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HEALTH AND SPORT COMMITTEE 
 

AGENDA 
 

29th Meeting, 2018 (Session 5) 
 

Tuesday 13 November 2018 
 
The Committee will meet at 10.30 am in the James Clerk Maxwell Room (CR4). 
 
1. Human Tissue (Authorisation) (Scotland) Bill: The Committee will discuss 

the informal evidence sessions held prior to the public meeting. The Committee 
heard evidence from three groups: people who have received donated organs, 
family members who have authorised the donation of organs, and people 
currently on the organ donor waiting list. 

 
2. Human Tissue (Authorisation) (Scotland) Bill: The Committee will take 

evidence on the Bill at Stage 1 from— 
 

Dr Sue Robertson, Deputy Chair, BMA Scotland; 
 
Rachel Cackett, Policy Adviser, Royal College of Nursing Scotland; 
 
Mary Agnew, Assistant Director - Standards and Ethics, General Medical 
Council; 
 

and then from— 
 

Dr Stephen Cole, Consultant in Intensive Care Medicine, Ninewells 
Hospital, Dundee, representing the Scottish Intensive Care Society; 
 
Lesley Logan, Regional Manager, Organ Donation: Scotland, NHS Blood 
and Transplant; 
 
Professor Marc Turner, Medical Director and Designated Individual 
(Tissues and Cells), Scottish National Blood Transfusion Service. 
 

3. 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 General Food Law (EU Exit) Regulations 2018; 
The General Foodstuffs Hygiene (EU Exit) Regulations 2018; 
The Specific Foodstuffs (Hygiene) (EU Exit) Regulations 2018; 
The Contaminants in Food (EU Exit) Regulations 2018; and 
The Quick-Frozen Food (EU Exit) Regulations 2018 
 

4. Human Tissue (Authorisation) (Scotland) Bill (in private): The Committee 
will consider the evidence heard earlier in the meeting. 

 
5. Health and Care (Staffing) (Scotland) Bill (in private): The Committee will 

consider a draft Stage 1 report. 
 
 

David Cullum 
Clerk to the Health and Sport Committee 

Room T3.60 
The Scottish Parliament 

Edinburgh 
Tel: 0131 348 5210 

Email: david.cullum@parliament.scot 
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HEALTH AND SPORT COMMITTEE 

HUMAN TISSUE (AUTHORISATION) (SCOTLAND) BILL 

SUBMISSION FROM BRITISH MEDICAL ASSOCIATION 

Key strengths of the proposals to introduce ‘deemed authorisation’ for those who 

have not made their wishes on organ donation known 

The BMA is a strong supporter of a ‘soft’ opt-out system for organ donation, where there 

continues to be a role for the family, and we have been campaigning for this since 1999. 

Our support is based on the following points: 

• We believe that, as one part of a broader strategy, a shift to an opt-out system will
have a positive effect on donation rates.

• Studies show strong support for organ donation amongst the public, but only just over
half of the Scottish population has registered on the organ donor register. An opt-out
system will help to overcome this disparity and make it easier for those who are willing
to donate - but never get around to signing up to the register - to have their wishes
respected.

• We support the principle behind an opt-out system – that if people do not object to
their organs being used after death, those organs should be available to save lives.

• Under an opt-out system individuals have exactly the same choice as in an opt-in
system – to donate or not to donate.  The decision not to opt out of donation is as
much of a ‘gift’ as a decision to opt in.

• Under an opt-out system, organ donation becomes the default position which, with
public support, changes cultural expectations in society. This creates a more positive
view of organ donation which is very likely to reduce the significant number of families
who object to donation when approached.

We wish to highlight the following strengths of the specific proposals put forward in the 

Human Tissue (Authorisation) (Scotland) Bill. 

• Chapter 2 – We are pleased to see that the deemed consent provision applies to

‘adults’ who are defined in the Human Tissue (Scotland) Act as someone who is 16

years or over, rather than restricting it to those aged 18 and over, as in Wales. This is

because, at 16, we believe it is reasonable to assume those covered will have seen

the publicity about the new system, be able to fully understand the implications of it for

them as an individual and act on it by opting out if that is their wish.

We are also in agreement that those aged 12 and over should continue to be able to

give express consent for, or opt out of, donation after their death and that these

declarations carry the same weight as the decisions made by adults.
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• Section 6, para 6A (4)(b)(ii) – The provision to allow families to provide evidence that

despite giving express consent for donation, the individual would not want donation to

proceed in the circumstances that have arisen. The example given in the explanatory

notes is of someone with beliefs that would only regard someone as ‘dead’ when their

heart ceases to function and so may not be willing to donate in circumstances where

death is diagnosed using neurological criteria. This reflects the focus throughout the

Bill on the wishes of the deceased individual which we fully support. It may also

encourage some people who would otherwise opt out to sign up for donation in the

knowledge that their views will be respected.

• Section 6 para 6C (4) and other similar clauses – The inclusion of provision to permit

donation if evidence is provided that, despite opting out, the individual’s most recent

view was that he or she was willing to donate organs after death. Given that our focus

is on facilitating the wishes of the individual, this is a sensible approach which caters

for someone who registers a view on the organ donor register but then changes their

mind and does not get around to changing it. It also makes clear that the reason the

donation is proceeding or not proceeding is because of the views of the individual, not

simply those of the relatives. Guidance, however, will be needed for the health

professionals involved about what type, and strength, of evidence would be needed.

• Section 7(2) para 6D(5) – Provision to make regulations to exclude particular parts of

the body from deemed consent. This allows deemed consent to be limited to the more

common organs and tissues that people would expect to be included. This is important

so that if there is media publicity about developments in face transplants, for example,

people do not opt out for fear that their consent to face donation might be deemed.

