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The Committee will meet at 10.00 am in the James Clerk Maxwell Room (CR4).
 
1. Human Tissue (Authorisation) (Scotland) Bill: The  Committee  will  take

evidence on the Bill at Stage 1 from—
 

Professor Alison Britton, Convenor to the Society's Health and Medical
Law Committee, the Law Society of Scotland;
 
Dr Emily Postan, Early Career Fellow in Bioethics and Deputy Director,
Mason Institute for Medicine, Life Sciences and the Law, The University of
Edinburgh;
 
Dr Calum MacKellar, Director of Research, the Scottish Council on Human
Bioethics;
 

and then from—
 

Joe FitzPatrick, Minister for Public Health, Sport and Wellbeing, Claire
Tosh, Bill Team, Fern Morris, Bill Team, and Stephanie Virlogeux, Legal
Directorate, Scottish Government.
 

2. Public petitions: The Committee will consider the following petition- PE1477 by
Jamie Rae on behalf of the Throat Cancer Foundation on the gender neutral
Human Papillomavirus vaccination.

 
3. Human Tissue (Authorisation) (Scotland) Bill (in private): The Committee

will consider the evidence heard earlier in the meeting.
 
4. European Union (Withdrawal) Act 2018 (in private): The  Committee  will

consider  a  proposal  by  the  Scottish  Government  to  consent  to  the  UK
Government  legislating  using  the  powers  under  the  Act  in  relation  to  the
following UK statutory instrument proposals—
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The Food and Feed Imports (Amendment) (EU Exit) Regulations 2018;
The Materials and Articles in Contact with Food (Amendment) (EU Exit)
Regulations 2018;
The Sprouts and Seeds (EU Exit) Regulations 2018;
The Animal Feed (Amendment) (EU Exit) Regulations 2018;
The Food Additives, Flavourings, Enzymes and Extraction Solvents
(Amendment) (EU Exit) Regulations 2018.
 

5. Work programme (in private): The Committee will consider its work
programme.
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Clerk to the Health and Sport Committee
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The Scottish Parliament

Edinburgh
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Note by the Clerk HS/S5/18/31/3

Agenda item 2  

Note by the Clerk HS/S5/18/31/4

Agenda item 4  

PRIVATE PAPER HS/S5/18/31/5 (P)

Late Paper (to follow) HS/S5/18/31/6

Agenda item 5  

PRIVATE PAPER HS/S5/18/31/7 (P)

PRIVATE PAPER HS/S5/18/31/8 (P)
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HEALTH AND SPORT COMMITTEE  

HUMAN TISSUE (AUTHORISATION) (SCOTLAND) BILL 

SUBMISSION FROM LAW SOCIETY OF SCOTLAND 

Introduction 

The Law Society of Scotland (the Society) is the professional body for over 11,000 

Scottish solicitors. With our overarching objective of leading legal excellence, we 

strive to excel and to be a world-class professional body, understanding and serving 

the needs of our members and the public. We set and uphold standards to ensure 

the provision of excellent legal services and ensure the public can have confidence 

in Scotland’s legal profession. 

We have a statutory duty to work in the public interest, a duty which we are strongly 

committed to achieving through our work to promote a strong, varied and effective 

legal profession working in the interests of the public and protecting and promoting 

the rule of law. We seek to influence the creation of a fairer and more just society 

through our active engagement with the Scottish and United Kingdom governments, 

parliaments, wider stakeholders and our membership.   

The Health and Medical Law Sub-committee of the Law Society of Scotland 

welcomes the opportunity to consider and respond to the Scottish Government Call 

for Evidence on the Human Tissue (Authorisation) (Scotland) Bill. 

We previously engaged with the Scottish Parliament during the parliamentary 

passage of the Transplantation (authorisation of removal of organs etc.) (Scotland) 

Bill submitting written evidence1 and providing oral evidence2 to the Scottish 

Parliament’s Health and Sport Committee. In March 2017, we submitted a 

consultation response to the Scottish Government consultation: Organ and Tissue 

Donation and Transplantation - increasing numbers of successful donations.3 Our  

1 http://www.lawscot.org.uk/media/604859/hea-transplantation-authorisation-of-removal-of-organs-etc-scotland-bill-final-12-10-
15.pdf
2 http://www.parliament.scot/parliamentarybusiness/report.aspx?r=10247 
3 https://www.lawscot.org.uk/media/9563/hea-organ-and-tissue-donation-and-transplantation-consultation-law-society-of-
scotland-response.pdf 
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response below is consistent with the approach taken in these papers. Finally, we 

have taken advantage of the fact that there is more data now available concerning 

the impact that the introduction of similar legislation has had in Wales. We have also 

made some reference to some recent studies which were not available at the time of 

our previous response in March 2017.   

General comments  

While we generally support the promotion of good public health and health 

equality, we are not in position, nor would it be possible for us to comment on, the 

policy aims of the consultation in its consideration on whether Scotland should move 

to a soft opt-out system for organ donation. However, if a soft opt-out system was to 

be implemented by legislation, this would reverse the law which is currently in place. 

Therefore, two general but recurring themes underpin our responses.  

First, proposals should be clear and transparent in their aims and objectives4. This 

would be the case not only for the Scottish public but for those involved in health 

care practice.  

Second, we suggest that there should be advance publicity which is tailored to meet 

the needs of the diverse groups in our society, be timely and easily accessible. We 

also believe that targeted information should be available for someone considering 

organ donation which would promote reflection and discussion with their family and/ 

or their healthcare professional. We will say more on this in our response to question 

three.   

  

                                                
 

4 The need for clarity and transparency is a recurring theme in many studies to date. See, for example, Welsh Government, (2013) 
‘Soft opt-out system of organ donation: researching the views of Specialist Nurses and Clinical Leads. Research Summary 
46/2013; Irving et al, (2014),’What factors influence people’s decisions to register for organ donation? The results of a nominal 
study group’. Transplant International 27 617-624 
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Specific comments and question responses  

Question 1. What do you think are the key strengths and weaknesses of the 

proposals to introduce 'deemed authorisation' for those who have not made 

their wishes on organ donation known? 

 

Consent/authorisation: In general discussion over different approaches to 

procuring organs and tissues, the focus tends to be upon two legislative regimes: 

‘informed consent’, where an explicit declaration makes the person a potential organ 

donor (as currently operates in Scotland) and ‘presumed or deemed consent’, which 

is the model which is now in operation in Wales, in which an explicit declaration is 

required for not being a potential donor. 5 The English Human Tissue Act 2004 uses 

the word ‘consent’ but its Scottish counterpart the Human Tissue (Scotland) Act 

2006 instead uses the word ‘authorisation’.  

Whist the Human Tissue Authority’s Code of Practice on Consent (para 19) regards 

these as expressions of the same principle, we are not convinced that this is the 

case. Authorisation is about giving permission - it does not mean the same as 

presumed, deemed or implied consent. Some commentators reconcile this by saying 

that, for the purposes of organ donation, authorisation is “used to differentiate the 

process from what may be understood by ‘usual’ consent”.6 But it has been 

recognised that the validity of authorisation does not depend on information being 

given or received.7 We suggest that for consent to be valid, the disclosing and 

importantly, understanding, of information is required before a decision is made8.  

We recognise that the use of the term authorisation is being used in this proposed 

Bill since it flows from the Human Tissue (Scotland) Act 2006. 

In their discussion paper of 2016, the UK Donation Ethics Committee suggested that 

‘authorisation’ brought with it an expectation that if someone expressed wishes about 

                                                
5 Of course, views can be diverse. See for example, Fabre, J (2014) Presumed consent for organ donation clinically 
unnecessary and corrupting influence in medicine and politics. Clinical Medicine . 14 6 567-571. Cf Ugar, Z.B. (2014 Does 
presumed consent save lives? Evidence from Europe.  Available from: https://zbugur.files.wordpress.com/2012/11/presumed-
consent_job-market-paper.pdf [Accessed March 2017] 
6 Vincent A and Logan L. (2012) Consent for organ donation. British Journal of Anaesthesia 108 i80-i87 at p. i80. 
7 Academy of Medical Royal Colleges(UK Donation Ethics Committee) (2016) Involving the Family in Deceased Organ 
donation. At p.22.  Available from: http://www.aomrc.org.uk/publications/reports-guidance/ukdec-reports-and-
guidance/involving-family-deceased-organ-donation-discussion-paper/ [Accessed March 2017]  
8 For further discussion please see- Iltis, A.S. (2015) Organ Donation, Brian Death and the Family: Valid Informed Consent. 
Journal of Law, Medicine and Ethics. 369-382 at p. 369.  
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what should happen to their bodies after death, there is “an expectation that these 

wishes would be respected”.9 If this interpretation was accepted, such expectation 

would need to be balanced against any conflicting views of the family or whether 

proceeding with donation would cause them distress.  

Finally, a brief comment on the application of such terminology to the family. Whilst 

their role is addressed in more detail below, the use of consent and authorisation 

should also be viewed from their perspective. As early as 2003, it was acknowledged 

that whilst families may be prepared to permit the removal or organs and tissue, 

“They do not wish to or do not feel able to participate in a process akin to giving fully 

informed consent to medical treatment in life”10. What this does highlight is the 

importance of a potential donor, where possible, taking steps to ensure that their 

wishes are known.   

The role/wishes of the family  

 
We find this remains an anomalous situation since, at present, there is no legislative 

requirement to ascertain the wishes of the family but, through custom and practice, 

they will normally be consulted and have the potential to veto a decision made by the 

donor. In other words, there are key differences in what is provided by the legislation 

and what is done in practice.   

An international study was undertaken relating to consent systems for deceased 

organ donation.11 The study concluded that where next of kin involvement was 

sought, their views have a larger and more immediate effect than legislative 

changes.12 This was regardless of the type of organ donation model that was 

adopted and whether the views of the potential donor were expressed or unknown.13 

The study notes that:  

                                                
9 Academy of Medical Royal Colleges(UK Donation Ethics Committee) (2016) Involving the Family in Deceased Organ 
donation. At p.22.  Available from: http://www.aomrc.org.uk/publications/reports-guidance/ukdec-reports-and-
guidance/involving-family-deceased-organ-donation-discussion-paper/ [Accessed March 2017] 
10 Brazier, M (2003) Organ retention and return: problems of consent. Journal of Medical Ethics 2003 29 30-33 at p. 30.  
11 Rosenblum, A.M et al. (2012) The authority of next-of- kin in explicit and presumed consent systems for deceased organ 
donation: an analysis of 54 nations. Nephrol Dial Transplant 2012 27: 2533-2546 
12 Rosenblum, A.M et al . (2012)The authority of next-of- kin in explicit and presumed consent systems for deceased organ 
donation: an analysis of 54 nations. Nephrol Dial Transplant 2012 27: 2543 
13 Rosenblum, A.M et al . (2012)The authority of next-of- kin in explicit and presumed consent systems for deceased organ 
donation: an analysis of 54 nations. Nephrol Dial Transplant 2012 27: 2533-2546 at p. 2533 
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“Nineteen out of the 25 nations [interviewed] with presumed consent provide a 

method for individuals to express a wish to be a donor. However, health 

professionals in only 4 of these nations responded that they do not override a 

deceased’s wish because of a family’s objection.”14  

Whilst the views expressed by the potential donor are given priority, in the current 

and possibly future models of organ procurement, family members may be the 

ultimate arbiters of whether or not donation will proceed15. As was acknowledged by 

Dove et al, “There is... significant space for manoeuvring around the letter of the 

law”.16   

Research has shown that health care staff wish explicit guidance to be provided to 

both families and health professionals on the consequences of a soft opt out 

scheme17. The consultation18 makes it clear that families will be consulted and have 

a role, for example, in providing medical history. Having proper communication skills 

is essential. Awareness of the family’s emotional needs, and being able to skilfully 

navigate discussions on difficult issues such as brain stem death or bodily integrity 

may advance a greater understanding from the family of a possible donor of the 

importance of their decision.19 Sharing best practice and looking to the experiences 

of other jurisdictions and international collaboration20 may contribute towards the 

further enhancement of communication between the healthcare professional and the 

family.   

It is suggested that further research is required in Scotland to investigate the 

relationship between family refusal and donation rates.   

Whichever system is in operation, it is right that we evaluate the rights and wrongs of 

countermanding the deceased person’s expressed wishes. Not only can those  

                                                
14 Rosenblum, A.M et al . (2012)The authority of next-of- kin in explicit and presumed consent systems for deceased organ 
donation: an analysis of 54 nations. Nephrol Dial Transplant 2012 27: 2533-2546 at p. 2533 
15 Vincent A and Logan L. (2012) Consent for organ donation. British Journal of Anaesthesia 108 i80-i87 at p. i81. 
16 Dove, E.S. (2015) Elberte v. Latvia:Whose tissue is it anyway-Relational autonomy or the autonomy of relations? Medical 
Law International 15 2-3 77-96 at p.88 
17The need for clarity and transparency is a recurring theme in many studies to date. See, for example, Welsh Government, 
(2013) ‘Soft opt-out system of organ donation: researching the views of Specialist Nurses and Clinical Leads. Research 
Summary 46/2013 at pp3-4; 
18 Scottish Government. Organ and Tissue Donation and Transplantation. A consultation on increasing numbers of successful 
donations. [Accessed Jan- arch 2017] at p13-15. Available from: https://consult.scotland.gov.uk/health-protection/organ-and-
tissue-donation-and-transplantation/supporting_documents/00511160.pdf 
19 Ghorbani, F et al (2011) Causes of Family Refusal for Organ Donation. Transplantation Proceedings 43 405-406.  
20 For a comprehensive discussion on successful international collaboration please see- Mulvania, P. et al (2014) Successful 
International Collaboration Improves family Donation Conversations resulting in Increased Organ Donation. Transplantation 
Proceedings 2058-2065. 
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wishes be overruled by the current system, but also the refusal of transplant denies 

another person the possibility of receiving an organ. Thus, we are placing the rights 

of the relative far above the integrity of the deceased and the need of a possible 

recipient.21 The last autonomous wish of the donor is potentially being thwarted 

simply because he or she is in no position to object.22 

 

The Royal College of Physicians Edinburgh has made the point that, in practice, 

consent for organ donation is sought from the next of kin and approximately 40% of 

families approached refuse consent. They argue that where the deceased was on 

the Organ Donation Register (ODR) the next of kin is less likely to refuse consent - in 

only 10% of cases, compared to 50% where the deceased was not on the ODR.23 A 

recent study24 confirms that a donor’s preference to donate was deemed more 

powerful as the donor had taken a positive step to make their preferences known 

compared an opt out system where registration is automatic.  
 
