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Pre-amble

The principles underlying the Bill are deeply flawed for two reasons. Firstly the
principle of autonomy is being ignored. It is a lie to claim that deemed consent is a
valid form of consent. Deemed consent is a fictitious phrase that ignores international
conventions around valid consent,

Secondly the principle of involving families/persons in a qualifying relationship in a
soft opt-out system is being ignored. It is a lie to claim that the system in the Bill will
involve families because families will have no right to veto donation which is a core
issue in a soft opt-out system.

Section 2: to promote transplantation

36% of the Welsh population are on the Organ Donation Register (McGlade, 2011)
and an extensive study of more than 46,000 UK hospital deaths found that 59% of
families will agree to the removal of organs and tissues from potential donors (Barber,

2006).

Furthermore the rate of deceased organ donations per million population is higher in
Wales than in the rest of Scotland and Northern Ireland and in some recent years the
rate has been higher than England (McGlade, 2011), Ctucially, overall in the UK the
donation rates are increasing (European Union, 2007, Organ Donation Taskforce,
2011, Organ Donation Taskforce, 2012). International comparisons have identified a
range of factors that influence donation rates including introducing systems of opt-in,
prompted choice, mandated choice and opt-out (Barber, 2006, European Union, 2007,
McGlade, 2011, Wellesley, 2011). Other influences include altering the organisation
and infrastructure of the existing transplant system particularly the approaches to
relatives, taking decisions about different priorities for investment in health care, and
running campaigns to influence underlying public attitudes and awareness (Nuffield
Council on Bioethics, 2011, Organ Donation Taskforce, 2008, Rithalia, 2009,

Simpkin, 2009).
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The weight of evidence supports improving the opt-in system (National Institute for
Health and Clinical Excellence, 2011). Instead of moving to an opt-out system the
Welsh Assembly Government should have made a policy decision to improve the opt-
in system based on sound ethical principles, respecting Human Rights, and showing
consistency with the expertise of the UK Organ Donation Taskforce (Organ Donation

Taskforce, 2008).
Sections 3 to 8: authorisation of transplantation activities and consent

Deemed consent and presumed consent (Erin, 1999) are equally fictitious phrases and
the Welsh Assembly Government has no right to presume it can disregard an
individual’s autonomy, ignore the law surrounding valid consent, and take an
individual’s organs and tissues without express consent.

The safeguard that families/people in qualifying relationships could provide
information that the deceased did not consent is meaningless when the deemed
consent process is spurious. Also, clinical staff under pressure from managers will be
able to ignore the families’ information and wishes by citing the law created by the
Welsh Assembly Government. In the Bill there is no right by a person in a qualifying
relationship to veto donation which is a core issue in a soft opt-out system (Nuffield

Council on Bioethics, 2011).
Barriers to implementation and unintended consequences of the Act

Barrier to implementation from fear of breaching Human Rights legislation: patients
admitted to hospital expect doctors and other health care staff to respect the ethical
principles of autonomy and beneficence. Also, the European Convention on Human
Rights, Article 8, states that everyone has the right to respect for their private life so
taking their organs and tissues without explicit consent would breach that Human

Right.

Bartier to implementation from errors in identifying that a person has opted-out: even
in an organisation as committed to helping people as the NHS, mistakes can occur, for
example, prescribing errors including the wrong drug, wrong dose and wrong patient
(Dornan, 2009), and wrong patient and wrong site errors for procedures carried out by
physician and surgeons (Stahel, 2010). Telephoning the duty officer at the NHS Blood
and Transplant service (Explanatory Memorandum paragraph 185) is highly
inadequate for exchanging such important information. It is therefore likely that
although a person has opted-out, a mistake would be made and their body would be
used for the removal of “any relevant material” (Bill section 3). Consequently there
would be legal claims for compensation and criminal prosecutions of clinicians and

other health care staff.
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Unintended consequence due to adverse publicity arising from removing organs and
other materials from a person who had opted-out: it would have a significant
detrimental effect on the willingness of any Welsh resident to donate voluntarily
before death e.g. blood, platelets, bone marrow, as well as after death with a huge
increase in people opting-out as has happened in other countries following this type of

error (Wellesley, 2011).

Unintended consequence amongst the public: the use of deemed consent is highly
likely to provoke anxiety and fear amongst individuals and their families about
admission to hospital and perceptions that their organs will be “taken” (Monaghan,
2012) would lead to feelings of resentment. Overall a reduction in voluntary
donations through informed, expressed consent is likely to occur.

Unintended consequence amongst health care professionals: hospital staff under
pressure from management will face psychological trauma through taking brain stem’
deceased patients for organ removal surgery without the support of the patients’
families (Dominic Bell, 2012). '

Unintended consequence through changes in patient care: it might be the intention
that there will be no official changes in the way patients are cared for, the ways in
which death is confirmed, or the clinical decision making about transplants.