• Section 8 para 6E (2) and other similar clauses - These clauses provide welcome

confirmation that the fact that an individual has not signed up to the organ donor

register should not be interpreted as an unwillingness to donate. This reflects the fact

that many people are happy to donate organs after their death but simply never get

around to making their views known.

• Section 12 (2) para 1B– It is helpful that express authorisation for donation by a child

continues to be valid once the child becomes an adult and there is no obligation to

seek to renew the authorisation.

• Section 16 para 10A – We are pleased that there are provisions to extend those who

can provide authorisation for donation on behalf of a child beyond those with parental

responsibility. We also support the repeal of the current provision that excludes local

authorities with parental responsibility from providing authorisation.

Through public awareness campaigns, and with more information being provided in 

schools, young people will increasingly have thought about, and voiced opinions on, 

organ donation, even if they have not gone so far as to register a wish to donate on 
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the organ donor register. As a general principle, and as far as possible, steps should 

be taken to facilitate those wishes. 

For this reason we can see no reason for the absolute prohibition on allowing local 

authorities, with parental responsibility, to authorise donation. As with all other cases, 

legal authorisation does not mean that donation must proceed and it will be a matter 

for the specialist team to assess the situation and decide whether donation is 

appropriate. If, for example, the young person had discussed donation with those 

providing care and it was known that he or she was keen to donate organs after death, 

the local authority should be able to provide authorisation.   

For similar reasons, we can see no reason why an older sibling (16+), grandparent or 

other close relative could not provide the required authorisation to permit donation to 

proceed if the parents are not available (if, for example, the child and parents were all 

in a car accident and the parents did not have capacity at the time authorisation was 

needed). 

• Chapter 6 – The duty to inquire provides reassurance that the register will be checked

for express consent or an opt-out and that the family and relevant others will be

consulted to identify any unregistered objection to donation. While this is what we

would expect to happen in practice, it is helpful to make this a requirement on the face

of the Act. This explicit requirement to make inquiries also accords with the principle,

underpinning the Bill, that it is the individual’s latest wish that should determine

whether donation proceeds.

Key weaknesses of the proposals to introduce ‘deemed authorisation’ for those who 

have not made their wishes on organ donation known 

We wish to highlight the following weaknesses of the specific proposals put forward in the 

Human Tissue (Authorisation) (Scotland) Bill.  

• Section 6 para 6B(3) – We are very keen to ensure that it is as easy as possible for

people to opt out of donation if that is their wish. It is unclear why an opt-out declaration

must be made in writing or made to the register organisation orally or in writing. The

explanatory notes state that, in practice, people will not be able to opt out through

other means such as the DVLA, passport office or GP. We would prefer to see as

many ways as possible for people to opt out, recognising that these mechanisms need

to feed into a single database to avoid the risk of different decisions being held in

different places.

• Section 7 para 6D (3) - The provision stating that an adult is incapable of

understanding the nature and consequences of deemed consent (and therefore is not

deemed to have consented) if they lacked capacity for ‘a significant period ending

immediately before the relevant time’. In our view, it should be the period of time the

individual has had capacity since the legislation came into force (or they reached the
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age of 16), rather than the amount of time they lacked capacity before death, that is 

the relevant factor.  

Consider a man who is 20 when the legislation comes into force and wants to donate, 

so is happy for his consent to be deemed. He loses capacity at the age of 40 – as a 

result of an accident – and dies 2 years later. If it is the amount of time he lacked 

capacity that was relevant, consent would not be deemed but it is highly questionable 

whether that would reflect his wishes, given the amount of time he had to opt out if 

that had been his wish.  

It has been suggested by some (including in the debate in Wales) that a prior decision 

cannot be relied upon because the individual might have chosen to opt out during their 

period of incapacity. This is meaningless because, by definition, individuals who lack 

capacity cannot make and communicate decisions. It is also unclear why the same 

argument is not made in respect of those who have opted in to donation, where 

subsequent incapacity is considered irrelevant.  

Key strengths of the plans for authorisation of pre-death procedures 

We welcome the provisions in chapter 5 to clarify the lawfulness of certain pre-death 

procedures aimed at facilitating donation or increasing the likely success of the 

transplantation.  

Our view has always been that where authorisation has been provided for donation, this 

includes authorisation for some tests that are required or desirable to facilitate that process 

but which are not part of the patient’s standard medical care, provided that, in each case, 

they are minimally invasive and are not harmful to, or risky for, the patient.  The justification 

for intervening in these cases is threefold:  

• it benefits patients to facilitate their wish to donate organs;

• their authorisation (or decision not to opt out) can be seen to incorporate authorisation
for the necessary steps to fulfil that objective and to make the donation as successful
as possible; and

• provided there is no harm to the patient and considerable benefit to others (ie the
potential recipients) such action is justified.

It is helpful to have clarity about the legal status of carrying out such procedures and to have 
a clear process to follow.  

We note that consideration is being given to expanding the information provided to those who 

are considering their views on organ donation about the type of tests that might be required 

to facilitate donation. We welcome such a move but care needs to be taken to ensure that 

the information is short and to the point so that people are not deterred by the sheer volume 

of information to read.   

Key weaknesses of the plans for authorisation of pre-death procedures 
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Our understanding is that, in some circumstances, this chapter will introduce a legal 

requirement for express consent/authorisation for the pre-death procedure itself (ie in addition 

to the authorisation for donation), where previously this was not required (including during 

the transitional period where consent for donation will be deemed once the legislation comes 

into force). If this is a correct interpretation of these sections, we would expect to see a 

strategy in place to ensure that those likely to carry out such procedures are aware of the 

new rules so that they do not inadvertently break the law. There is currently no mention of 

the steps that will be taken to inform health care teams about this change.  