An awareness of the discussion and application of what is termed ‘relational’ 

autonomy25 may also be helpful. Relational autonomy is not a recent concept in 

healthcare decision-making and arguably sits alongside the notion of the donor’s 

consent. It provides a concept of close relations as shared decision makers.26 The 

close relationships and experiences that have been shared by the recently deceased 

and now potential donor and family give rise to this special claim27.   

Human Rights  

This leads us on to a final observation. We note that the Bill makes no reference to 

possible rights of individual family members under the European Convention on 

Human Rights. Two cases are highly relevant here - Petrova v Latvia in 2014 where 

it was argued that a lack of clarity in Latvian law about whether there was an 
                                                
21 Royal College of Practitioners ‘Organ Donation an Outline for General Practitioners’ Available from : 
http://www.rcgp.org.uk/policy/rcgp-policy-areas/organ-donation.aspx [Accessed February 28 2018] 
22J K Mason and R A McCall Smith (1994) Law and Medical Ethics [10th edition Oxford publishing] p304 
23 Royal College of Physicians of Edinburgh, (RCPE)R 432. Found in Summary of Consultation Responses. 
24 Osman M, (2018) Opt-out organ donation register unlikely to increase number of donations. Public release. Available from: 
https://www.eurekalert.org/pub_releases/2018-08/qmuo-ood081418.php [Accessed August 20 2018] 
25 Dove, E.S. (2015) Elberte v. Latvia:Whose tissue is it anyway-Relational autonomy or the autonomy of relations? Medical 
Law International 15 2-3 77-96 
26 Johnston Y (2017) Donation decisions after death: The case for a family veto. Ethics, Medicine and Public Health 3 486-492 
at p.490 
27 This is explained more fully in Johnston Y (2017) Donation decisions after death: The case for a family veto. Ethics, Medicine 
and Public Health 3 486-492 at p.490 
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obligation to inform or gain consent from close relatives prior to removing tissue or 

organs was a violation of Article 828 and Elberte v Latvia29 in 2015.  

Mrs Elberte’s husband died in a car accident. During forensic medical examination, it 

was noted that he had no stamp on his passport which would have indicated an 

objection to use of his tissues and organs.  Under a state approved agreement, 

these were subsequently used by a pharmaceutical company for use in bio implants. 

Since the tissue had to be used within 24 hours there was only reliance on the 

passport to ascertain the wishes of the deceased and no attempt was made to 

contact relatives. Mrs Elberte was only made aware of the circumstances around this 

donation some two years later following a criminal investigation. The question was 

whether there was an obligation to inform the deceased’s relatives and ascertain 

their wishes. The court found a violation of Mrs Elbert’s right to privacy under Article 

8. They also found that she had suffered degrading treatment under Article 3 due to 

the removal of her husband’s tissues.30 Given what we noted above about relational 

autonomy, it was interesting to note that this case was not decided on the basis of 

family life protections under Article 8 but the focus instead on a private life31.  

We suggest that the proposed Bill is considered in the light of the outcome of these 

cases32.      

 
Question 2. What do you think are the key strengths and weaknesses of the 

plans for authorisation of pre-death procedures? 

 
General Comments: 

It is understood that pre-death procedure (PDP) provisions will not be prescribed 

until deemed authorisation has come in to force, thus the current way of managing 

pre-death procedures for organ donation would remain the same until that time.  

                                                
28 Application no.4605/05 [2014] ECHR 805  
29 Application no. 62143/08 [2015] ECHR 1 
30 Neethu R (2016) ELBERTE v LATVIA: The To be or not to be question of Consent . Medical Law Review, Volume 25, 3, 1 
August 2017, Pages 484–493 
31 Dove ES (2015) Elberte v Latvia:a curious case of tissue, relatives and the ‘right to private life’ The Motley Coat Blog of the 
Mason Institute. Available from:http://masoninstitute.blogspot.com/2015/02/elberte-v-latvia-curious-case-of-tissue.html 
[Accessed August 25 2018] 
32 Tickell A. (2017) ‘In accordance with the law: Is Scottish organ donation law ECHR compatible?  Available from: 
https://www.academia.edu/31856953/Scottish_Government_consultation_response_In_accordance_with_law_Is_Scottish_org
an_donation_law_ECHR_compatible [Accessed August 14 2018] 
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Although the Bill sets out that deemed authorisation will not come into force in the 

context of PDP’s until the legislation has passed, it would be worthwhile articulating 

this in the policy memorandum for coherency.  

The Bill defines pre-death procedures (PDP’s) as a medical procedure which is (a) 

carried out on a person for the purpose of increasing the likelihood of successful 

transplantation of a part of the person‘s body after the person‘s death, and (b) which 

is not for the primary purpose of safeguarding or promoting the physical or mental 

health of the person.33 

Careful consideration must be given to process and ethics otherwise this may be 

perceived as contradictory to the Hippocratic Oath, where the first consideration is 

for the health and wellbeing of the patient.34 

The Bill distinguishes between two types of PDP’s, type A and type B procedures.35 

Type A are described as ‘routine’36 procedures and type B as ‘procedures which 

could be carried out, including the administration of some forms of medication, but 

they may not be of a type where people would assume that they are consenting to 

them by simply authorising donation’.37  

Type A procedures will be prescribed by Scottish Ministers in secondary legislation, 

after consultation, to allow the list to fully reflect current practice. Type B procedures 

will also be set out in secondary legislation after consultation alongside information 

on how they may be authorised, and safeguards over and above those which will 

apply to type A procedures. However, it would be helpful if the official documents 

gave examples of what draft orders may contain and examples must be clearly 

communicated to the public as part of the wider education campaign.  

                                                
33 Human Tissue (Authorisation) (Scotland) Bill, Chapter 5, s 22 Pre-death procedures relating to transplantation. S. 16 A 
Meaning of “pre-death procedure”, “Type A procedure” and “Type B procedure” 
34 Parsa-Parsi RW. The Revised Declaration of Geneva A Modern-Day Physician’s Pledge. JAMA.2017;318(20):1971–
1972.See https://jamanetwork.com/journals/jama/fullarticle/2658261   
35 Chapter 5, Pre-death procedures relating to transplantation, s 22  
36 Human Tissue (Authorisation) (Scotland) Bill (SP Bill 32). Policy Memorandum document. Types of procedures, Type A 
procedures, s 125 
37 ibid s 126  
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Observations on plans for authorisation for PDP’s are limited until the consultation is 

complete but we acknowledge that authorisation for PDP’s is in line with the general 

principles of the Bill.38 

Authorisation by relatives:  
 

As with organ donation generally, as set out above, similar concerns arise regarding 

relatives authorising PDP’s.   

 

Paragraph 122 of the policy memorandum states: 

“The Bill not only provides that authorisation for procedures may be deemed where 

authorisation for donation for transplantation is deemed, it will also make clear that 

authorisation for procedures can also be deemed where express authorisation for 

donation has been given. It will also allow a person to expressly authorise the 

procedures. A nearest relative or person with PRRs (or other person in a common 

calamity) who is entitled to authorise donation in respect of a child will also be able to 

authorise procedures, but only if the person is satisfied that it would not be contrary 

to the individual’s previous wishes.”  

Thus relatives can authorise PDP's to take place but it is not clear if they can refuse 

to authorise. Is this at odds with the Bill’s proposals to disallow family refusal if it was 

known that the person would have been happy to donate? If families cannot refuse 

PDP’s from taking place then this should be stated in the official documents.  

Scottish ministers are to consult persons they consider appropriate before laying 

draft regulations on PDP’s before the Scottish Parliament.39 The medical 

profession’s opinion on PDP’s will be paramount in helping to inform what constitutes 

lists of type A and B procedures and full engagement with their views is necessary 

for a thorough consultation. We look forward to ministers prescribing more 

information on what constitutes type A and type B procedures as currently the only  

                                                
38 Namely expressly authorised by the person, authorised by a nearest relative (adult) or person with PRRs (child). It is also 
authorised where there is in place an express authorisation for donation by an adult or an authorisation by a child aged 12 or 
over, or in the case of an adult where authorisation for transplantation is deemed (under section 6D). See section 16 of the Bill 
for more information 
39 Under subsection 1 Scottish Ministers duties are prescribed. See also s16 B (3) and 16 C (4) 
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document providing examples of each is the policy memorandum.40 It would have 

been helpful to include these in the explanatory notes.  

 

It is the duty of ministers to promote PDP’s as part of the awareness campaigns. 

Much information is available on organ donation and the benefits of this but 

information on PDP’s has to date been less prominent in the literature. A concerted 

effort must be made to inform the public about PDP’s, as whilst many are supportive 

of organ donation itself, there may be a lack of information regarding PDP’s getting 

through to the general public.  

 

Paragraph 121 of the policy memorandum states that responses to the consultation 

suggest that many people may be happy to donate their organs without giving an 

express authorisation, and that they apply the same principle to routine procedures 

which are necessary to ensure successful transplantation – particularly as without 

certain tests donation is unlikely to be able to proceed. Section 131 of the policy 

memorandum states that a significant majority of respondents thought that the 

common tests (type A) should be able to be carried out on potential donors. A 

similarly high number of respondents also thought that medication could be given to 

patients in certain circumstances (type B) to improve the chance of successful 

donation and transplantation. It is clear that type B procedures do not solely 

constitute medication being given and it is argued that until ministers produce a list of 

type B procedures, including but not solely giving medication, it cannot be stated with 

accuracy that the public support this.  

 

We note that flexibility must be built in to this process to keep pace with medical 

advancements and provision should be made for this in statute. 

 

There are various procedures already in place to increase the chances of successful 

organ donation, examples include patient assessments by Specialist Nurse - Organ 

Donation (SNOD’s).41 Seeking feedback on how effectively these current procedures  

                                                
40 Human Tissue (Authorisation) (Scotland) Bill, Policy Memorandum. Chapter 5 – Pre-death procedures relating to 
transplantation. See s 112-114 
http://www.parliament.scot/Human%20Tissue%20(Authorisation)%20(Scotland)%20Bill/SPBill32PMS052018.pdf  
41 NHS Blood and Transplant. ODT Clinical. Patient (Potential Donor) Assessment. See: https://www.odt.nhs.uk/odt-structures-
and-standards/organ-donation-retrieval-and-transplantation-teams/patient-potential-donor-assessment/  
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are working would be beneficial as part of an overall review of the organ donation 

process.  

 

Strengths: 

• We know that timing is crucial if a transplant is to be successful. In the past 

this has hindered progress because of the bureaucracy of the procedures for 

consent etc. have held up the process. Teaming PDP’s with deemed 

authorisation may increase the likelihood of a successful transplant by making 

the process more efficient.  

 

• PDP’s taking place prior to death gives the person and family time to consider 

their wishes, which is especially important when working from a position of 

deemed authorisation. The person can then decide to explicitly consent or 

refuse. This in turn means medical staff have concrete assertions on how to 

proceed post death and the likelihood of the person’s wishes being respected 

are increased.  

 

• Deceased donations come from individuals who have (i) died of circulatory 

death (DCD), where the heart has stopped beating and the organs must be 

removed immediately and quickly transported if there is to be a successful 

transplantation and (ii) donation after death by neurological criteria (DNC) 

(brain stem death).  

 
 

• The circumstances in which a person dies from circulatory death means there 

are significant time constraints and some of the vital tests which are 

necessary to ensure that the organs are likely to be successfully transplanted, 

and are a good match for the transplant recipient, need to be carried out 

shortly before death.  

 

• In the past, most donations proceeded with DNC donors however, there has 

been a significant increase in donors who have donated following circulatory 
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death in recent years42 and if this number is to continue increasing it is vital 

that PDP’s are carried out prior to death. Therefore, the main strength of 

PDP’s is that they will give an increased window of time to prepare for 

donation and start what is a complex process.  

Weaknesses:  
 
• In cases of DCD death, family trauma must be considered as the person is still 

‘alive’ i.e. breathing and warm to touch.43 There are specialist nurses trained to 

help support patients in the intensive care setting but given the current pressures 

on the NHS, if successful donation levels are to increase, staffing levels and 

training must be reflected to support this increase.  

 

• The term ‘pre-death procedures’ may not be the most appropriate, as prior 

assessment arises in the context of living donors too. Presumably living donors 

will continue to be regulated by the provisions of the 2006 Act, but this too should 

be made clearer.  

 

• Discussion focuses around cardiac and brain stem death. It does not consider 

those people who are actively dying, for example of terminal cancer, and take the 

decision to refuse food and fluid with the intention to bring about their death – 

would they be approached regarding PDP’s to expressly consent to or defer until 

death the procedures under deemed authorisation? It is not clear given that the 

first priority of the medical staff is always to save life, as prescribed in the Bill, 

even if that is not the wishes of the patient.  

 

• Timing of authorisation – the wording of the 2006 Act has been replaced with ‘at 

the relevant time’ instead of ‘immediately before death’44 but it is not clear what 

constitutes the ‘relevant time’. The Bill also now refers to the patient’s death 

being ‘imminent’.45 Section 128 also states PDP’s will be discussed when the 

                                                
42 In 2017/18 there were 41 such donors from a total of 102 deceased donors overall 
43 Health Talk. Patient Experiences, Organ Donation, ‘Saying goodbye before organ donation surgery’. See 
http://www.healthtalk.org/peoples-experiences/organ-donation-transplant/organ-donation/saying-goodbye-organ-donation-
surgery 
44 Human Tissue Authorisation Bill PART 3: Authorisation of removal and use of part of body of deceased person, chapter 1, 
timing of authorisation 
45 See for example section 16E ‘Carrying out of Type A and Type B procedures’, subsection 2 and others  

HS/S5/18/31/2

Page 12 of 41



REF NO.  HS/S5/18/HTAS/20 

person is likely to die ‘imminently’. Uniform phraseology must be adopted for 

consistency and ease of understanding.  