However there are no guarantees that changes will not occur in the new culture of
deemed consent and not respecting the views of the family of a deceased person.
Welsh residents would be viewed on admission to hospital as both patients and
deemed consenters as providers of organs and tissues, clinical teams would
experience pressures to give less consideration to the patient’s wishes and the
families’ wishes and more consideration to the need for organs and tissues. There
could be improved access to intensive care facilities enabling more admissions of
brain stem dead or cardiovascular dead patients whose organs and tissues could be

removed.

Conclusion

If the Bill is enacted then it will represents a costly and dangerous experiment by the
Welsh Assembly Government using Welsh residents as the subjects in that
experiment.

The policy is deeply flawed in ethical terms and in terms of the weaknesses of the
evidence to support it.

There is a high risk that the current progress in donation rates will be halted or
reversed due to resentment against unethical government interference, failure to
obtain informed consent, ignoring the wishes of families/people in qualifying
relationships, and forcing health care professionals to consider people under their care
as both patients and potential sources of organs.
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Wales might be able to rely on donations of blood, organs, and other relevant
materials from genuine donors in England, Scotland and Northern Ireland but there
will be delays and supply problems and it will be poor compensation for the damage

that will have been caused.

References

BARBER, K., FALVEY, S., HAMILTON, C., COLLETT, D., RUDGE, C. 2006, Potential for Organ
Donation in the United Kingdom: Audit of Intensive Care Records. BMJ, 332, 1124-1127,

DOMINIC BELL, M. D. 2012.-Consolidate Register with Affirmation from Next of Kin. BMJ, 345, 24,

DORNAN, T., ASHCROFT;, D., HEATHFIELD, H., ET AL. 2009. 4n In-depth Investigation into
Causes of Prescribing Errors. EQUIP Study. [Online]. London: General Medical Council.

Available: http://www.gme-
uk.org/FINAL Report prevalence and_causes of prescribing_errors.pdf 28935150 pdf

[Accessed Jan 8th 2013].
ERIN, C. A,, HARRIS, J. 1999, Presumed Consent or Contracting Out. Journal Medical Ethics, 25,

365-366.
EUROPEAN UNION. 2007. Key Facts and Figures on EU Organ Donation and Transplantation
[Online]. Brussels: Directorate-General for Health and Consumers, Available:

http://ec.europa.eu/health/ph_threats/human_substance/oc_organs/docs/fact_figures.pdf

[Accessed Jan 6th 2012]

MCGLADE, D., RAE, G., MCCLENAHAN, C., PIERSCIONEK, B. 2011. Regional and Tempotal
Variations in Organ Donation across the UK (Secondary Analyses of Databases). BMJ Open
1:¢000055, 1-7.

MONAGHAN, J. 2012. Donation Must Be a Gift. BMJ, 345, 24.

NATIONAL INSTITUTE FOR HEALTH AND CLINICAL EXCELLENCE 2011. Organ Donation
for Transplantation: Improving Donor Identification and Consent Rates for Deceased Organ
Donation. London: NICE,

NUFFIELD COUNCIL ON BIOETHICS 2011, Human Bodies: Donation for Medicine and Research.
London: Nuffield Council on Bioethics.

ORGAN DONATION TASKFORCE. 2008. The Potential Impact of an Opt Out System for Organ
Donation in the UK [Online]. London: Department of Health. Available:
http://www.dh.gov.uk/en/Publicationsandstatistics/Publications/PublicationsPolicyAndGuidan
ce/DH 090312 [Accessed Jan 6th 2012].

ORGAN DONATION TASKFORCE. 2011, Organ Donation and Transplantation Activity in the UK
during the Financial Year from 1 April 2010 to 31 March 2011 [Online]. London: Organ

Donation Taskforce. Available:

http://www.organdonation.nhs. uk/ukt/stanstlcs/transp]ant activity report/current_activity rep
orts/ukt/overview _of organ_donation_and_transplanation.pdf [Accessed Jan 6th 2012].

ORGAN DONATION TASKFORCE. 2012. Organ Donation and Transplantation Activity Report
[Onlme] London: Organ Donatlon Taskforce Avarlable
h

[ukt/actm y_report 2011 12.pdf [Accessed Jan 8th 2013]

RITHALIA, A., MCDAID, C.,, SUEKARRAN, S., MYERS, L., SOWDEN, A. 2009. Impact of
Presumed Consent for Organ Donation on Donation Rates a Systematic Review, BMJ, 339,

a3162.
SIMPKIN, A. L., ROBERTSON, L, C., BARBER, V. S., DUNCAN YOUNG, J. 2009. Modifiable

Factors Influencing Relatives' Decision to Offer Organ Donation: Systematic Review BMJ,
339, b991. ‘

STAHEL, P. F., SABEL, A. L., VICTOROFF, M. S., ET AL. 2010. Wrong-site and Wrong-patient.
Procedures in the Universal Protocol Era. Archives of Surgery, 145, 978-984,

WELLESLEY, H. 2011. A Nudge in the Right Direction for Organ Donation - but is it Enough? BMJ,

343, 778-779.

_Robbé_NAW_HSCC.pdf 4