Other comments 

• It is not clear how this Bill fits with the Human Transplantation (Wales) Act 2013 and

with forthcoming legislation in England. If an adult has lived in Scotland for more than

12 months, and has not opted out – such that his consent would deemed if he died in

Scotland – what would happen if he died in Wales? Or in England once the opt-out

legislation is in place there? Is there a way of linking the pieces of legislation such that

an adult who lived in Scotland but died in Wales could be deemed to have consented?

This would reflect the focus on facilitating the individual’s wish that underpins the Bill.

• We welcome the comments in the policy memorandum about the importance of

evaluation and monitoring the new system but note that there is no statutory provision

for this in the Bill itself.

• It is essential that there is a continuing campaign of public information both before and

after the change is introduced so that there is widespread public awareness and to

stimulate discussions within families and between friends.
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HEALTH AND SPORT COMMITTEE 

HUMAN TISSUE (AUTHORISATION) (SCOTLAND) BILL  

SUBMISSION FROM THE ROYAL COLLEGE OF NURSING IN SCOTLAND

  

Background 

Earlier this year, the Royal College of Nursing (RCN) issued a position 
statement on consent for organ and tissue donation after death. It reads: 
 
“The Royal College of Nursing supports an opt-out system of consent for 
organ and tissue donations after death, where there is evidence that certain 
safeguards, supports and resources are in place.” 
 
The RCN reached this position after it surveyed its members in early 2018. 
More than 7,700 members completed the survey. 71% of RCN members were 
broadly in favour of an opt-out system of consent for organ and tissue 
donation (rating between 7 and 10 on a scale of 0-10 from opt-in to opt-out). 
The majority support for an opt-out system was reflected across all four 
countries of the UK: Wales (75%); England (69%); Scotland (71%), and 
Northern Ireland (73%). 
 
Whilst the majority opinion on an opt-out system for consent was clear, the 
survey also highlighted the work still to be done among nursing staff and the 
public to increase the rate of organ and tissue donation, irrespective of the 
system of consent. 
 

• Only 25% of RCN members felt they could speak with confidence 
about organ donation with patients and their families. 
 

• Only 22% of RCN members felt they could speak with confidence 
about tissue donation with patients and their families. 
 

• Only 10% of members felt that patients tend to have thought much 
about donating their organs and tissues after death. 

 
Safeguards, supports and resources 
 

Safeguards or conditions attached to any opt-out system had a significant 

impact on levels of support for an opt-out among RCN members.  

• In Wales, all of the safeguards attached to the opt-out already in place 
were overwhelmingly rated as important. 

• Among members elsewhere, when presented with a list of possible 
safeguards, they: 

o Overwhelmingly reinforced the views of those favouring an opt-
out; 
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o Moved a significant number of those favouring an opt-in towards 
support for an opt-out, and 

o Resulted in those with no fixed view being more likely to move 
towards favouring an opt-out than an opt-in. 
 

Following the consultation with members, the safeguards, supports and 
resources the RCN would expect to accompany any opt-out system are set 
out in the bullet points below: 
 

• Sufficient resources are made available to define and support the 
additional infrastructure and capacity required to increase the rate of 
successful donations, including increased and sustainable investment 
in the number of Specialist Nurses in Organ Donation (SNODs), before 
any opt-out system is introduced.  
 

The RCN appreciates the difficulty of estimating costs associated with 

increased organ donation rates as a result of this legislation. The 

assumptions around the sufficiency of existing indicative funding – 

including funding to NHS boards who bear the costs of actual 

transplantation and life-long support for those who have received donor 

organ or tissues - must be assessed regularly over the 10 year course 

of the evaluation. In addition, we note the additional staff funding for 

NHS Blood and Transplant (NHSBT), but again would urge that the 

evaluation ensures an ongoing assessment of funding for SNODs and 

Special Requesters. The aspirations of this Bill to support increased 

donations should not be hampered by lack of resource or predicated on 

delivery by an over-stretched workforce.  We note here the importance 

of the Health and Care (Staffing) Bill also under consideration by the 

committee. 

The RCN understands the need to manage resources appropriately for 

families and NHS organisations in the complex and sensitive process 

of authorisation, donation and transplantation and has supported the 

development of the nursing role of Specialist Requester in other parts 

of the UK. SNODs are under significant pressure to staff rotas over 

wide areas of Scotland and we appreciate that the Special Requester 

role is an attempt to alleviate this. However, the RCN is clear that the 

process of inquiry and authorisation does require a nurse (whether a 

SNOD or Special Requester) with the appropriate, high-level clinical 

and communication skills to guide families through each stage of this 

process and ensure they are accurately informed and fully engaged. 

The individual nurse will also be required to make important and 

sensitive judgements on whether or not the donation can proceed 

when authorisation is deemed. The RCN understands why some 

practical elements of inquiry may be appropriately delegated but is 

HS/S5/18/29/2

Page 7 of 19



concerned that the wording of 16J could allow delegation by health 

boards without clear parameters. This should be considered further.  

We would want to see the competencies and skills of nursing taking on 

Special Requester roles in Scotland articulated clearly to MSPs during 

the passage of the Bill. This should be reflected in statutory guidance. 

Finally, we have a concern that the duty to inquire is placed on 

individual nurses (as a “health worker”) rather than on organisations. 

Given the complex inquiries which will be required under this 

legislation, when time is clearly of the essence, the RCN is concerned 

that individual staff will not be sufficiently protected when difficult 

judgements must be made quickly. The Bill should not have the 

unintended consequence of prompting defensive practice. We would 

wish to see the decision to make the duty individual, rather than 

organisational, explored in detail in the committee stages of the Bill. 