 

• Doctor/Patient relationship: PDP conversations are likely to arise when the 

person is facing severe illness or pending death46 and having to consider what 

will be done with one’s body parts may be difficult to comprehend. Often patients 

and families are encouraged to ‘stay positive’ and are hopeful that they will 

continue to live. Could PDP tests and conversations have a negative 

emotional/psychological impact on the patient and family and hinder the doctor-

patient relationship if not approached very sensitively? Could organ donation 

discussions and PDP paperwork be seen as the doctor ‘giving up’ on the patient? 

Might the PDP discussions trigger persons to think that they must be dying, when 

in fact the health care provider may be premature with the discussions? At which 

point PDP’s are discussed must be considered thoroughly but perhaps the best 

alternative is to leave it up to health care provider to use their clinical judgement 

to decide when is appropriate to have this discussion, as part of the ongoing care 

of the patient.  

 

• The policy memorandum references the ‘end of life pathway’47 and how certain 

things would continue to be dealt with under this. However, following the removal 

of the Liverpool Care Pathway in 2013 there are questions as to whether there is 

a regulated end of life pathway to follow.  If so, this should be named explicitly.  

 
• PDP conversations and procedures will be taking place during very emotional 

and trying times for the person. The circumstances surrounding reversal of PDP’s 

should be considered. If the patient decides at the last minute that they do not 

wish to donate, what is in place to circumvent procedures already in place to 

collect organs? Has an individual waiting for an organ transplant been told they 

may receive one as they have a ‘match’ who is actively dying? What if the chain 

                                                
46 S.16E (2) The requirements mentioned in subsection (1)(a) are met if— (a) in the view of the health worker primarily 
responsible for the person’s medical treatment, the person is likely to die imminently (including as a result of the withdrawal of 
life-sustaining treatment) 
47 Section 128. In all cases where pre-death procedures may be undertaken, a decision will have been taken that the person is 
likely to die imminently and that, if the person is receiving life sustaining treatment, this will be withdrawn. This is a familiar part 
of the end of life pathway, and it is only after this point that discussions about donation are carried out.  
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is then broken if the person decides they do not want to donate? The fact that the 

person can change their mind at any time and is not bound by their prior consent 

should be made clear.  

 
 

Question 3 Do you have any other comments to make on the Bill? 
 

The short title of the Bill 

 

We feel that the title of the Bill does not clearly reflect its purpose, which is to effect a 

radical change to the legal basis on which organs can be used for transplantation. 

Such a change has the potential to affect the whole population and so it is 

particularly important to be as transparent as possible to draw the public’s attention 

to the proposed changes. 

 

We recognise that the Bill is designed to make amendments to the Human Tissue 

(Scotland) Act 2006 and the words “Human Tissue” are bound to appear in the title 

to make the link with that Act, but we think that it is unhelpful not to include a 

reference to transplantation in the short title. We note that the long title refers to 

transplantation, but do not feel that this is a sufficient signal to the general public of 

the real nature of the provisions. 

 
 

Ethical Issues: The current system is based upon an altruistic approach and 

research48 shows that the problem is often not a lack of willingness to donate but  

 

rather, a lack of incentive. In other words, it is human nature to procrastinate which 

may mean for some, passively accepting a default position that involves less effort. 

However, consideration should also be given to other influencing factors, for 

example, dignity, fear of clinical neglect, family attitudes, religious belief and grief 

may also influence an individual’s decision as to whether or not they will donate49. 

 

                                                
48 Savage, Michelle,(2015) Organ Transplantation: A Legal and Moral Analysis (2015). Law School Student Scholarship. Paper 
703. [Available from] http://scholarship.shu.edu/student_scholarship/703 Accessed 28 February 2018 
49 Irving M. J et al. (2014) What factors influence people’s decisions to register for organ donation? The results of a nominal 
group study.  Transplant International 27 at p 617 
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The introduction of an opt-out system also raises a wide number of ethical issues 

including the importance of each individual being able to make an autonomous 

decision in relation to organ donation.50  

 

We agree that being made aware of cultural sensitivity to issues such as 

apprehensiveness to discuss death among certain groups or individuals and the 

importance to many of death rituals may improve dialogue regarding organ donation.  

 

More generally, it may also help families understand how their loved one has made 

their decision.  Additionally, having some knowledge of what was important to them 

in shaping their decision may perhaps remove some of the burden of decision-

making from their family.  

 

Finally, gaining a greater understanding about why individuals take the decision that 

they do in relation to organ donation will aid in the development of strategies to 

enhance organ donation.  

 

Existing consent 

 

We also note that the Bill is not clear on what happens in relation to those individuals 

where there is existing and express consent, for example where a person has 

actively registered with the NHS Organ Donor Register. 

 
Evaluating the impact of the opt out approach in Wales: 

We noted in some of our previous submissions51 that it was too early to make any 

observations on the impact of introducing opt out legislation in Wales. Data is now 

becoming steadily available and with it, some insightful commentary. The 

terminology used in Human Transplantation (Wales) Act 2013, is ‘deemed consent’ 

which applies to adults over the age of 18 who have been resident in Wales for a 

                                                
50 Oliver M, et al (2010) Organ donation, transplantation and religion. Nephrology, dialysis, transplantation: Official publication 
of the European dialysis and Transplant Assoc. 26 2 43-444. 
51  https://www.lawscot.org.uk/media/9563/hea-organ-and-tissue-donation-and-transplantation-consultation-law-society-of-
scotland-response.pdf    
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period of 12 months and who have not registered any opinion regarding organ 

donation.52  

Following the introduction of the legislation, the number of organ donors rose higher 

per million population (38.08%) than it did in the UK as a whole (33.93%).53 

However, that does not provide a complete picture as there are also national and 

regional variation rates in donation to consider54. Further study and monitoring of 

jurisdictions that have adopted ‘soft’ opt out legislation is required to develop further 

understanding.  

A number of education initiatives and awareness raising campaigns accompanied 

the introduction of the Welsh legislation. These appear to have been effective, but it 

has been suggested that there they should be subject to a continuous approach55.  

We have noted previously that when legislation has been introduced, it seems to be 

more effective if accompanied by prominent education and public awareness 

campaigns. The debate in how the data should be evaluated since the passing of the 

Welsh legislation continues56 but it is reassuring to see that such studies are being 

rigorously undertaken.  

Brexit and organ donation  

Within the European Union, health policy tends to fall within four themes: 

1. Mobility - including healthcare professionals and EU citizens cross border 

access to healthcare;  

2. Free trade - for example authorisation and regulation of medicines; 

                                                
52 The Human Transplantation (Wales) Act 2013. This would apply to a person who would have been regarded as having the 
capacity to make such a decision . However if the person had appointed someone to make a decision on their behalf credible 
evidence if presented which evidences wishes of the person that they did not wish to donate. see Albertsen, A (2018) Deemed 
consent: assessing the new opt-out approach to organ procurement in Wales. J Med Ethics;44:314–318 at p. 314 Available 
from https://jme.bmj.com/content/medethics/44/5/314.full.pdf [Accessed Aug 26 2018] 
53 Albertsen, A (2018) Deemed consent: assessing the new opt-out approach to organ procurement in Wales. J Med 
Ethics;44:314–318 at p. 314 Available from https://jme.bmj.com/content/medethics/44/5/314.full.pdf [Accessed Aug 26 2018] 
p.316. These figures were taken from NHS Blood and Transplant. Organ donation and transplantation activity report 2014/15, 
2015 & NHS Blood and Transplant. Organ donation and transplantation activity report 2016/17, 2017 
54 Page, N Higgs G, Langford, M (2018), An exploratory analysis of spatial variations in organ donation registration rates in 
Wales prior to the implementation of the Human Transplantation (Wales) Act 2013. Health Place. 2018 Jul;52:18-24 at p.18 
55 Albertsen, A (2018) Deemed consent: assessing the new opt-out approach to organ procurement in Wales. J Med 
Ethics;44:314–318 at p. 314 Available from https://jme.bmj.com/content/medethics/44/5/314.full.pdf [Accessed Aug 26 2018] 
p.317.   
56 Albertsen, A (2018) Assessing deemed consent in Wales - the advantages of a broad difference-in-difference design 
Assessing deemed consent in Wales - the advantages of a broad difference-in-difference design Assessing deemed consent in 
Wales - the advantages of a broad difference-in-difference design. Journal of Medical Ethics. Available from : 
https://jme.bmj.com/content/early/2018/08/02/medethics-2018-105015 [Accessed August 22 2018]   
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3. Research and new technology; 

4. Management and promotion of public health.  

The emphasis here can lean towards policy rather than politics57 but it is yet 

unclear what impact leaving the European Union will have on healthcare policy in 

general and the picture is no more clear in relation to organ donation and 

transplantation. Concerns that have been raised include lengthy passport and 

immigration bureaucracy and the need to strive towards bilateral compliance58. 

Maintaining collaborative and sharing practices in relation to organ donation and 

procurement should remain a priority59.  

                                                
57 For a discussion on these themes, see Chapter 3 of Laurie G.T, Harmon S, H E, Porter G. ( 2016) Mason and McCall Smith’s 
Law and Medical Ethics 10th edition. Oxford: Oxford University Press.  
58 Shapey LM et al(2018) When politics meets science: What impact might Brexit have on organ donation and transplantation in 
the United Kingdom? Clinical Transplantation . Available from: https://onlinelibrary.wiley.com/doi/abs/10.1111/ctr.13299 
 [Accessed August 25 2018] at p.3 
59 For a overview on these issues see Shapey LM et al(2018) When politics meets science: What impact might Brexit have on 
organ donation and transplantation in the United Kingdom? Clinical Transplantation . Available from: 
https://onlinelibrary.wiley.com/doi/abs/10.1111/ctr.13299 
 [Accessed August 25 2018] 
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HEALTH AND SPORT COMMITTEE 

HUMAN TISSUE (AUTHORISATION) (SCOTLAND) BILL  

SUBMISSION FROM: The Mason Institute for Medicine, Life Sciences and the 

Law, University of Edinburgh, School of Law  

The Mason Institute (‘MI’) is an interdisciplinary network aimed at investigating the ethical, 
legal, social and political issues at the interface between medicine, life sciences and the 
law. The MI provides internationally-recognised academic and policy leadership in the 
socio-legal, medical and life science governance, and bioethics fields. 
 
This response is provided in response to the Committee’s call for views on the Human 

Tissue (Authorisation) (Scotland) Bill (‘the Bill’).   We note that the Committee is seeking 
views on the following questions, which we address in turn below: 
 

• What do you think are the key strengths and weaknesses of the proposals to 
introduce 'deemed authorisation' for those who have not made their wishes on organ 
donation known?  

• What do you think are the key strengths and weaknesses of the plans for 
authorisation of pre-death procedures?  

• Do you have any other comments to make on the Bill?  
 
In summary, the MI recognises and supports the policy objectives of the Bill, but 

would emphasise that legislation is but one step towards improving transplantation 

rates, and that a holistic package of measures (both regulatory, social and ethical) 

are necessary to secure these policy objectives. 

 

Consultation questions 

 

What do you think are the key strengths and weaknesses of the proposals to introduce 

'deemed authorisation' for those who have not made their wishes on organ donation 

known?  

 

The MI recognises and supports the policy objectives of the Bill’s proposals on ‘deemed 

authorisation’, in terms of seeking to ensure that those who wish to donate organs are able 

to do so, with the aim of increasing the number of organs available for transplant in 
Scotland. There are a number of routes through which these policy objectives might be 
secured – including mandated choice1 – which have been considered, but discounted in 
                                            
1 Policy memorandum, para 138 
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favour of a soft opt-out system.  We note that these alternatives do not come within the 
ambit of this consultation at present, but would expect their feasibility to be kept under 
review should an evidence base emerge that points towards an alternative approach. 
 
The Policy Memorandum that accompanies the Bill sets out the drivers for this move to a 
soft opt-out system, and the background to the Bill, which we will not repeat in this 
response.  However, from our work in this and related fields, we would highlight the 
following points for consideration by the Committee: 
 
The limits of the law 

 
As has been recognised at Paragraph 30 of the Policy Memorandum, there is limited 
evidence that demonstrates that legislative change alone will increase the available number 
of viable organs.  Evidence from Wales, following their legislated move to a soft opt-out 
system for consent to deceased organ and tissue donation, has not, so far, been 
conclusive, with an insignificant change in the absolute number of ‘donations’.2 
 
Looking further afield to Spain, which is reported to have the world’s highest rate of organ 

donation,3 it has been suggested, perhaps controversially, that the opt-out donation model 
per se is a ‘distraction in the quest for increasing rates of organ donation’.4  In addition to 
points made regarding the profile and availability of potential donors in Spain, as compared 
to the UK, this analysis highlights the role of the ‘transplant coordinator’ role in the Spanish 

system, as well as the crucial role of the family.  We too would emphasise, as has been 
recognised by the Committee, that legislation is but one step towards improving 
transplantation rates, and that a holistic package of measures (both regulatory, social and 
ethical) are necessary to secure the policy objectives of the Bill.  Even within the proposed 
legislation there are still likely to be situations where there is a conflict between the wishes 
of a family member(s) and the deceased (whether this is a registered decision or comes 
within the ambit of a deemed authorisation).  Here it might be evidentially difficult to 
distinguish between cases where there is a family objection as opposed to where the 
deceased has genuinely indicated their wish not to donate (or did wish to donate but had 
since changed their mind).  A holistic package of measures to support the Bill is therefore 
likely to include:  
 

                                            
2 https://gov.wales/docs/dhss/publications/171204organ-donation-annual-report-en.pdf 
3 Fabre, J et al, Presumed consent: a distraction in the quest for increasing rates of organ donation, 
 BMJ 2010;341:c4973, https://www.bmj.com/content/341/bmj.c4973 
4 Ibid. 
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(i) adequate staff provision and training, including dealing with family objection;  
(ii) information campaigns regarding organ donation and the opt-out system, and 

even the possibility of establishing a formal system of transplant coordinators in 
the NHS;  

(iii) The role of transplant coordinators under such a scheme could be to enter open 
dialogue with the family of a patient’s death after they have been informed of the 

death of a loved one and when concerns or objections have been raised. Here, 
the development of appropriate communication skills will be crucial. These should 
extend to all health care professionals charged with informing families about the 
death and raising the spectre of the organ donation model. 
 

