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Ethics

The fundamental ethical criterion is respect for the human being, to
their inalienable rights, to the person s dignity

t‘f’@v World Health
&89 Organization







V@v World Health
1 9 8 7 9% Organization

WORLD HEALTH ASSEMBLY 40.13

Recognizing the scientific progress achieved in human organ transplants in
many Member States

Concerned at the trade for profit in human organs among living human beings

Affirming that such trade is inconsistent with the most basic human values and
contravenes the Universal Declaration of Human Rights and the spirit of the
WHO Constitution

Commending the measures taken by some Member States to regulate human
organ transplants and their decision to develop a unified legal instrument to
regulate these operations
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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

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




FIFTY-SEVENTH WORLD HEALTH ASSEMBLY WHAS7.18

Agenda item 12.14 22 May 2004

Human organ and tissue transplantation




WHAS57.18

URGES Member States:

(1) to implement effective national oversight of procurement, processing and transplantation
of human cells, tissues and organs, including ensuring accountability for human material for
transplantation and its traceability;

(2) to cooperate in the formulation of recommendations and guidelines to harmonize global
practices in the procurement, processing and transplantation of human cells, tissues and organs,
including development of minimum criteria for suitability of donors of tissues and cells;

(3) to consider setting up ethics commissions to ensure the ethics of cell, tissue and organ
transplantation;

(4) to extend the use of living kidney donations when possible, in addition to donations from
deceased donors;

(5) to take measures to protect the poorest and vulnerable groups from “transplant tourism”
and the sale of tissues and organs, including attention to the wider problem of international
trafficking in human tissues and organs;
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WHO GUIDING PRINCIPLES
ON HUMAN CELL, TISSUE AND ORGAN TRANSPLANTATION'

' As endorsed by the sixty-third World Health Assembly in May 2010, in Resolution WHA63.22
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

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

or s ‘ GP 6 GP 7 GP 8
Maximizing DD Promoting Reasonability Justifiable fees
Protecting LD No advertising | | For transplant origin |
| |
DGP ﬂz] GP 4 GP 9
S Protecting the Equitable allocation
No conflict : !
! 1 ‘ incompetent
GP 1
| Consent DD _
” $ 4 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

GP 1
| Consent DD _

I}

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.

Process

DoNor =y Recipient
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

GP 2
Death
No conflict
|
GP1
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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
Protecting LD I 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; they should be
G P 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 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.

| Consent DD

411 Process o
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AVOID LONG: JERM DIALYSIS COMPLICATIONS !

ASK'YOUR NEPHROLOGIST ~ SEE A TRANSPLANT SURGEON
CALL THE TRANSPILANT COORDINATOR RAMIL - 0922-8739108

y HUMAN ORGAN AND TISSUES FOR TRANSPLANT PROGRAM (HOTTProg)
INTERNATIONAL FOUNDATION FOR ORGAN TRANSPLANT, INC. (92 FORT, Inc.)




Transplant Tourism & Organ trafficking
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Transplant Tourism & Organ trafficking

“Organ trafficking”

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

and/or transplantation outside of the established system

“Transplant tourism”

iInvolves the donor, the recipient or both crossing national

boundaries for the recipient to access a trafficked organ.
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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 trafficking

Home | More news | Business | Sustainable Living ‘ Travel | Arts & Leisure | Opinion | Weekend ‘ Region

NEWS BRIEFS

Costa Rican doctor arrested on suspicion of organ
trafficking

Police have identified three patients who sold organs to the trafficking ring. One donor allegedly
died after the operation

M

POLICIA

0.1J.

Officials from the OlJ search Doctor Francisco José Mora outside his office at Calderon Guardia Hospital
Tuesday moming. Courtesy of the OlJ
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THE WALL STREET JOURNAL

day, March 2

Home World Europe UK. U.S. Business + AETEIE Market Data Tech Life & Cultur

Europe Asia Earnings Economy m Law Autos Management CFO Journal
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China to Stop Harvesting Inmate Organs

[ Article “ Comments (50) ‘

TOP STORES N BUSNESS

Siemens Heirs Ask
for Calm

Brazil's Batista Says -
He'll Rise Again
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By LAURIE BURKITT

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
traffickers to serve those in need of transplants.

Article rank s 16S¢p 2013  Kuwait Times = By Nawara Fattahova

Kuwait takes all steps to prevent
trafficking

A emmms | A

He added that KTS kdney transplants are performed in
Kuwait, while iver transplants are subcontracted to specalsts
in Saudi Arabia. In each case, the donor's family receives

KTS carries out rigorous checks

KUWAIT: A recent report by a leading Kuwaiti newspaper
has highlighted a dramatic increase in street posters solicting compensation from the given country’s Ministry of Health,
illegal donations of blood and Bl Elitd. The posters are found Reiterating his concemns regarding illegal BT ral




WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

Guiding Principle 4

GP 3 No cells, tissues or organs should be removed from the body of a living minor for the purpose of
T transplantation other than narrow exceptions allowed under national law. Specific measures should be
Maximizing DC in place to protect the minor and, wherever possible the minor’s assent should be obtained before

i donation. What is applicable to minors also applies to any legally incompetent person.
Protecting LD I

ClP e GP 4
Death :
: Protecting the
No conflict :
- || - incompetent
GP 1
| Consent DD _
" 6 4 Process
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

5 Free donation and no purchase of human transplant as such,
but cost &expenditures recoveryt
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Maximizing DD Promoting Reasonability Justifiable fees
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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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Transplantation professionals have to be promoters of equity

The Magnificent Seven, John Sturges,1960




Human Cell, Tissue and Organ Transplantation

WHO Guiding Principles on

GP 2
Death
No confllc:t

B
GP 1
| Consent DD

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.

GP 4 GP 9
Protecting the Equitable allocation
incompetent ‘

Process
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Equitable allocation
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Equitable allocation
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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

5 Free donation and no purchase of human transplant as such,
but cost &expenditures recoveryt
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‘ 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 10

High-quality, safe and etficacious 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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WHO Guiding Principles on
Human Cell, Tissue and Organ Transplantation

Guiding Principle 10

High-quality, safe and etficacious 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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A database of all [Y[DES 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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STEM CELLS THERAPY
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Transplantation Progresses on a unsteady scale

Solidarity o
Equity Loss of Dignity
SF@BQQEHS for Dignity M &5 gAY
Eqwty MR ity
e ey Doy Lo BIRIR
Equity Market, inequity

Respects for Dignity .Exploitation
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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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Indian Proverb