• An evaluation is commissioned to assess the medium-to-long-term 
impact of any opt-out system on the rate of successful donations. Any 
opt-out system is reviewed on the basis of this evidence. 
 

The RCN acknowledges that the Financial Memorandum to the Bill 

sets out funding for full evaluation and, given the learning in Wales in 

evaluating after just two years, we accept the need to set evaluation in 

a longer-time scale. We would be keen to see the Scottish Parliament 

take a clear role in monitoring the implementation and impact of this 

Bill, if passed. We are also interested to hear what action could be 

taken if any new legislation were to have a negative effect, over the 

timeframe of the evaluation, on successful donation rates. 

• The Scottish Government starts a public awareness campaign no less 
than a year before any change to an opt-out system, and then sustains 
that campaign. There are multiple, accessible routes for every adult to 
opt-out of donating, at any time, if they so choose.  
 

The RCN is pleased to see additional funding committed to a public 

campaign, with a commitment to begin activity a year before 

commencement. It appears that there will be different routes to formal 

opt-out, however we would note that the explanation of these is not 

always very clear in the documents accompanying the Bill. We would 

expect to see plain English translation of these options to inform the 

public in the run up to commencement, and continuing thereafter. 

• The Scottish Government starts an awareness and education 
programme for all health care professionals, tailored to the needs of 
specific groups, no less than a year before any change to an opt-out 
system, and then sustains that programme. Clear and up-to-date 
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guidance on the operation of any opt-out scheme is available to all 
health care staff.  
 

The additional funding allocated to NHSBT, with a particular focus on 

those directly involved in the transplantation process, is a positive step. 

However, the sums involved will not, we would anticipate, fund the 

level of education and support requested by our members.  

Nursing staff employed across sectors will need to be able to answer 

questions from the public about the impact of the changes factually and 

correctly. In addition, ensuing that family and friends are aware of an 

individual’s wishes, so that these can be shared authoritatively during 

the authorisation process, requires early and open conversations, 

which many people will find difficult. Nursing staff working across all 

settings, including GP surgeries, care homes, community teams and 

general wards, could support authorisation rates by having the 

confidence to raise the issue of donation at any stage of a person’s life. 

With only a quarter of RCN members feeling confident to discuss organ 

and tissue donation with patients and families, greater investment in 

education of the wider clinical workforce is key to the success of this 

and other interventions to increase donation rates. Additional funding is 

required to develop resources and guidance in partnership with 

clinicians, including nursing. We appreciate that NHSBT may not be 

the appropriate organisation to lead this wider programme, and this 

may sit more appropriately with the Scottish Government. 

• Trained health professionals must discuss the expressed wishes of the 
deceased person with the person’s family, where contactable, before 
any donation proceeds. If a family does not want a donation to go 
ahead it will not be forced.  
 
The RCN acknowledges that Bill sets out the process for “healthcare 
workers” to take all reasonable steps to inquire with family and others 
as to the last known wishes of the person on donation (see concerns 
raised above). Guidance must make absolutely clear to practitioners 
the parameters of any new duty to inquire and support them to make 
difficult judgements – for example where family members may not be 
able to express clearly the wishes of their loved ones where no 
decision has been recorded, or where disputes arise between different 
family members. In practice, the RCN is clear that our nursing 
members should not be in a position of forcing a donation to take place 
in the face of significant opposition from loved ones. We understand 
that this is how the opt-out in Wales is, in effect, managed. 
 

• The opt-out system is limited to adults only. Consent for donations from 
children and young people should continue to be addressed by existing 
opt-in/parental consent arrangements.  
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We acknowledge that the Bill, in line with the RCN position, does not 
intend to extend deemed authorisation to children and young people. In 
terms of changes which are included in the Bill to authorisation for 
children and young people, this goes beyond the extent of the RCN 
member consultation and resulting positon.  However, as with many of 
our comments, we note that the language used to explain the changes 
in the Bill is not user-friendly.  It will be imperative that formal guidance 
and public communication on these issues is absolutely clear.  Any 
person with parental responsibility dealing with the death of a child, and 
any nurse supporting them, must have information available in the 
simplest form.  
 

• Adults who have never had the capacity to consent would not be 
included in the opt-out scheme. The scheme must also make clear how 
adults who lost the capacity to consent for a period before death would 
be excluded from the opt-out.  
  
The RCN is content that the Bill addresses this point. The detailed 
guidance for SNODs and Special Requesters, however, will be key if 
they are to make appropriate judgement on this point during the 
authorisation process. 
 

• The opt-out scheme is limited to organs and tissue donated for 
transplant. Adults must still opt-in to donate organs and tissue for 
research and other purposes. 
 

• Any opt-out scheme makes clear which organs and tissues are 
included.  
 
The RCN is content that the Scottish Bill is in line with both these 
safeguards in the RCN position. However, the explanations provided 
are not always clear and will require plain English communications to 
the public. 
 

• Any opt-out scheme should have clear residency criteria included to 
ensure that temporary residents are not presumed to have given 
consent.  

 

The RCN is content that intent of the legislation is in line with this safeguard in 

the RCN position. Guidance must make clear to RCN members what steps 

are reasonable to ascertain compliance with r 
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REF NO. HS/S5/18/HTAS/34 

HEALTH AND SPORT COMMITTEE 

HUMAN TISSUE (AUTHORISATION) (SCOTLAND) BILL  

SUBMISSION FROM THE GENERAL MEDICAL COUNCIL 

Thank you for the opportunity to respond to this call for evidence. As you will know, the 

General Medical Council (GMC) is an independent organisation that helps to protect 

patients and improve medical education and practice across the UK.  