While it is accepted that family members would have no legal veto as such, ethics and 
standards of professional conduct require full and proper engagement with relatives and 
their concerns.  
 
Capturing multiple dimensions of impact  

 
The inconclusive evidential position also emphasises the need to ensure rigour in gathering 
evidence of the impact of the Bill, and in keeping its provisions under review.  While caution 
is urged as to the limits of law, we consider that there is some force in mandating evidence 
gathering and evaluation that will contribute to the evidence base in this contested area 
over time and across the country.   
 
In this regard we note, in particular, that in the proposed Bill there is no provision, 
equivalent to that found at Section 2 of the Human Transplantation (Wales) Act, which 
imposes a duty to report to parliament annually.  We would suggest that incorporation of 
such a duty to the Bill would be of benefit, for the reasons set out above, as well as to 
ensure consistency as between the four countries of the UK.  
 
Whether incorporated into legislation, or as a policy measure alongside this, we would also 
urge careful consideration of how the impact of the Act is captured. For example, we would 
expect that this would go beyond quantitative measures of the number of deceased donors 
(although this is clearly important). For example, data collected should include not just 
information about deaths and ‘successful’ rates of donation, but also cases where donation 

was not possible, or objection was raised, and other circumstances in which the model 
might be operating sub-optimally. It is also important that public responses to educational 
activities and information campaigns are captured, and that trends regarding general public 
awareness and support of the opt-out system across Scotland are monitored.     
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What do you think are the key strengths and weaknesses of the plans for authorisation of 

pre-death procedures?  

 
The range of issues the plans for authorisation of pre-death procedures could engage are 
contained within the Policy memorandum, and also duplicate those above, albeit that they 
may be heightened in relation to the sensitive pre-death period. 
 
We would comment in particular in relation to the moment of death which is not, at present, 
defined in statute in the UK.  Guidance can be gleaned from case law, and also from policy 
papers, such as those issued by the Academy of Medical Royal Colleges on ‘An ethical 
framework for donation after confirmation of death using neurological criteria (DBD)’5 and 
‘An ethical framework for controlled donation after circulatory death’.6  While these are 
designed to assist clinicians to make decisions with confidence in the context of donation 
after death (and, by extension, pre-death procedures), it is likely that further support will be 
required alongside the introduction of the Bill. Given our contribution above, there are 
important issues to consider about the timing of information about the opt-out 
model/approaching relatives/engaging open dialogue etc – all relative to the timing of death 
as a matter of clinical assessment. 
 
Do you have any other comments to make on the Bill?  

 
In terms of promoting the Act, we note reference to marketing to specific populations is 
referred to at Paragraph 45 of the Policy Memorandum. We note that this should always be 
underpinned by a strong evidential base, and subject to robust evaluation, to ensure 
effectiveness and reach. More importantly, this should always be carried out with the 
understanding that targeted outreach can result in stigmatisation and discrimination, and 
that any such measure needs to take those unintended consequences into account.   
 

 

                                            
5 http://www.aomrc.org.uk/wp-
content/uploads/2016/07/Ethical_framework_donation_after_confirmation_death_using_neurological_criteria-
2.pdf  
6 http://aomrc.org.uk/wp-content/uploads/2016/04/Ethical_framework_donation_circulatory_death_1211-3.pdf  
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HEALTH AND SPORT COMMITTEE 

HUMAN TISSUE (AUTHORISATION) (SCOTLAND) BILL  

SUBMISSION FROM SCOTTISH COUNCIL ON HUMAN BIOETHICS 

 
Consultation response on behalf of the Scottish Council on Human Bioethics:   
 
The Scottish Council on Human Bioethics (SCHB) is an independent, non-religious 
registered Scottish charity composed of doctors, lawyers, biomedical scientists, ethicists 
and other professionals from disciplines associated with medical ethics.  
The principles to which the Scottish Council on Human Bioethics subscribe are set out 
in the United Nations Universal Declaration of Human Rights which was adopted 
and proclaimed by the UN General Assembly resolution 217A (III) on the 10th of 
December 1948. 
The SCHB’s response can be shared internally with other Scottish Parliament policy 
teams who may be addressing the issues discussed. They may contact the SCHB again 
in the future and the SCHB gives permission to do so.  
The SCHB is very grateful to the Health and Sport Committee of the Scottish Parliament 
for this opportunity to respond to the consultation on the Human Tissue 
(Authorisation) (Scotland) Bill. It welcomes the Committee’s intention to promote 
public consultation, understanding and discussion on this topic. 
 
Executive Summary of the SCHB’s response 
 
The Policy Memorandum of the Human Tissue (Authorisation) (Scotland) Bill 
states that “Scotland currently has what can broadly be described as an opt-in system 
of deceased organ and tissue donation.” Adding: “The Human Tissue (Authorisation) 
(Scotland) Bill will amend the Human Tissue (Scotland) 2006 Act, to supplement 
existing authorisation provisions with the introduction of a soft opt-out system for 
deceased organ and tissue donation.”1 
 
This, however, is a complete misrepresentation and misunderstanding of both the 
current system and of what is being proposed with the Bill. Indeed, Scotland 
already has a form of soft-opt out system under the Human Tissue (Scotland) 
2006 Act.  
Moreover, what is being proposed under the Human Tissue (Authorisation) 
(Scotland) Bill is actually a form of hard opt-out system for the most common 
organs (such as heart, lungs, kidneys, liver, eyes, pancreas) and not a soft opt-
out system where relatives have a final say. 
 
This also means that (1) important parts of the 2017 Scottish Government public 
consultation entitled Organs and Tissue Donation and Transplantation together 
and (2) any other public consultation relating to a soft opt-out system in Scotland 
have now become irrelevant to many parts of the Human Tissue (Authorisation) 
(Scotland) Bill. This is because this Bill actually proposes a hard opt-out system 
for the removal of most organs for transplantation.  
 

                                                           
1Policy Memorandum, Human Tissue (Authorisation) (Scotland) Bill, p. 11, 
http://www.parliament.scot/Human%20Tissue%20(Authorisation)%20(Scotland)%20Bill/SPBill32PMS052018.pdf 
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In order to clarify the confused understanding of the different opt-in and opt-out systems 
in the proposed Bill, the following definitions will be used in the SCHB’s response: 
 
Opt-in systems: Legal systems enabling persons to instruct that their organs be 
removed for transplantation after death (for example, by carrying a donor card, 
informing relatives or joining a register) while the organs from all those, who have not 
left such instructions, cannot be removed. 
These include: 
 
• Soft opt-in systems whereby nearest relatives have a final say as to the removal of 

organs.  
• Hard opt-in systems whereby nearest relatives do not have a final say as to the 

removal of organs.  
 
Opt-out systems: Legal systems enabling persons to instruct that their organs not be 
removed for transplantation after death (for example, by carrying a refusal card, 
informing relatives or joining a register) while the organs from all those, who have not 
left such instructions, can be removed. 
These include: 
 
• Soft opt-out systems whereby nearest relatives have a final say as to the removal 

of organs.2  
• Hard opt-out systems whereby nearest relatives do not have a final say as to the 

removal of organs.  
  
Using the above definitions, Scotland already has a form of soft opt-out system 
alongside its opt-in system. Indeed, when the Human Tissue (Scotland) Act 2006 was 
being prepared, a specific provision was deliberately included in order to create a 
scheme whereby both the opt-in and opt-out systems would exist together for the 
removal of organs from a deceased person for transplantation. In other words, in 
Scotland there is both a: 
 

(1) A de facto soft opt-in system in that nearest relatives can veto the express 
wishes of the deceased for his or her organs to be removed for transplantation 
after death. Moreover, nearest relatives may significantly add to the number of 
body parts being donated after death for research, education, training or audit, 
without the informed consent of the deceased person, in conformity with Section 7 
of the Human Tissue (Scotland) Act 2006). 

 
(2) Soft opt-out system, similar to the Spanish system, when no prior wishes of the 

deceased person are known. Indeed, Section 7 (1) of the Human Tissue 
(Scotland) Act 2006 states that if the nearest relative has no actual knowledge of 
the adult’s wishes and there is “no authorisation by the adult ... of removal and use 
of any part of the adult's body for transplantation, the nearest relative of the 
deceased adult may [still] ... authorise the removal and use of any part”. 

                                                           
2 In the Scottish Government consultation document, it is states that a soft opt-out system “is a system of organ and tissue donation, 
also known as a deemed consent (or authorisation) system. A soft opt out system starts from the assumption that most adults can 
be a donor when they die unless they have stated that they do not wish to donate, but it normally allows for the family‟s views to be 
taken into account in some way.” Scottish Government, Organ and Tissue Donation and Transplantation, 2016, p. 40. 
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This was confirmed by a Scottish Executive Press Release on the 30th of 
November 2005 presenting the new Human Tissue (Scotland) Act 2006 which 
explained: “These changes will make the legislation [in Scotland] similar to the way 
in which Spanish [soft opt-out] law is put into effect.”3 

 
But with the proposed Human Tissue (Authorisation) (Scotland) Bill, while the opt-
in system would be retained, the opt-out system is developed so that when the 
deceased has left: 

 
(1) No express authorisation for the removal and use of any part of his or her 

body for transplantation, and 
 

(2) No opt-out declaration for the removal and use of a part of his or her body for 
transplantation, 

 
Then the deceased is deemed to have authorised the removal and use of a part of his 
or her body for transplantation.  
Furthermore, if no clear evidence exists that he or she was unwilling to donate his or 
her organs, nearest relatives would not have a final say as to the removal of 
commonly donated types of organ and tissue, such as heart, lungs, kidneys, liver, 
eyes, pancreas, small bowel, heart valves, tendons.  
A form of a hard opt-out system would then exist (Section 7 of the Bill inserting 
new Section 6D in the Act). 
 
Basically, the present Scottish system of obtaining organs is the one that would provide 
the greatest number of organs without having to go down the road of a hard opt-out 
system (with closest relatives having no say if a patient has not registered their 
opposition to donating organs) which most opt-out countries do not accept since it is 
considered unduly traumatic for relatives.4  
 
In Scotland, just over 50% of the population are on the organ donor register, though 
over 90% of Scottish people support organ donation.5,6  This reflects a difference 
between good intentions and actual decisions. It should be noted, however, that the 
principle of informed consent in medical ethics does not relate to intentions but 
decisions.  
 
Opt-out systems raise serious ethical difficulties in that it is impossible to be sure that all 
persons in a country are aware of the system in place. From the very limited information 
available concerning other countries where opt-out systems have been in place for 
some time, evidence shows that only a minority of the population are actually aware that 
their organs can be removed if they say nothing. 

                                                           
3 20th November 2005, http://www.scotland.gov.uk/News/Releases/2005/11/30110629 
 
4 An example of the anguish caused by going down the rout of hard opt-out system was experienced in Singapore in 2007. Scuffle 
for organs sparks donor debate in Singapore – Reuters – 28.2.07 – http://www.reuters.com/article/latestCrisis/idUSSIN173241 
 
5  Ms. A. McTaggart MSP, Proposed Organ and Tissue Donation (Scotland) Bill Consultation Document, 2014, p.11. 
 
6 BBC News, Half of Scots pledge to donate organs after their death, 1 August 2018, https://www.bbc.co.uk/news/uk-scotland-
45022265 
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To be sure, it is possible to question whether opt-out systems are actually using this 
situation to increase the number of organs available but the very fact that a change is 
being proposed from an opt-in system (where such a situation cannot take place) to an 
opt-out system (where it can) is significant. In a way, accepting an opt-out system could 
be seen as using a person’s ignorance of the scheme to try to increase the number of 
organs for transplantation which could be considered as a form of deceit.  
 
In the Scottish Government proposal, when a deceased person has not left any specific 
instructions, nearest relatives will only be asked to give their authorisation for less 
common types of organs and tissue for transplantation (such as the face, reproductive 
organs and limbs). But serious mistakes may then happen because there is no certainty 
that the decision of the nearest relative is a true reflection of the wishes of the person at 
the time of his or her death. 
As a result, the SCHB notes that an opt-out system (also known as a deemed consent 
system) cannot generally be defined as an appropriate consent/authorisation system for 
all those from whom organs7 may be removed for transplantation and, accordingly, the 
SCHB considers any opt-out system to be ethically problematic.  
 
This is confirmed by the new international requirements of the UK Data Protection Act 
2018 which implements the European Union's General Data Protection Regulation 
(GDPR). In this regard, the UK’s Information Commissioner’s Office indicated that 
consent now requires a positive opt-in.8  
It also noted that Article 4(11) of the GDPR defines consent as: “any freely given, 
specific, informed and unambiguous indication of the data subject's wishes by which he 
or she, by a statement or by a clear affirmative action, signifies agreement to the 
processing of personal data relating to him or her”. 
 
The SCHB also believes that the opt-out system could lead to an undermining of public 
confidence in the transplantation system thereby eventually reducing the number of 
available organs. This is because it may erode the relationship of trust between health 
care professionals and the patient.  
 
As the Scottish Government 2016 consultation document correctly points out: 
“[A] model based on “deemed‟ authorisation leads to people becoming donors when 
they actually would not have wanted to donate. This could risk being viewed by some as 
the state taking people’s organs, rather than people actively choosing to give them. Any 
such perception could lead to a loss of trust in the NHS and the system more widely, 
which might actually lead to an increase in numbers of people choosing to opt out. It 
could also lead to conflict with families, which would be likely to put Specialist Nurses 
for Organ Donation, Tissue Donor Co-ordinators and doctors in a very uncomfortable 
position and make it difficult for them to gather sufficient information from the family 
about the patient’s lifestyle to be reassured the organs or tissue will be safe to 
transplant.”9 
 

                                                           
7 Subject to legal confirmation, this could also include ovarian tissue. 
 
8 https://ico.org.uk/media/about-the-ico/consultations/2013551/draft-gdpr-consent-guidance-for-consultation-201703.pdf 
 
9 Scottish Government, Organ and Tissue Donation and Transplantation, 2016, p. 22. 
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In a way, opt-out systems seek to increase the number of persons who can be 
considered as donors as a result of some people’s unwillingness to think about death, 
lethargy or some other reason for not making a decision, However, for a government to 
use, in such as way, a refusal to make an important decision may be considered 
irresponsible; it may even undermine the very manner in which it should encourage 
accountable citizenship.  
 
