lunda at $ha Degartmant of
Cardiology, Rkshospitalet University
Hospital, 0027 Osly, Mo , or at ketil,
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*Membars of the Stearing Committee and
tha Dirta and Safioty Mioniboring Board of the
Hutologowrs Stom.Coll Transplantation in
Acute Myocardial Infarchion ASTAMI)
sbudy are listed in the Appendic
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Un tratamiento con células madre permite recuperar la
movilidad a ratas paraliticas

Los investigadores confian en poder iniciar las pruebas con seres humanos en cinco anos

ELPAIS.es - Madrid - 21/08) 2006

Bl

ﬁ World Health Health Systems Patient Safety
2% Organization and Innovation Programme

N




Classement de l'arficle mau | 20 sept. 2013 | Philippines Daily Inquirer | By Tina G. Santos

Stem cell therapy for burns,
not aging, says FDA

000000 = A

STEM cell therapy should only apply to skin grafting for burn patients and not for
anti-aging purposes, according to the Food and Drug Administration (FDA).

"Up to now, there is no evidence that stem cell therapy has anti-aging effects,”
said FDA acting Director General Kenneth Hartigan-Go.

The FDA recognizes only hematopoietic (pertaining to the formation and
development of blood cells) stem cell [EERE e teaea, corneal resurfacing with
limbal stem cells and skin regeneration with epidermal stem cells "as generally
accepted standards of health care.”

Asked if this meant "anti-aging” stem cell therapies would not be allowed in the
Philippines, Go said: "It means that if the health claim is for burn patients,
requirements that need to be submitted—like clinical trial reports—are expected to
be complete, whereas if the claim is for anti-aging, then the requirements may be
more extensive and intensive considenng that products for anti-aging claims are
still controversial.”

Facility accreditation
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Role of Global and Regional Scientific and Professional Societies
In the Global Governance of HSCT

Developing and monitoring global codes of practice about ethical issues

along the Guiding Principles
Promoting global good practice in relation to quality and safety

Advocating for globally harmonized practices such as accreditation and

use of consistent information standards

In collaboration with all stakeholders
Monitoring regional and global access
Monitoring outcome data

Contributing to vigilance and surveillance

- And ensure transparency
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