 We decide which doctors are qualified to work here and we oversee UK medical 

education and training 

 We set the standards that doctors need to follow, and make sure that they 

continue to meet these standards throughout their careers 

 We take action to prevent a doctor from putting the safety of patients, or the 

public’s confidence in doctors, at risk. 

While regulation of the medical profession is reserved to Westminster, the GMC operates 

within the legal and legislative structures of the different jurisdictions within the UK. As an 

example of this, our guidance for doctors reflects the laws of all Scotland, and when a law 

changes we seek senior counsel’s advice on whether we would need to update our 

guidance. 

We would be happy to answer any questions on the points set out below. 

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? 

The GMC does not take a position on what an appropriate system for authorisation for 

tissue or organ donation from the deceased should be. Our comments are therefore 

restricted to requests for clarifications on various provisions in the bill.  

Advance wishes 

We note that health workers will have a legal duty (16H(2)(a)) to ‘take reasonable steps to 

inquire into whether there is in force  

i an express authorisation by the adult 

ii an opt-out declaration by the adult’ 
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We note that a person could either register their express authorisation (opt-in) or their opt-

out on the Organ Donor Register or, in an alternative written form. For opting-in, an 

alternative written form will include (but is not necessarily limited to) a donor card. We note 

that explicit authorisation allows a donor to exclude certain tissues and organs from being 

donated. 

If the patient did not register their advance wishes (either to opt-out or to opt-in) on the 

Organ Donor Register, it would be helpful to provide clarification on the types of steps that 

might be expected of health workers to make, as part of their duty to enquire. This includes 

whether or not these steps might depend on particular circumstances (for example, if the 

window of opportunity to donate is particularly tight).  

Duties of health workers 

In the absence of an opt-in or opt-out declaration by a patient, we also note that health 

workers will have a duty to enquire into whether the adult ‘is an adult who is incapable of 

understanding the nature and consequences of deemed authorisation’. The bill also states 

that ‘an adult is incapable of understanding the nature and consequences of deemed 

authorisation if, over a significant period ending immediately before the relevant time, the 

person was incapable of understanding’ what is involved in the deemed authorisation 

scheme.  

We think it would be useful to have clarification on what steps might reasonably be 

expected of health workers in relation to making these inquiries?  

Further, where doubt has been raised with regards a patient’s possible incapacity (at the 

relevant time), it is important to note that the health worker would not be carrying out the 

capacity assessment themselves – but making a judgement based on reports from others, 

such as family and/or friends. 

It is also important to note that the starting point of any assessment is a ‘presumption of 

capacity’ and where doubt has been raised about capacity, this is judged on a ‘per 

decision’ basis. In other words, capacity is not an all or nothing concept and a person 

might have capacity in some areas, but not others.   

Therefore, in the present context, unless a specific capacity assessment had been made 

in relation to the patients understanding of the deemed authorisation system, the 

judgement made by the health worker could be based on assumptions about their ability to 

understand given the patient’s former situation at the relevant time. These assumptions 

might be reasonable in some situations (e.g. the patient had advanced dementia) – but 

might be less straightforward in others. 
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Question 2 – What do you think are the key strengths and weaknesses of the plans 

for authorisation of pre-death procedures? 

Interface with the Adults with Incapacity (Scotland) Act 2000 

We think it would be useful to have clarification on the interface between these provisions 

and the Adults with Incapacity (Scotland) Act 2000. For example, where pre-death 

procedures involve continuing treatment on a patient that is of no benefit to them, this 

could be seen as conflicting with the requirement that the principle of ‘benefit’ must be 

given effect when making decisions on behalf of a person with incapacity. This has the 

potential to cause confusion for healthcare professionals and those close to a patient.  

It will therefore be vital that all parties are aware of the legal framework that applies to 

authorisation of pre-death procedures and in particular, to ensure that it aligns to patient 

expectations about what authorising donation means in practice. 

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

We understand that there might be certain types of tissue or organ (such as ovarian or 

testicular tissue) that might never be eligible for donation without the explicit written 

consent of the donor him or herself. We would advise that in carrying out their roles, health 

workers would benefit from being explicitly aware of what these exemptions are. 
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HEALTH AND SPORT COMMITTEE 

HUMAN TISSUE (AUTHORISATION) (SCOTLAND) BILL  

SUBMISSION FROM NHS Blood and Transplant (NHSBT) 

NHSBT is a special health authority supporting organ transplantation across the UK 

and blood transfusion in England and Wales.  The Scottish National Blood Transfusion 

Service (SNBTS) and the Northern Ireland Blood Transfusion Service (NIBTS) support 

blood transfusion in Scotland and Northern Ireland respectively.  NHSBT is funded by, 

and accountable to, the four Departments of Health in the UK government and 

devolved administrations. 

The Organ Donation and Transplantation (ODT) directorate of NHS Blood and 

Transplant (NHSBT) supports transplantation in a number of ways. ODT supports and 

facilitates every organ donation that takes place across the UK through its 365 days a 

year and 24/7 specialist service. ODT receives referrals of potential organ donors, 

employs the Specialist Nurses in Organ Donation (SN-ODs), coordinates the matching 

and offering of organs for transplant to potential recipients, commissions the National 

Organ Retrieval Service and collects data on transplant outcomes for the National 

Transplant Database. 

Our response to this consultation is focused on the operational implications of 

implementing an opt out legislation in Scotland.  NHS Blood and Transplant is 

committed to working to maximise donation within whatever  legislative framework the 

Scottish Government introduces. 

The efficiency with which we can implement the changes to legislation across the 

different administrations in the UK will be increased if these legislative acts are 

consistent with each other.  We would urge the different UK Governments to work 

together to develop legislations that are where possible complementary and consistent 

with each other, offering organ donation professionals and healthcare partners areas 

of uniform practice in Organ Donation and Transplantation across the UK. 