Moreover, if a deceased person was not aware of (1) the system of 
consent/authorisation in place and (2) the possible destiny of his or her body or its parts 
(transplantation, research, etc.), and the use of the body or its parts did go ahead 
without the individual having given his or her informed consent, there may be grounds 
for taking the case to the European Court of Human Rights. This is because the 
European Convention on Human Rights and Biomedicine requires informed 
consent to take place before any intervention is envisaged. And, in this case, an 
intervention would include a procedure after death under the spirit of the law. 
 
The SCHB would also like to obtain answers to the following questions:  
 
(1) What are the numbers in the different categories of nearest relatives who 
authorised the removal of organs in the past years under Section 50 of the 
Human Tissue (Scotland) Act 2006?  
 
(2) How many nearest relatives had no clear indications of the wishes of the 
deceased when they authorised the removal of organs for transplantation in the 
past years under the Human Tissue (Scotland) Act 2006? 
  
(3) What is the level of awareness of the opt-out systems amongst the general 
population in countries, such as Wales and France, where such a system is 
already in place (or even in Scotland where a soft opt-out system has been in 
place since 2006)?10 
 
(4) What is the level of correct decisions being made by nearest relatives of an 
individual concerning his or her wishes relating to organ donation in Scotland?11   
 
The SCHB also notes that the different soft opt-out systems in place both in Wales 
(since December 2015) have not increased or had a conclusive effect on deceased 
organ transplantation rates:12  

                                                           
10 In Hungary, for example, the opt-out system has been in force since 1998. However, in 2003, only 42% of the general public knew 
about the legal regulation. Cf. Szántó Zs et al: LAM 2004; 14(89):620-6 (article written in Hungarian, cited by Smudla A, Hegedüs K, 
Semmelweis University, Institute of Behavioural Studies, Budapest). 
 
11 It may be that proxies and nearest relatives are very bad at substituting judgement for others and that often only a random chance 
existed of making the same decision. Indeed, conference reports showed that spouses who had not discussed organ donation 
between them, mis-assumed the real wishes of their partner with respect to organ donation at a level of nearly 50%.  
 
12 NHS Blood and Transplant. Organ donation and transplant activity Wales and Scotland. 
https://www.organdonation.nhs.uk/supporting-my-decision/statistics-about-organ-donation/  
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Deceased Donors:    Wales   Scotland    Deceased Donor Transplants:   Wales Scotland 
(Individuals)     (Number of Organs) 
 
2013/14       54 106         158   342 
2014/15  60 98            128      300 
2015/16  64      99            168      332 
2016/17  61    133         135      348 
2017/18 74 102          137   375  
 
It has always been doubtful that the different systems, themselves, could increase 
organ donation in contrast to the organisation structure. Spain is leading the world in 
deceased organ donation13 but as Dr. Matesanz, a past Director of the Spanish Organ 
Donation Office, argued: “Opting in, opting out in my opinion means nothing”.  
He explained that, although the opt-out system had been in place since 1979 in Spain, 
organ donation rates had remained low until changes to the organisational structure had 
been made in 1989.14 
 
The BBC also notes in 2017 that “opt-out schemes don't always translate to increased 
organ donor rates. In Sweden, for example, such a scheme has been in force since 
1996 and it remains one of the lowest-ranked countries for organ donation in Europe. 
Luxembourg and Bulgaria also have opt-out systems and low rates of organ 
donation… In France and Brazil, variations on a "presumed consent" system actually 
led to a decline in the rate of organ donation.”15 
 
It would, therefore, be inappropriate for the Scottish Parliament to support a soft opt-out 
system that may not provide real advantages to patients whilst compromising the 
concept of informed consent - a system that could even undermine public confidence in 
the transplantation system and eventually reduce the number of available organs. 
 
An example of the dangers that may arise when important decisions are made by others 
on what they ‘deem’, ‘assume’ or ‘presume’ are the wishes of a person is what 
specifically led to the scandal at Alder Hey Children’s Hospital in Liverpool in the 1990s. 
At this hospital, body parts of children were retained after post-mortem examination 
when healthcare professionals ‘presumed’ that this would be acceptable to parents 
without consultation.   
This was, indeed, made possible by the wording of the legislation at the time with the 
old Human Tissue Act 1961 – which covered all the UK except Northern Ireland - 
indicating in Section 1(2) that:  
 

“... the person lawfully in possession of the body of a deceased person may 
authorise the removal of any part from the body [for therapeutic purposes and 
purposes of medical education and research] ... if, having made such reasonable 
enquiry as may be practicable, he has no reason to believe: 
 

                                                           
13 R. Matesanz et al. "How Spain reached 40 deceased organ donors per million population." American Journal of Transplantation; 
Published Online: 9 January 2017. 

14 House of Lords, European Committee, Increasing the supply of donor organs within the European Union, Vol. 1: Report, 2008, 
The Stationery Office, p. 59. 

15 BBC News, Organ donation: Does an opt-out system increase transplants?10 September 2017, 
https://www.bbc.co.uk/news/health-41199918. 
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(a) that the deceased had expressed an objection to his body being so dealt 
with after his death, and had not withdrawn it; or 
(b) that the surviving spouse or any surviving relative of the deceased objects to 
the body being so dealt with.” 

 
This means that the Alder Hey scandal came as a direct result of what was supposed to 
be a soft opt-out system in which silence represents authorisation. But this quickly 
became unethical when healthcare professionals did not make sufficient ‘reasonable 
enquiries’ with surviving relatives or when these relatives authorised the removal of 
organs without being aware of the wishes of the deceased.  
 
Finally, the SCHB would like to see Section 7 of the present Human Tissue (Scotland) 
Act 2006 completely removed and re-written in order to prevent the current soft opt-out 
system in Scotland.  
 
Indeed, the SCHB believes that it is unlikely that (1) everybody in Scotland will be aware 
of the soft opt-out system in place and (2) nearest relatives could always appropriately 
reflect the wishes of the deceased.  
 
Alternatives to the soft opt-out system 
 
The SCHB believes a lot more can be done to increase the number of organs available 
for transplantation using alternative and more ethical measures. These include: 
 

- Continuing to encourage all Scottish persons to register their willingness to 
donate organs after death. 
 

- Encouraging nearest relatives to discuss organ donation after death with 
each other. 

 
- Encouraging nearest relatives to give authorisation for transplantation when 

they know that this was the clear wishes of the deceased.  
 
- Making sure that every appropriate organ which can be used for 

transplantation is used. 
 
- Making sure that every appropriate donor of organs after death is 

considered for donation. 
 

- Developing xenotransplantation and the use of organs from appropriate 
animals.  

 
 
Question 1: / 
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Question 1:  
 
What do you think are the key strengths and weaknesses of the proposals to 
introduce 'deemed authorisation' for those who have not made their wishes on 
organ donation known? 
 
Scottish Council on Human Bioethics Response 
 
The SCHB very much supports the consideration of new ways to increase the number 
of organs available for transplantation in Scotland in order to allow more people to 
benefit from life-saving and life-changing transplants. 
However, the SCHB cannot support the principle of a soft opt-out system in Scotland. 
This is because the SCHB believes that it will not increase the number of organs 
available while noting that an opt-out system cannot generally be defined as an 
appropriate consent/authorisation system for all those from whom organs may be 
removed for transplantation.  
 
Opt-out systems whereby persons have to register their opposition to donated organs 
are often characterised as ‘presumed or deemed consent’ systems. However, the 
independent UK Organ Donation Taskforce, which was established by the UK 
Department of Health, indicated in its 2008 report entitled ‘The Potential Impact of an 
Opt Out System for Organ Donation in the UK’ that: 
 
“’presumed consent’ is something of a misnomer in medical care because consent is in 
fact an active process in which permission is given by a patient for a procedure to be 
carried out on their body, thereby avoiding any possibility of clinical staff being guilty of 
an assault on the patient. Should a patient lack capacity and be unable to give consent 
for vital invasive procedures, doctors act on their judgement of the patient’s ‘best 
interests’, not on ‘a presumption’ of consent.” 
 
1. Additional Concerns  
 
1.1. Difference between intentions and decisions 
 
In Scotland, just over 50% of the population are on the organ donor register, though 
over 90% of Scottish people support organ donation.16,17 

 
In this regard, questions can be asked relating to the reasons for this discrepancy and 
whether it should be respected as reflecting a difference between good intentions and 
actual decision making. This is a difficult question since the principle of informed 
consent does not relate to intentions but decisions.  
 
Of course, citizens of a country are deemed to be aware of all enacted legislation even 
though this may be impossible in practice. But transplantation legislation is significantly 
different to other parts of the law since it relates to the human body of the individual 
person as such.  

                                                           
 
16  Ms. A. McTaggart MSP, Proposed Organ and Tissue Donation (Scotland) Bill Consultation Document, 2014, p.11. 
 
17 BBC News, Half of Scots pledge to donate organs after their death, 1 August 2018, https://www.bbc.co.uk/news/uk-scotland-
45022265 
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1.2. Organ donation should be a gift 
 
The SCHB is concerned about the manner in which an opt-out system reconceptualises 
the principles behind organ donation. It believes that donation should be a gift, an idea 
that is helpful both for the grieving families and the recipients of body parts.  
By reframing the question surrounding donation, it redefines that relationship. Ms Joyce 
Robins, writing on behalf of Patient Concern, was stated as saying in 2008 that 
“Presumed consent would turn us from volunteers into conscripts - unless we register 
as conscientious objectors … Such a system would make the term ‘donation’ 
redundant. A donation is something freely gifted, not taken by default”.18  
 
This is also reflected by the General Practitioner, Dr. Margaret McCartney, who 
indicated in 2017 in the British Medical Journal “A forced, presumed, or expected gift is 
not a gift. A striking feature of families who have allowed donation has been the desire 
to help others and the feeling that some shred of good has come out of their profound 
loss. If the sum of free will to donate is decreased, how can this benefit be realised to 
the same extent?”19 
 
The SCHB agrees with these statements and maintains that the donation of body parts 
should be motivated by a spirit of solidarity and altruism.   
 
1.3. Many nearest relatives do not know the wishes of the deceased 
 
The SCHB is extremely concerned about the potential for serious mistakes resulting 
from the possibility of a nearest relative authorising the removal of body parts from a 
deceased person who has not left any specific expression of wishes.20 This is because 
there is no certainty that the decision of a nearest relative is a true reflection of the 
wishes of the person at the time of his or her death.  
 
In 2009, only 40% of all EU citizens had raised the issue of organ donation and 
transplantation with their family, compared to 59% who had never broached this subject.  
In the UK, the proportion of respondents who reported discussing this topic with their 
family actually dropped from 43% in 2006 to 37% in 2009.21 
 
Even the Policy Memorandum of the draft Human Tissue (Scotland) Bill – when it was 
being discussed in 2005 – accepted that nearest relatives were ‘changing their mind 
with respect to what they believed were the wishes of the deceased person when these 
have not been communicated.’22  

                                                           
 
18 House of Lords, European Committee, Increasing the supply of donor organs within the European Union, Vol. 1: Report, 2008, 
The Stationery Office, p. 59. 
 
19 Margaret McCartney, ‘When organ donation isn’t a donation’, BMJ 2017; 356; doi: https://doi.org/10.1136/bmj.j1028 
 
20 Policy Memorandum, Human Tissue (Scotland) Bill, paragraph 12., http://www.scottish.parliament.uk/business/bills/pdfs/b42s2-
introd-pm.pdf 
 
21 European Commission. TNS Opinion and Social. Organ donation and transplantation. In: Special eurobarometer 333a/Wave 
72.3. Brussels: The European Commission, 2010, p.7; 
http://ec.europa.eu/commfrontoffice/publicopinion/archives/ebs/ebs_333a_en.pdf 
 
22 Policy Memorandum, Human Tissue (Scotland) Bill, paragraph 10., http://www.scottish.parliament.uk/business/bills/pdfs/b42s2-
introd-pm.pdf  
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In addition, the SCHB notes that nearest relative are often poor at substituting 
judgement for another and that sometimes only a random chance may exist of making 
the same decision.  
In Ms. McTaggart MSP’s 2014 consultation document on transplantation systems it also 
conceded that “There is a risk the family may make a false statement about their 
knowledge of the deceased person’s wishes in order to give expression to their own 
view.”23  
 
The SCHB noted that over the five-year period 2008-2013, in Scotland, 62% of 
donations have come from donors who were not on the register at the time of their 
death. In these cases, it was the nearest relatives who gave the authorisation to donate 
organs.24 But many of these relatives would have had no actual knowledge whether the 
deceased was willing or unwilling to donate body parts after his or her death.  
 
The Scottish Parliament Information Centre (July 2018) further indicated that 
information relating to the certainty of those who did authorise donation is not 
collected as a matter of routine in Scotland.  
It also mentioned that, according to the National Potential Donor Audit, where 
someone has not registered their wishes and the family refused donation, 15% of 
these refusals were based on the nearest relatives being unsure about the deceased’s 
wishes. 
In addition, the audit found that when it was clear that the patient was on the Organ 
Donor Register (ODR), the consent rate when the family were approached for 
authorisation was 90% compared to 51% when the patient’s ODR status was 
unknown. This disparity may indicate a higher level of uncertainty of the deceased’s 
wishes.25 These results also confirm that up to 51% of nearest relatives may not have 
known the wishes of the deceased when they authorised the removal or organs for 
transplantation.  
 