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? 

Strengths 

The proposals are aligned closely with NHSBT’s current operational practices and as 

such do not represent a paradigm shift for those specialist staff currently involved in 
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progressing organ donation to transplantation.  This should simplify the 

implementation process. 

 

The National Conversation that the Bill stimulates, together with the planned 

communication strategy, will facilitate approach conversations by our specialist 

nurses as it will raise awareness of organ donation. 

 

The Bill seeks to improve inclusiveness for children by allowing local authorities to 

consider authorisation for a child for whom it holds parental responsibilities and 

rights.  We support working with anyone who has parental rights and 

responsibilities to obtain the best outcome for all those involved. 

 

The addition of Quality Assurance as a category under ‘other purposes’ provides a 

clear intent that will support work which is critical to improving successful 

transplantation. 

 

The Bill encourages advance confirmation of donation decisions which will ease 

decision making by families at a time of increased stress and emotion. 

The Bill confers on Scottish Ministers the requirement to make arrangements for the 

establishment and maintenance of a register in Scotland.  The ability to delegate this 

responsibility means that the existing informal arrangements will be formalised. 

 

Weaknesses 

Certain individuals may now feel forced to opt out because, whilst they are content to 

be donors, there is a misconception that their family will not be involved in the final 

decision at time of death.  In the introduction of this legislation it is important that the 

involvement of the family during end of life decision making is clearly communicated.   

 

Initial and ongoing increase in 'opt out' and removal of names from the Organ Donor 

Register may reduce the potential organ donor pool. 

 

The Bill is being introduced at a time when similar legislative changes (e.g. Wales) 

have not been fully evaluated.  Consequently, the evidence upon which the change in 

donor numbers is based has a large variance.   

 

There are advantages in extending deemed authorisation to circumstances such as  

‘other purposes’ beyond transplantation (for example research) as this would assist 

families in not having to make further decisions if their loved one had not opted-out. 

 

There will be a need to provide the public with clear messages because of the 

differences in authorisation for children, with deemed authorisation from 15-16 years, 

yet self-authorisation from 12yrs. 
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2. What do you think are they key strengths and weaknesses of the plans for 

authorisation of pre-death procedures? 

 

In the absence of a finalised list of tests, we cannot provide a final response to this 

question. 

 

Strengths 

NHSBT will meet the necessary legal requirements and ensure continuity of practice.  

Providing best practice information around tests undertaken is already part of the 

process carried out by our SN-ODs and the Bill will formalise this for some families. 

 

Weaknesses 

The 2006 Human Tissue (Scotland) Act affords Specialist Nurses the clinical 

autonomy to ensure families have information about the donation process and tests 

that is tailored to their needs.  There has never been a family complaint about having 

been provided too little information since 2006. Indeed, families will often say they are 

receiving too much information. There remains a risk that formalising this process in 

the absence of public concern and without taking steps to evaluate the views of the 

public may make the authorisation process less efficient and overwhelming for 

families.  The requirement to obtain authorisation for a list of tests will further lengthen 

the process.  Evidence shows that lengthening the donation conversation has a 

negative impact and will potentially reduce authorisation rates. 

We would ask that Type A procedures be organised according to allowable broad 

categories rather than appear as a long list of individual procedures. An example could 

be, blood tests to ascertain suitability for transplantation, rather than an exhaustive list 

of allowable blood tests. This reflects how the individual donor’s past medical history 

may require different blood tests and the need to rapidly respond to any newly 

identifiable transmissible risk. 

 

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

Donation conversations typically occur late in the evening and at a time when grieving 

families are shocked, exhausted and emotional. The SN-OD team in Scotland have 

expressed some concern that lengthening the donation conversation, alongside the 

requirement for families to comprehend more complex information around deemed 

authorisation, may have a negative impact upon family responses to the donation 

decision. 

There is a need to educate NHS colleagues across the healthcare system about the 

proposed legislation. Consideration will need to be given to the resource implications 

around who will deliver this education, as any expectation that such training would be 

delivered by SN-ODs within their local resident hospitals may impact upon service 

delivery. 
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New legislation in the realm of organ donation, in 3 parts of the UK, is either in place 

or currently proposed.  At present a resident in 1 UK country who dies in another UK 

country may be an exception to deemed authorisation or consent.  Given that England 

and Scotland are moving towards opt out systems and Wales already has an opt out 

system in place, these continued exceptions cross countries become less 

understandable.  Attention to this problem requires discussion across all UK 

legislatures. 
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    HEALTH AND SPORT COMMITTEE 

HUMAN TISSUE (AUTHORISATION) (SCOTLAND) BILL 

SUBMISSION FROM SCOTTISH NATIONAL BLOOD TRANSFUSION SERVICE 

The Scottish National Blood Transfusion Service (SNBTS) welcomes the introduction of the 
Human Tissue (Authorisation) (Scotland) Bill. 

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? 

Together with all the other initiatives already in place supporting organ and tissue donation 
in Scotland, the introduction of “Deemed Authorisation” is likely to help further increase the 
number of potential organ and tissue donors who successfully donate in support of 
transplantation, leading to lives saved and/or significantly improved. 

The planned awareness raising campaign, both upfront prior to the introduction of the Bill 
and then ongoing after that, is likely to significantly enhance the general public’s awareness 
of both organ and tissue donation. It is likely to lead to organ and tissue donation becoming 
a topic that is discussed regularly and freely, leading to better public awareness about what 
is involved in organ and tissue donation. Importantly this is likely to lead to families 
discussing donation openly, so that making the right decision for the individual concerned at 
a time of acute grief is likely to become easier whether that decision is to go ahead with 
donation or not. 

Scotland is already performing well as regards organ and tissue donation. A majority of the 
population is already registered on the Organ Donor Register (ODR) confirming their 
decision re organ and/or tissue donation; individuals who would rather not donate at the 
time of their death are also already able to register such a decision on the ODR. However 
there is evidence that an even bigger majority of the population than is currently registered 
on the ODR is supportive of organ and tissue donation. This discrepancy is likely to be due 
to a number of reasons, such as unwillingness to contemplate one’s potential demise. This 
may lead to occasions where family members are unsure what the right decision for a 
particular individual should be. The awareness campaign planned prior to the introduction 
of “Deemed Authorisation” and then ongoing after that, will enhance the public’s knowledge 
about the potential for donation; while registering a decision to donate on the ODR will still 
be encouraged, members of the public who are supportive of the idea of donation will no 
longer need to register their decision actively in order to indicate their willingness to donate. 
On the other hand, members of the public who are unwilling to donate organs and/or tissue 
after their death will continue to have the opportunity to register that decision as at present. 

It is reassuring to note that the proposed Bill has a number of safe guards built in which will 
ensure that the potential donor’s final wishes/decision are respected, particularly when the 
individual may have changed their mind but had not managed to register their new decision 
on the ODR prior to their demise. The Bill also puts in place safe guards for individuals who 
may not be fully aware of “Deemed Authorisation” such as young children and adults with 
incapacity. 

The importance of the family has been acknowledged. Family involvement is key, both to 
ensure that an individual’s most recent decision is respected, but also to ensure the safety 
of donation as family members act as spoke-persons for the deceased donor who is no 
longer able to supply the necessary information required to ensure that the donated organs 
and/or tissue would be suitable for other patients. 
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This Bill also recognises the fact that organ donation in particular is time dependent, with 
organ retrieval and transplantation needing to take place as soon as possible after the time 
of death to maximise the chances of a successful transplant outcome. With continuing 
advancement in medical care a number of interventions are now possible which would help 
increase the chance of a successful outcome for the recipients. The flexibility around the 
timing of when authorisation can be given will continue to help increase the chances of 
successful donation and transplantation. 
 
However it will be very important that this is explained clearly to the public in the awareness 
raising campaign, making it very clear that authorisation for donation for transplantation 
would only be progressed when there is clearly no chance that the patient will recover from 
their current illness and that donation would only ever proceed once death has been 
confirmed. As such, such potential donors are better referred to as peri-mortem potential 
donors rather than living potential donors. 

 
What do you think are the key strengths and weaknesses of the plans for 
authorisation of pre-death procedures? 
 
As medical care continues to advance, there will be more and more interventions that can 
be done that would help improve the outcomes of transplants. Some such interventions will 
be time-critical. The Bill makes it clear that such interventions cannot be made prior to a 
clinical decision being taken that ongoing treatment would be futile and confirmation that 
further life-supporting treatment would be inappropriate for the individual concerned. In 
such situations, being able to carry out agreed pre-death procedures is likely to improve 
transplant outcomes while at the same time protecting the potential donor from any 
unnecessary interventions that would not be appropriate outside the setting of donation. 
 
Prior to introducing this Bill it will be very important that the plan for pre-death procedures is 
explained clearly in the awareness raising campaign to ensure there are no 
misunderstandings by the general public as this important initiative could lead to 
unnecessary public anxiety and a negative impact on the potential of donation and 
transplantation. 
 
Do you have any other comments to make on the Bill? 

 

SNBTS looks forward to the planned guidance from the Chief Medical Officer to encourage 
clinicians to refer patients who may be potential organ and tissue donors; such guidance is 
likely to help increase the number of potential organ and tissue donors, in particular tissue 
donors where donation can take place up to 48 hours after death so that tissue donation 
can be progressed even if death takes place outside an acute hospital setting. 
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Health and Sport Committee  

 
29th Meeting, 2018 (Session 5)  

 
Tuesday 13 November 2018 

 
 European Union (Withdrawal) Act 2018 

 

The General Food Law (EU Exit) Regulations 2018 

The General Foodstuffs Hygiene (EU Exit) Regulations 2018 

The Specific Foodstuffs (Hygiene) (EU Exit) Regulations 2018  

The Contaminants in Food (EU Exit) Regulations 2018  

The Quick Frozen Food (EU Exit) Regulations 2018 

 

Background 

1. The Committee received notification from the Scottish Government on 8 
October 2018 of its intent to consent to UK Ministers making regulations on 
its behalf in relation to the following: 

 

 The General Food Law (Eu Exit) Regulations 2018 

 The General Foodstuffs Hygiene (Eu Exit) Regulations 2018 

 The Specific Foodstuffs Hygiene (Eu Exit) Regulations 2018  

 The Contaminants In Food (Eu Exit) Regulations 2018  

 The Quick Frozen Food (Eu Exit) Regulations 2018 

 

2. These regulations are being proposed by the UK Government for laying in 
the UK Parliament in relation to the European Union (Withdrawal) Act 2018 
(‗the Act‘). A new protocol has been put in place between the Scottish 
Parliament and the Scottish Government to help Committees deal with these 
types of instruments. 

3. An infographic has also been produced which shows how the Scottish 
Parliament scrutinises UK statutory instruments laid at the UK Parliament 
under the 2018 Act. 

The Instruments  

4. The notification letter from the Scottish Government states the reasons why 
the Scottish Government is content that Scottish devolved matters are to be 
included in these SIs. 

5. Under the categorisation proposals set out in the protocol, they have each 
been categorised by the Scottish Government as falling under Category A. 