Moreover, in the context of what is believed, by many, to be a gradual disintegration of 
family and social structures in Scotland it is very questionable whether the nearest 
relatives mentioned in Section 50 of the Human Tissue (Scotland) Act 2006 are aware 
of the wishes of the deceased person or even knew him or her when he or she was still 
alive.  
The SCHB is even aware of a case where just a landlord of a deceased person in 
Scotland was asked to authorise the removal of organs for transplantation.26 
 
According to the Scottish Parliament Information Centre (July 2018), the numbers in 
the different categories of nearest relatives who authorised the removal of organs in the 
past 2-3 years under Section 50 of the Human Tissue (Scotland) Act 2006 is not 
routinely collected in Scotland.  

                                                                                                                                                                                     
 
23 Ms. A. McTaggart MSP, Proposed Organ and Tissue Donation (Scotland) Bill Consultation Document, 2014, p. 19. 
 
24 A Donation and Transplantation Plan For Scotland 2013-2020, http://www.scotland.gov.uk/Publications/2013/07/7461/4 
 
25 Source: National Potential Donor Audit 
 
26 Information received by the SCHB in conversation with a Specialist Nurse for Organ Donation. 
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The Scottish Parliament Information Centre (July 2018) also indicated that it had 
searched medical research literature for one-off studies which tested family members 
knowledge of each other’s wishes on donation but could not find anything. 
 
Finally, recent research in 2018 has indicated that when relatives have to decide what 
to do, they are more likely to veto the organ donation in an opt-out system if they 
cannot be sure what the underlying wishes of the deceased were. As such, the study 
found that: “ambiguous signals of underlying preference that are attached to … opt-
out systems contribute to families’ veto decisions as compared with active choice 
systems (opt-in …), which are substantially better at signalling intent than are passive 
ones.”27 
 
1.4. Opt-out systems may reduce trust between patients and their physicians 
 
The SCHB agrees that it would be preferable to invest in raising the profile of the Organ 
Donor Register and improving transplantation infrastructure instead of considering an 
opt-out system. In this regard, the 2008 UK Organ Donation Taskforce noted that: 
“A system of decision making which is based on respecting the known wishes of the 
patient is the one that is most likely to maintain the integrity of the relationship between 
doctors and patients and between doctors and the wider public, and maintain trust and 
confidence in the donation system.”28 
 
According to the UK Intensive Care Society’s survey, intensivists are evenly split as to 
whether an opt-out system should be introduced, but the strength of feeling among 
those who are opposed is considerable.  
The Taskforce also noted that: 
“The Clinical Working Group of the Organ Donation Taskforce heard from a number of 
clinicians from intensive care (where the majority of deaths leading to donation occur) 
who were persuasive in articulating the view that a presumption of consent might make 
families feel that they were being pressured and erode the relationship of trust between 
clinician and family.” 
Adding that: 
“The concept of a gift freely given is an important one to both donor families and 
transplant recipients. The Taskforce feels that an opt out system of consent has the 
potential to undermine this concept”.29  
 
1.5. Ineffective promotion of the organ system in place 
 
The SCHB does not believe that high profile awareness-raising campaigns surrounding 
opt-out systems are possible long term. Even at present, Scottish people are unaware 
that their organs can be used for transplantation even though they have not expressed 
any wishes about the matter, if their nearest relatives give authorisation.  

                                                           
27 Lin Y., Osman M., Harris AJL., Read D., Underlying wishes and nudged choices, J Exp Psychol Appl. 2018 Aug 16. doi: 
10.1037/xap0000183.  
 
28 UK Organ Donation Taskforce, The Potential Impact of an Opt Out System for Organ Donation in the UK, 2008, UK  
Department of Health Publications, p. 17. 
 
29 UK Organ Donation Taskforce, The Potential Impact of an Opt Out System for Organ Donation in the UK, 2008, UK Department 
of Health Publications, p. 17. 
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The presumption is that any communication strategy would be a relatively short-term 
project, and the necessary information is unlikely to continue at the high level of impact 
required for the future. In this regard, the SCHB is concerned about the more vulnerable 
members of Scottish society who may be unaware of the opt-out system in place.  
 
These concerns echo the 2008 Organ Donation Taskforce report which indicated: 
“with an opt out system, not registering may mean that someone’s organs are taken 
when they had serious objections to this happening.”  
 
Adding that:  
 
“Were an opt out system to be introduced, a communications strategy would need to be 
devised to ensure that all those people who wished to opt out entirely, or to opt out of 
the donation of particular organs or tissues, knew how to do so. In addition, 
communications would be needed to outline arrangements for special groups such as 
children, those lacking capacity and visitors to the UK. Consideration would need to be 
given to the information needs of ethnic minorities, those with English as a second 
language, and hard-to-reach groups, such as the homeless. The media campaign would 
need to be extensive both in its use of different forms of media and in its duration (over 
at least two years, prior to and after enactment of legislation). Such a campaign would 
require considerable resource (... with further reminder campaigns every few years and 
as new transplants become possible). The effectiveness of this campaign would need to 
be evaluated on a regular basis to identify any deficiencies. A lack of information would 
disadvantage those who wished to opt out but did not know how to do so. This might 
conceivably lead to legal challenge in the future.”30 
 
It is extremely difficult for absolutely everyone in Scotland to be aware of the system in 
place. For the notion of consent to be meaningful, the public must be duly informed as 
soon as persons reach the age of decision making. However, where surveys have been 
conducted in opt-out countries, these have revealed that the public is either unaware or 
does not understand the rationale of ‘silence enables organs to be used for 
transplantation’.31  
 
The Scottish Parliament Information Centre (July 2018) contacted the Welsh 
Assembly Government who indicated that it had gathered information on levels of 
awareness in Wales before and  
after the law was passed in 2015. This showed that in 2012, prior to the Act, 58% of 
Welsh people were aware that there was a possible change to the law. By 2015, after 
the law came into effect, this had risen to 74% and in March 2016 it was at 82%, later 
falling back to 76% in June 2016. This resulted in the Welsh Government concluding 
that publicity around the law needed to be maintained. 
   
Evidence from across Europe in 2009 has shown a very poor understanding of existing 
donor registration policies. Only 28% of EU citizens were aware of laws governing the 
donation and transplantation of organs in their country. By contrast, 68% of people 

                                                           
30 UK Organ Donation Taskforce, The Potential Impact of an Opt Out System for Organ Donation in the UK, 2008, UK Department 
of Health Publications, p. 31. 
 
31 In Hungary, for example, the opt-out system, has been in force since 1998. However, in 2003, only 42% o the general public knew 
about the legal regulation. (Cf Szanto Zs et al: LAM 2004; 14(89):620-6 (article written in Hungarian), cited by Aniko Smudla MD, 
Katalin Hegedus Ph.D., Semmelweis University, Institute of Behavioural Studies, Budapest).    
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surveyed said they did not know such laws. In the UK, only 23% of the population were 
aware of the laws in place in 2009 relating to donation and transplantation of human 
organs.32   
 
1.6. Opt-out systems may infringe human rights 
 
This means that if a deceased person was not aware of (1) the system of 
consent/authorisation in place and (2) the possible destiny of his or her body or its parts 
(transplantation, research, etc.), and the use of the body or its parts did go ahead 
without the individual having given his or her informed consent, there may be grounds 
for taking the case to the European Court of Human Rights. This is because the 
European Convention on Human Rights and Biomedicine requires informed 
consent to take place before any intervention is envisaged. And, in this case, an 
intervention would also include a procedure after death under the spirit of the law. 
 
In paragraph 102 of the Explanatory Report of the Additional Protocol to the 
European Convention on Human Rights and Biomedicine concerning 
Transplantation of Organs and Tissues of Human Origin33 it is indicated (under 
Organ and Tissue Removal from Deceased Persons) that:  
“It is the expressed views of the potential donor which are paramount in deciding 
whether organs or tissue may be retrieved.” 
 
This perspective was also acknowledged in the Policy Memorandum of the Human 
Tissue (Scotland) Bill in 2005, where in paragraph 22, it was indicated that: 
 
“the public’s reaction to the revelations about organ retention at post-mortem 
examination shows that, for many people, presumed consent does not represent a valid 
form of consent. They feel it deprives them of a sense of control over what happens to 
their bodies, or the bodies of their loved ones, after death.”34 
 
The UK Organ Donation Taskforce also indicated in its 2008 report that:  
 
“The Human Tissues Authority’s guidance is clear that consent is a positive rather than 
a passive process which equips the prospective donor with the information needed to 
make a decision. Therefore, the change from opt in to opt out for transplant purposes 
could risk undermining the … consent provisions, which safeguard the rights of 
individuals or their families to be asked if tissue can be used for a variety of purposes. 
The Human Tissue Authority was very concerned that a change to the consent 

                                                           
 
32 European Commission. TNS Opinion and Social. Organ donation and transplantation. In: Special eurobarometer 333a/Wave 
72.3. Brussels: The European Commission, 2010, p.11-12; 
http://ec.europa.eu/commfrontoffice/publicopinion/archives/ebs/ebs_333a_en.pdf 
 
33 Organ Donation and Transplantation – SPICe Briefing – 1 June 2000: 
http://www.scottish.parliament.uk/business/research/pdf_res_notes/rn00-40.pdf  
Organ Donation – Experiences Internationally – SPICe Briefing – 16 June 2005 : 
http://www.scottish.parliament.uk/business/research/briefings-05/SB05-82.pdf 
 
34  Policy Memorandum, Human Tissue (Scotland) Bill, paragraph 22., http://www.scottish.parliament.uk/business/bills/pdfs/b42s2-
introd-pm.pdf 
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requirements for one activity could result in the destabilisation of the consent provisions 
for other activities.”35  
 
It then noted that:  
 
“The [Ethics Working Group of the Organ Donation Taskforce] recognised that there 
were problems with the current system. It is hard to argue that signing the Organ Donor 
Register is an act of ‘informed consent’, as the term is more broadly understood, but it is 
clearly intended as an act of authorisation. If a person has not registered their wishes 
formally, in the absence of a clear conversation taking place, a family can only do their 
best to establish what someone would have wanted. If there is uncertainty, the family 
carry the responsibility for deciding what to do on an uninformed basis, which is 
unsatisfactory regardless of the choice they make.  
Uncertainty about a potential donor’s wishes is at the heart of difficulties with the current 
system, yet uncertainty could remain an issue with an opt out system. It may not be 
appropriate to assume that all those who have failed to opt out have no objection to 
becoming donors, given the real possibility of apathy and/or disorganisation preventing 
them signing the opt out register. The group was not convinced that evidence of 
widespread support, as expressed in opinion surveys, could necessarily support a claim 
that all those who fail to opt out actively intend to donate.  
To sum up, the group ...  felt that an improved opt in system, or possibly even a system 
where people were required to make the choice to opt in or opt out, would provide a 
basis on which to proceed with a greater degree of certainty about an individual’s 
wishes and would therefore be more acceptable.”36  
 
In this regard, the Taskforce noted that “some people are concerned that a proportion of 
the 10% to 35% of the population who would not have wished to donate their organs, 
but never got round to registering an objection, could mistakenly be considered as 
willing donors under an opt out system.”37 
 
In the relatively rare cases where the person did not have any family or close friends – 
or at least none who were contactable within the necessary timeframe – then no 
donation should be considered. 
 
1.7. The present Section 7 of the Human Tissue (Scotland) Act 2006 should be 
amended 
 
The SCHB notes that the current Scottish scheme includes both a soft opt-in and a soft 
opt-out system.  
Thus, because of its concerns relating to soft opt-out systems, it would like to see the 
current Section 7 of the Human Tissue (Scotland) Act 2006 completely removed and 
replaced with wording enabling only an opt-in (and not an opt-out) system of organ 
donation in Scotland. 

                                                           
35 UK Organ Donation Taskforce, The Potential Impact of an Opt Out System for Organ Donation in the UK, 2008, UK Department 
of Health Publications, p. 18. 
 
36 UK Organ Donation Taskforce, The Potential Impact of an Opt Out System for Organ Donation in the UK, 2008, UK Department 
of Health Publications, p. 15. 
 
37 UK Organ Donation Taskforce, The Potential Impact of an Opt Out System for Organ Donation in the UK, 2008, UK Department 
of Health Publications, p. 8. 
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This is in line with the 2008 Independent Report from the UK Organ Donation Taskforce 
which indicated that: 
 
“[After] examining the evidence, the Taskforce reached a clear consensus in 
recommending that an opt out system should not be introduced in the UK at the present 
time. The Taskforce concluded that such a system has the potential to undermine the 
concept of donation as a gift, to erode trust in NHS professionals and the government 
and negatively impact on organ donation numbers. It would distract attention away from 
essential improvements to systems and infrastructure and from the urgent need to 
improve public awareness and understanding of organ donation. Furthermore, it would 
be challenging and costly to implement successfully. Most compelling of all, we found 
no convincing evidence that it would deliver significant increases in the number of 
donated organs.”38 
 
The SCHB also believes that Section 7 of this Act relating to the power of relatives to 
authorise the use of body parts of a deceased person who has not left any wishes may 
be open to a legal challenge at the European Court of Human Rights under the 
European Convention of Human Rights and specifically under: 
 
 - Article 8 (Right to respect for private and family life) 
 - Article 9 (Freedom of thought, conscience and religion)  
 - Article 10 (Freedom of expression) 
 
The SCHB believes that a soft opt-out system could eventually lead to an undermining 
of public confidence in transplantation and thereby reduced the number of available 
organs.  
 
1.8. The Challenges of Cost Factors 
 
As noted in Ms. McTaggart MSP’s previous consultation document, the average annual 
cost of dialysis for a patient with kidney failure is £30,800 but a successful kidney 
transplant operation costs £17,000 and £5,000 thereafter. Thus the NHS Blood and 
Transplant organisation predicts that for every year a kidney transplant remains 
functional, the NHS saves £24,100 per patient.39 
However, the SCHB is of the opinion that it is not because a procedure can save lives 
or a lot of money that it automatically become ethical. Other principles may have priority 
such as the concept of the inherent human dignity of a person and the system of 
informed consent. 
 
2. Alternatives Recommendations 
 
2.1. Encouraging nearest relatives to give authorisation for transplantation when 
they know that this was the clear wishes of the deceased.  
 

                                                           
 
38 UK Organ Donation Taskforce, The Potential Impact of an Opt Out System for Organ Donation in the UK, 2008, UK Department 
of Health Publications, p. 34. 
 
39 http://www.organdonation.nhs.uk/newsroom/fact_sheets/cost_effectiveness_of_transplantation.asp 
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Over the years, the number and proportion of people in Scotland on the NHS Organ 
Donor Register has increased markedly – from 29% at the end of 1997/98 to over 50% 
in July 2018. 
Amongst the UK countries, Scotland now has the highest proportion of its population on 
the Register with the UK average in March 2018 being 38%.40,41  
 
But a lot more work should be undertaken to encourage nearest relatives to give 
authorisation for transplantation when they know that this was the clear wishes (through 
an opt-in system) of the deceased.42 The SCHB notes that Ms. Anne McTaggart’s 
MSP’s 2014 consultation document on the subject indicated that in Scotland: 
 
“[I]n up to 15% of cases, the opportunity to remove organs or tissues from people who 
were on the organ donor register is lost because their families refuse consent. In fact 
families refuse consent in around 43% of cases where donation would be possible. This 
refusal rate has not changed since 2008 and the UK has one of the highest refusal rates 
in the Western world. Spain in contrast has a refusal rate of less than 20%.”  
  
The document adds that in the UK: “Where the deceased’s wishes are unknown the 
family refusal rate rises further to 57%”.43  
 
Mr. Andrew Griffiths MP also indicated in 2014 in the UK Parliament that: “In 2013, 94% 
of families in the UK agreed to an organ donation when their loved one was registered 
and had discussed their wishes with them. That fell away to 80% when they were on the 
register but had not discussed that with their family”.44 
 
2.2. Encouraging persons to register their willingness to donate 
 
The 2008 UK Organ Donation Taskforce identified a number of barriers to donation, 
such as lack of awareness, laziness, unwillingness to think about death, a lack of trust 
in medical professionals and concerns about how donors are treated.45 However, the 
SCHB believes that these are surmountable within the current legal system. 
The Taskforce also indicated that “The public engagement work undertaken suggests 
that numbers on the Organ Donor Register could be increased at a relatively modest 
cost through a more extensive publicity and engagement programme, perhaps akin to 
that for blood donation.”46 
 
2.3. Improve transplantation organisation structure 

                                                           
40 A Donation and Transplantation Plan For Scotland 2013-2020, http://www.scotland.gov.uk/Publications/2013/07/7461/4 
 
41 BBC News, Half of Scots pledge to donate organs after their death, 1 August 2018, https://www.bbc.co.uk/news/uk-scotland-
45022265 
42 For a good review see: P. Kumar Prabhu, Is presumed consent an ethically acceptable way of obtaining organs for transplant?, 
Journal of the Intensice Care Society, 21 May 2018, https://doi.org/10.1177/1751143718777171. 
 
43 http://www.parliament.uk/business/publications/research/briefing-papers/POST-PN-441/organ-donationand-transplants 
 
44Andrew Griffiths, Hansard, 17 Jun 2014 : Column 3WH-4WH, 
http://www.publications.parliament.uk/pa/cm201415/cmhansrd/cm140617/halltext/140617h0001.htm 
 
45 UK Organ Donation Taskforce, The Potential Impact of an Opt Out System for Organ Donation in the UK, 2008, UK Department 
of Health Publications, p. 20-21. 
 
46 UK Organ Donation Taskforce, The Potential Impact of an Opt Out System for Organ Donation in the UK, 2008, UK Department 
of Health Publications, p. 32. 
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The 2008 House of Lords report noted that:“Dr Rafael Matesanz, Director of the 
Spanish Organ Donation Office, argued strongly that organisational changes were much 
more important for increasing donation rates than presumed consent. “Opting in, opting 
out in my opinion means nothing”. He explained that, although the presumed consent 
system had been in place since 1979, organ donation rates in Spain had remained low 
until changes to the organisational structure had started to be made in 1989.”47 
 
The SCHB would like to see a follow up of all the recommendations presented by the 
2008 Organ Donation Taskforce report entitled Organs for Transplants which 
indicated that these recommendations “taken together, would create a structured and 
systematic approach to organ donation in the UK. The Taskforce believes their 
implementation would save the lives of at least 1,000 people each year and dramatically 
improve the quality of life for hundreds more, and for their families.”48 
 
Moreover, according to a 2018 NHS Blood and Transplant’s own impact assessment 
report mentioned in The Guardian, hospitals are so short of transplant surgeons and 
specialist nurses that lives could be lost. This is because teams of organ retrieval 
specialists in England are already under “extreme stress” and understaffed transplant 
centres are struggling to keep up with existing demand.49  
 
2.4. Health Care Professionals should refer almost all dying or recently deceased 
patients for consideration as a potential organ or tissue donor 
 
The SCHB believes that all hospital doctors should refer, if appropriate, any patient for 
consideration as an organ and/or tissue donor if they are expected to die in a critical 
care area and are under the age of 85. 
 
The SCHB believes that all hospital staff should do what they can to facilitate donation 
and encourage clinicians to always involve Specialist Nurses for Organ Donation or 
Tissue Donor Co-ordinators in approaches made to families about donation. 
 
3. Other Comments 
 
3.1. Nearest relative should only be able to authorise the removal of an organ for 
transplantation in exceptional conditions 
 
The SCHB accepts that a nearest relative can authorise the removal of an organ for 
transplantation from the deceased only if: 


• It is someone who, over a long period of time before his or her death, did not have 
capacity to take a decision on donation; 

• It is a child under the age of 12 years old.  
 

                                                           
47 House of Lords, European Committee, Increasing the supply of donor organs within the European Union, Vol. 1: Report, 2008, 
The Stationery Office, p. 59 
 
48 Organ Donation Taskforce, Organs for Transplants, 2008, UK Department of Health, p. 52. 
 
49 Denis Campbell, NHS opt-out transplant policy at risk due to cuts and staff stress, The Guardian, 15 July 2018, 
https://www.theguardian.com/society/2018/jul/15/nhs-opt-in-organ-transplant-policy-at-risk-cuts-staff-
stress?CMP=Share_iOSApp_Other 
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Because in these cases nobody really knows what the individual would have wanted, 
nearest relatives should base their decision on what they believe would be the wishes of 
their relative. 
 
An adult should be considered as not having the capacity to make their own decisions 
about donation on a case by case basis and in the light of the Adults with Incapacity 
(Scotland) Act 2000. 
Anyone who meets the criteria for needing a guardian or attorney in terms if the Adults 
with Incapacity (Scotland) Act 2006 could be seen as not having capacity.  
Many people do not meet the criteria for the Adults with Incapacity (Scotland) Act 2000 
but still lack capacity from time to time to make many decisions. That is why the 
presumed opt-out system is so problematic. 
 
The organs of children under the age of 12 should only be removed for transplantation 
with explicit authorisation from the nearest relative.  
Children should only be able to consent to organ removal for transplantation above the 
age of 16.  
 
3.2. Certain organs have special meaning 
 
The SCHB is also very concerned that, even at present, certain organs, such as 
ovaries, reproductive organs and facial tissue can be legally transplanted if the 
deceased had not left any wishes.  
Moreover, the transplantation of reproductive tissue and cells should be prohibited.  
 
3.3. Organ removal from non-residents 
 
The SCHB is very alarmed with the proposal that the organs from anyone who has been 
a resident in Scotland for at least 12 months before their death could be removed for 
transplantation if they have not left any wishes. Indeed, it is extremely unlikely that they 
would even be aware of the organ system in place after such a relatively short time. It is 
also less likely that the nearest relatives of foreigners could be contacted in time. 
 
 
Question 2:  
 
What do you think are the key strengths and weaknesses of the plans for 
authorisation of pre-death procedures? 
 
Scottish Council on Human Bioethics Response 
 
Usage of the term ‘pre-death procedure’ is very unfortunate. Cutting the throat of a 
person may also be considered as a ‘pre-death procedure’ and suggestions already 
exist in bioethical literature concerning the harvesting of organs before death. A more 
appropriate terminology would be ‘Preparatory procedures taking place before CDC 
death in the context of transplantation’. 
 
It should also be made clear in the legislation, itself, that such procedures are never 
expected to shorten the life expectancy of the patient.  
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Where donation was explicitly authorised by the deceased person, all the following tests 
should be possible if this person has agreed to them. This conforms to the principle of 
appropriate informed consent.   
 
a) Blood tests - for tissue typing to find a good recipient match, to detect any infections, 
such as HIV or Hepatitis, or for testing the patient‟s blood gases to check how well the 
lungs function; 
 
b) Urine tests - to check if the patient has any infections; 
 
c) X rays - to check for any undiagnosed medical problems; 
 
d) Tests on a sample of chest secretions - taken via a tube to test how well the lungs 
function. Chest secretions are often removed from patients in Intensive Care as part of 
their treatment to help make them more comfortable so would be removed anyway as 
part of their care – this would therefore involve testing samples of the secretions that 
have been removed; 
 
e) Tests on the heart such as an ECG (electrocardiogram) or ECHO 
(echocardiogram) – these tests check if the heart is functioning well. 
 
 

Question 3:  
 
Do you have any other comments to make on the Bill? 
 
Scottish Council on Human Bioethics Response 
 
(1) In Part 2, Section 2: it is mentioned that Scottish Ministers will have to ‘promote’ 
information and awareness about how transplantation may be authorised and about the 
nature of pre-death procedures. 
The real problem, however, with the term ‘promote’ is that it is unclear and may even 
just represent the sending of leaflets to GP waiting rooms. 
This is not sufficient to address the real problems of persons not being aware of the 
system. Already in Wales, a quarter of the population is unaware of the system in place 
in June 2016. This is unacceptable and cannot represent an appropriate system of 
organ removal.   
 
(2) It Part 3, Chapter 2, Section 10-11: The SCHB notes that when the deceased has 
left: 

 
(1) No express authorisation for the removal and use of any part of his or her 

body for research, education and training and audit and quality assurance,  
(2) No opt-out declaration for the removal and use of the part of his or her body 

for research, education and training and audit and quality assurance, and  
(3) No opt-out declaration for the removal and use of the part of his or her body 

for transplantation,  
 

Then the nearest relative may still authorize the removal and use for research, 
education and training and audit and quality assurance any body part (common or 
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excepted) from the deceased. But only if the relative has no actual knowledge that the 
deceased was unwilling for such excepted body-parts to be removed and used in such 
a manner (Section 11 of the Bill inserting new section 6H).    
Again, this is considered to be completely unethical by the SCHB. 
 
(3) The SCHB is extremely concerned that Section 7 of the new Bill in effect introduces 
a form of ‘hard opt-out’ system of organ removal in Scotland. This is because if a 
person has opted-in, opted-out or is ‘deemed’ to have left an authorisation for 
transplantation (by not stating any wishes) then the nearest relative could only stop 
certain organs being removed if they can produce concrete evidence that the deceased 
did not want them to be removed. 
But this would create a situation where the views of nearest relatives could be 
‘overridden’ by the decision of healthcare professionals to remove the organs for 
transplantation. 
 
(4) The SCHB is of the opinion that any changes in transplantation legislation is likely to 
have an impact on some specific provisions for children and adults who do not have the 
capacity to understand or make their own decisions about organ or tissue donation. 
There may also be some implications for some people from minority ethnic groups if 
they do not have a good understanding of English, as well as those with visual or 
hearing impairments, in ensuring that they are sufficiently aware of the system in place 
for the removal or organs for transplantation. 
 
(5) Finally, the SCHB wanted to indicate how challenging it has become to actually 
understand the Bill. It has become extremely difficult to follow all the amendments and 
the double negatives in the articles such in Section 10 (2) which stated that: “The 
nearest relative of the adult may authorise the removal and use of a part of the adult’s 
body …  where … the relative has no actual knowledge that … the adult was unwilling 
for the part to be removed and used for transplantation”.  
 
Such unclear provisions do not help the democratic process in any way. 
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Health and Sport Committee 
 

31st Meeting, 2018 (Session 5) 
 

Tuesday 27 November 2018 
 

Human Tissue (Authorisation) (Scotland) Bill  
 

Informal Meetings - 13 November 2018 
 

Note by the Clerk  
 
 
Background 
 

1. On 13 November 2018, the Health and Sport Committee held three informal 
meetings to form part of their scrutiny of Stage 1 of the Human Tissue 
(Authorisation) (Scotland) Bill.   
 

2. The Committee heard from three groups: people who have received donated 
organs, family members who have authorised the donation of organs, and 
people currently on the organ transplant waiting list. The meetings provided 
an insight into lived experience of organ donation in Scotland under the 
current legislation.   
 

3. A note of the key themes and issues discussed at the meetings are outlined 
below.  Members also provided a summary of this as part of the formal Health 
and Sport Committee meeting on 13 November 2018.  

 
Note of Meeting between members of the Health and Sport Committee and a 
group of organ donor recipients  
 
Members present: Lewis Macdonald, Alex Cole-Hamilton, David Torrance  
 

4. The discussion was held as part of the Committee’s scrutiny into the Human 
Tissue (Authorisation) (Scotland) Bill and 6 organ donor recipients were 
present. 

 
Approve of presumed consent? 

5. Some participants supported a move to presumed consent because they felt it 
would encourage individuals to think about organ donation and to take a 
decision on their preferences. It would encourage people to be more proactive 
and spark a debate. 
 

6. Some participants were content that it may not increase donor rates but that it 
was important to know people’s preferences for organ donation and this 
legislation would assist with that.  
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7. Some considered family refusal to be the biggest barrier to donation and 
suggested that this could arise in situations where family refusal is based on 
families not knowing what the family member wanted.  

  
Should it be a gift?  

8. Some felt organ donation should always remain a gift. 
 

9. Whilst some believed a donor’s wishes should be paramount, others did not 
consider it appropriate that organs should be donated against family members 
wishes.  

 
Need for Education   

10. There was discussion about there still being a lot of superstition around 
donation. 
 

11. One participant spoke of the need to challenge this. They had had an organ 
removed as it did not work. They felt no emotional attachment to that organ. 
They were more concerned about the new organ inside them and ensuring it 
was working ok.  
 

12. Need for education for people to appreciate it is a life and death situation.  
 

13. Aware of general reluctance around eye donation but one spoke of knowing 
someone who had had their sight returned as a result of donation. 
 

14. Organ donation should be part of the school curriculum. There are school 
packs sent out on the issue, but limited evidence they are used. Should be 
taught as part of active citizenship.  

 
Donor Card 

15. It was the understanding of one participate that the donor card is no longer 
issued in hard copy.  They suggested that if the donor card was changed to 
require two signatures, that of the potential donor and of the next of kin noting 
the consent, this would force the conversation and ensure family members 
knew of preferences.    

 
Experience of being on organ transplant waiting list 

16. One participant felt their conscience was clear as they had been on the organ 
donor register before they actually required an organ themselves.  

 
17. Some spoke of friends and family offering to donate organs to them. But there 

could be complexities. In one instance whilst a friend wanted to donate the 
friend’s wife was opposed.  
 

18. The group spoke of the emotional rollercoaster of being on the waiting list. 
“My life was on hold”. Had to be accessible by phone at all times. The could 
not go on holiday. 
 

19. There was a range of experiences in the group from those on the waiting list 
for 2+ years to others who were on waiting list for matter of days.  
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20. Some had long-term conditions and had been aware it could result in them 

requiring donation. They had therefore had a longer time to process this 
possibility and anticipate they may need a donation. It also meant their family 
members were well informed. They spoke of having quite a positive 
experience as they knew what to expect and had been on the waiting list for 
only a short time.  
 

21. Others spoke of being in intensive care and this was when they were put on 
the transplant list. For a while they were too sick to be considered for a 
transplant. They were on the list for two weeks, stood down and then got 
another opportunity a couple of weeks later.  
 

22. Another participant spoke of receiving seven calls alerting them to potential 
donation before an operation and donation had gone ahead. Quite often the 
recipient would be on their way to the hospital before being stood down again. 
 

23. Important to note that whether you receive an organ is not based on how long 
you have been on the transplant list but whether you are an organ match.    

 
Post receipt of organ donation  

24. Participants spoke of writing anonymously to the family of the person they had 
received the organ from. Keen to explain what a difference it had made to 
their life.  
 

25. Donor families do get anonymised information on what happens to the 
organs. Spoke of the small number of recipients who did say thank you to the 
organ donor’s family. Some spoke of the difficultly in being able to write to 
thank the family. How can you justify that it was worth it? 
 

26. Some had contact with the Donor Family Network and that they can see 
transplant recipients in action at the Donor Games.  
 

27. Figures referenced from NHS England of it costing £35K per annum to keep 
someone ‘well’ on kidney dialysis. Whilst the first year of transplant may cost 
£5K more but after that you are saving £30K a year.  
 

28. People should understand that follow up care and support is required post-
transplant. Anti-rejection drugs have to be taken for life. Group suggested that 
there was a risk (especially for younger transplant recipients) that they felt so 
well they stopped taking anti-rejection drugs and the donated organ would fail.  

 
29. Needs to be wider recognition that organ donor recipients often require further 

donation and that transplant should not be viewed as a cure. For example it 
can mean the end to dialysis but not necessarily to illness.  
 

30. The group spoke of the importance of them avoiding infection. Some had 
made career changes. They could no longer be a secondary school teacher 
because of the chances of exposure to infection. Others did not carry cash or 
were regular users of hand gels.  
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31. Access to anti-rejection drugs can be a source of anxiety. Recipients were 

unable to collect a new supply more than a week in advance of needing them. 
Pharmacist normally requires them to be ordered in. Aware that missing even 
1-2 doses of drugs can lead to the organ failing. Some concerns expressed 
regarding ensuring continuity of access to drugs post Brexit.  

 
Patient support 

32. Some participants spoke of it being a very lonely experience. Little support 
offered whilst waiting for a transplant. “There is nothing more depressing than 
being sick”.   
 

33. Some spoke of the loss of income and employment and the challenges they 
had faced in accessing benefits though the DWP.  

 
34. Some mental health support offered but some suggested there was a lack of 

a holistic approach. Also, some suggestion the support offered, mindfulness 
etc. was not at the level required to tackle their concerns.  
 

35. Suggestion there was a lack of specialist renal counselling. They understood 
there to be only one renal psychologist in Scotland based in Dumfries. 
 

36. Many spoke of the support they had received from others who had also 
received organs. Some hospitals had or were setting up post-transplant 
support groups.  
 

37. The group felt that some organ recipients had found the experience so 
traumatic they chose to have nothing further to do with transplantation.  

 
 
Note of Meeting between members of the Health and Sport Committee and a 
group of family members who have authorised the donation of organs from 
loved ones. 
 
Members present: Miles Briggs, David Stewart, Keith Brown and Sandra White. 
 

38. The discussion was held as part of the Committee’s scrutiny into the Human 
Tissue (Authorisation) (Scotland) Bill and 7 family members attended each of 
whom had recently lost a loved one but had consented to allowing their loved 
one’s organs to be donated. 

 
Approve of presumed consent? 

39. The group supported a move to presumed consent but suggested it needed to 
be handled delicately.  Relatives were going through extreme grief at this time 
in their lives and they considered asking for evidence against consent by their 
loved one was asking a lot of the relative at such a time. 
 

40. They noted everything happens fast at the end of life and relatives are not 
taking anything in, their instant reaction is No but most had not thought about 
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it before.  This is something that only arises and is thought about at the end of 
life. 
 

41. The group agreed there was a need to find ways for families to have these 
conversations with those dying much earlier. 

 
Age limit for donating? 

42. Most had thought in advance of facing the situation there would be age limits 
restricting donations and the message should go out that age does not matter 
(particularly for tissue, there are some limits on organs). 
 

43. Most were concerned about donating eyes seeing them as the “window to the 
soul” but with hindsight they saw no good reason for their reluctance. 

 
Should it be a gift?  

44. There was agreement that ownership of your body by the state was 
contentious.  Discussion however centred on the use of advance directives 
which allowed you to have control of your own body, comment also covered 
that medical records could be a source of information on wishes (if they were 
more accessible). 
 

45. There was recognition the persons wishes should be respected although the 
wishes of the person left behind also needed to be taken into account.  Grief 
was bad enough without being told your relative was “going to be cut”.  One 
member noted it would be hard to hear they were going to take everything. 
 

46. There was discussion about the loved one’s wishes being respected. 
 

47. Most felt totally drained at the end, noting machines were keeping their loved 
one going “it was the longest 24 hours”. 
 

48. They agreed it took a strong person to make a decision (on donation) it was 
fast at the hospital, so much to do and lots of questions including covering 
research usage.  One person commented they had asked themselves “what if 
my child needed an organ…” 

 
What would have made it easier? 

49. There was a suggestion it should become an automatic discussion at a 
certain age (with GP) and then entered into medical records.  But others didn’t 
want to take the right to say No away from families.  They supported the 
availability of the option to opt out.   
 

50. It was also necessary to have time to “accept” the loved one had died, 
particularly if they were “still here and breathing”.  Still thinking they “were 
going to wake up”  One noted “ It was a good thing it was taken out of my 
hands” 

 
Initial contact with SNODS 

51. All thought it happened quickly and it was hard to make decisions particularly 
in relation to close relatives.  The nurse took me aside and said my loved one 
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had signed the register which helped me and made it easier for me to make 
the decision as it took it away from me. 

 
Pre-death procedures 

52. The group were uncomfortable with anything invasive although accepting 
blood tests and possibly anything else not of an invasive nature. 
 

53. However, they did support tests if the explanations were clear, some 
mentioned how nicely it had been communicated to them.  One was allowed 
to witness brain death tests which they found as quite invasive but by 
watching they received “certainty” and made the final decision easier.  It 
removed the decision of whether to keep the machine on or not. 

 
Recognition 

54. All appreciated the subsequent recognition they received from donation, 
particularly the certificate and badge.  Some were wearing their badges (for 
the first time) and they all appreciated the follow up letters indicating 
donation(s) had been successful.  The personal touch was welcomed by all. 
 

55. When asked if the recognition would diminish if the state made the decision, 
they thought it might but were clear the personal touch should be retained.  

 
Lots of questions? 

56. They recognised there were lots of questions, a number quite difficult. One in 
particular was highlighted (without being identified) but they recognised they 
were asked sensitively.  They appreciated being given the offer of a supporter 
when answering the questions.  They did recognise the questions were 
designed to minimise risk but some wondered if it actually did and whether 
there was a better balance.  Could medical records be used more and 
mention was made of Canada and its on-line records system. 

 
 
Note of Meeting between members of the Health and Sport Committee and 
people currently on the organ transplant waiting list. 
 
Members present: Brian Whittle and Emma Harper 
 

57. The discussion was held as part of the Committee’s scrutiny into the Human 
Tissue (Authorisation) (Scotland) Bill and 3 people attended, each of whom 
were currently on the organ transplant waiting list.  

 
Need for Education 

58. All attendees agreed it is critical to educate young people and ensure families 
and potential donors are recording their wishes on the organ donor register.  
This may help to reduce family override if they are unsure of a relative’s 
wishes and alleviate concerns.   Public awareness of the organ donor process 
is imperative and it was noted that young people may require two or three 
transplants in their lifetime.  
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Presumed Consent 

59. Attendees noted overall support of presumed consent but highlighted the 
need for education to inform people of the opt in, opt out and presumed 
consent options. They suggested there may be some confusion between the 
message of opt in and presumed consent. It is also important to engage 
people as early as possible perhaps through their driving licence application 
or National Insurance card.  

 
Should it be a gift?  

60. Attendees confirmed any organ is welcome whether it is retrieved via 
presumed consent or opt in.  The gift element is not an issue for them.  Quite 
often the details of the donor are not passed on so they would not be aware of 
how the organ was retrieved.   

 
Financial Benefits 

61. There was also discussion regarding the financial benefits of organ donation.  
A participant suggested the NHS will save £25,000 per year on dialysis for 
kidney transplant patients.  

 
Environmental Benefits 

62. There was also discussion regarding the environmental benefits of organ 
donation due to the extensive packaging of products required for kidney 
dialysis at home.   

 
Counselling  

63. Attendees raised the issue of grief counselling. More grief counsellors are 
required to assist patients before and after the transplant is received.  It was 
noted that 40% of transplants don’t happen due to complications with the 
organ on the day.  This causes considerable anxiety and distress for the 
patient waiting.  

 
 
November 2018 
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Health and Sport Committee 
 

31st Meeting, 2018 (Session 5) 
 

Tuesday 27 November 2018  
 

PE1477 Gender neutral Human Papillomavirus vaccination - Petitioner Jamie 
Rae on behalf of Throat Cancer Foundation 

 
Petition summary - Calling on the Scottish Parliament to urge the Scottish 
Government to extend the current Human Papillomavirus (HPV) immunisation 
programme in Scotland to include boys. 
 
Webpage: PE1477 - Gender neutral Human Papillomavirus vaccination 
 

Purpose  
 

1. The Committee are invited to consider its next steps in relation to the above public 
petition. 

 
2. At its meeting on the 13 June 2016 the Public Petitions Committee agreed to refer 

petition PE1477 to the Health and Sport Committee.  
 

3. The Committee considered the petition at its meeting on 25 October 2016 and 
agreed to keep the petition open pending the decision by the Joint Committee on 
Vaccination and Immunisation (JCVI). 

 
4. That decision has now been made and the Committee are therefore invited to 

consider closing the petition. 
 

Background 
 

5. In 2016 the JCVI recommended that a targeted HPV vaccination programme for 
men-who have-sex-with-men (MSM) aged up to 45 who attend GUM and HIV 
clinics be implemented. Following that recommendation, the Scottish Government 
worked closely with Health Protection Scotland and NHS Scotland to deliver that 
recommendation. 

 
6. In a letter dated 16 February 2016 the JCVI advised they has asked Public Health 

England (PHE) to undertake modelling work on extending the vaccination to 
adolescent boys in 2015 and expected PHE to report in 2017.  

 
7. In a letter dated 26 May 2016 the Scottish Government advised the Public Petitions 

Committee it takes advice on all matters relating to vaccination from the JCVI, 
noting: 

“The Scottish Government would not propose extending the HPV programme 
to adolescent boys ahead of any recommendation the JCVI may make, but 

http://external.parliament.scot/GettingInvolved/Petitions/protectboysfromhpv
http://www.parliament.scot/parliamentarybusiness/report.aspx?r=10581&mode=pdf
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will of course carefully consider the final advice from the JCVI once this is 
available”  

 
8. On 19 July 2017 the JCVI issued an interim response which advised against 

extending the vaccination. This decision went to public consultation which 
highlighted concerns with the costings used in the interim report. The JCVI agreed 
to reconsider its decision. 

 
9. On 18 July 2018 the JCVI announced its findings now showed it was likely that a 

gender neutral programme would be cost-effective, and as a result they would 
advise extending immunisation to adolescent boys.  

 

10. As a result of this announcement the Scottish Government announced (also on 18 
July 2018) it would implement a HPV (human papillomavirus) vaccination 
programme for boys. Joe Fitzpatrick, Minister for Public Health and Wellbeing 
noted:  

 
“Work to develop the programme will now begin, in conjunction with Health 
Protection Scotland and NHS Scotland, to be rolled out as soon as is 
practicable”.1 

Action 
 

11. Members are invited to consider the petition and note the actions taken by 

the Scottish Government in relation to the subject matter raised by the 

petition since it was last considered by the Committee in October 2016.  
 

12. In light of the commitments made by the Scottish Government to extend the 

immunisation programme to adolescent boys the Committee is invited to 

consider whether it wishes to close the petition. 
 

 

Clerk to the Committee 
November 2018  

                                            
1 https://www.bbc.co.uk/news/uk-scotland-44872567 

https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/630125/Extending_HPV_Vaccination.pdf
https://assets.publishing.service.gov.uk/government/uploads/system/uploads/attachment_data/file/726319/JCVI_Statement_on_HPV_vaccination_2018.pdf
https://www.bbc.co.uk/news/uk-scotland-44872567
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