Actions taken to date 

http://www.parliament.scot/S5_Delegated_Powers/20181008SINotification.pdf
http://www.parliament.scot/S5_Delegated_Powers/20180911CabSec.pdf
http://www.scottish.parliament.uk/S5_Delegated_Powers/BrexitSIs.pdf
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6. On the 18 October 2018 the Convener wrote to Joe FitzPatrick, Minister for 
Public Health, Sport and Wellbeing to seek clarification on a range of issues 
including why the 28 day scrutiny period was not being adhered to and the 
classification of each instrument as falling within category A.  

7. A response was received from the Minister on 23 October.  

8. On 25 October 2018 the Convener wrote again to the Minister for Public 
Health, Sport and Wellbeing to seek further clarification in relation to any 
possible implications arising from the recent BSE case in Aberdeenshire in 
relation to the safety and transferability of food stuffs and whether there is any 
impact on these proposed regulations.  

9. A response was received from the Minister on 31 October which stated— 

―I am advised by Food Standards Scotland that there is no impact, both 
in terms of general food safety, or related to the specific instruments 
currently before the Committee.‖ 

10. Copies of all the correspondence detailed above is available in the 6 
November Committee Meeting Papers.  

11. The Committee also received a further letter from the Minister on 5 
November indicated that the concern the Committee had expressed with not 
having the full 28 day scrutiny period regarding these SI notifications had 
been addressed. The Minister indicated that the Westminster laying schedule 
had now been postponed until week commencing 19 November.  

12. The Committee took oral evidence from the Minister for Public Health, 
Sport and Wellbeing on the SI notifications at its last meeting on the 6 
November.  

13. Following the oral evidence session the Committee agreed to write to the 
Minister requesting further information on a range of issues (Annexe A). 

14. The letter to the Minister requests a response by 12 noon on Monday 12 
November. A response from the Minister will be circulated to the Committee 
upon receipt.  

  

Decision 
15. To respond within the 28 day scrutiny period the Committee is invited to 
tale a decision today on whether it wishes to: 
 

a. Write to the Scottish Government to confirm it is content for consent for 
a UK SI to be given. 

b. Taken an alternative course of action.  
 
Clerk to the Committee November 2018 

 
  

http://www.scottish.parliament.uk/S5_HealthandSportCommittee/Meeting%20Papers/UPDATED_HS_PUBLIC_PAPERS_06112018.pdf
http://www.scottish.parliament.uk/S5_HealthandSportCommittee/Meeting%20Papers/UPDATED_HS_PUBLIC_PAPERS_06112018.pdf
http://www.scottish.parliament.uk/S5_HealthandSportCommittee/Meeting%20Papers/20181105_Ltr_IN_from_MinisterPHSW.pdf
http://www.scottish.parliament.uk/S5_HealthandSportCommittee/Meeting%20Papers/20181105_Ltr_IN_from_MinisterPHSW.pdf
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Annexe A 
 

 

 

Via email 
Joe FitzPatrick MSP 
Minister for Public Health, 
Sport and Wellbeing  
 

 
 

Health and Sport Committee 
T3.60 

The Scottish Parliament 
Edinburgh 
EH99 1SP 

Tel: 0131 348 5210 
Calls via RNID Typetalk: 18001 0131 348 

5224 
 Email: healthandsport@parliament.scot 

 

7 November 2018 

Dear Minister 

EU Foodstuffs and Hygiene – EU Exit Regulations 
Thank you for providing oral evidence at the Health and Sport Committee‘s 
meeting on 6 November in relation to the above. The Committee agreed at 
the meeting to write to you to seek clarification on a number of issues. 
Your notification on the regulations detailed that the Food Standards Agency 
carried out a public consultation across the UK from 4 September to 18 
October 2018 on the proposed approach to retained EU law for food and feed 
safety and hygiene.  

 Which stakeholders in Scotland responded to this consultation and 
were any concerns expressed? 

 Why was there no equivalent consultation from Food Standards 
Scotland? 
 

During your evidence session the removal of the legal basis for the European 
Food Safety Authority and the EUs Rapid Alert System for Food and Feed as 
well as other associated crisis and emergency management arrangements 
was discussed. You highlighted that a UK wide framework was currently being 
discussed between the FSA and FSS for food and feed safety and hygiene. 
The notifications detail this will set up new working arrangements and 
enhanced capacity for incident handling and risk assessment. The 

mailto:healthandsport@parliament.scot


HS/S5/18/29/3 

Page 4 of 5 
 

notifications mention that these roles are currently undertaken by ―EU 
governance arrangements and systems‖.  

 Are you able to provide further information on what the framework 
agreement between UK Ministers/FSA and Scottish Ministers and the 
FSS will look like? 

 It would be helpful to receive further insights into how the bodies will 
work together and share the load on risk assessment and management 
for foods coming into Scotland.  

 Are you able to provide further information on the expected increase in 
the volume of work for FSA and FSS when European Food Safety 
Authority‘s   functions transfer over and the consequent cost and 
resource issues for the FSS? 

 The FSA‘s consultation on the changes to these pieces of retained EU 
law notes at page 13 that EFSA currently carries out its risk 
assessment through a worldwide network of experts. Are you able to 
provide further information on whether such a network will be required 
in the UK after exit from the EU and how one would be established?  

 Are you able to provide further clarity on what access FSA and FSS will 
have to the EUs Rapid Alert System for Food and Feed information in 
the event of no deal In particular, if publicly accessible information is all 
that would be available to FSA and FSS, how quickly is such 
information made available and is sufficient information made available 
to allow FSA and FSS to make recommendations on measures which 
UK or Scottish Ministers may wish to take to respond to an alert?  

In your evidence session we sought assurance that as there is currently no 
agreement on how a UK-wide framework for food and feed safety and 
hygiene will operate how the Scottish Government can be confident that the 
General Food Law (EU Exit) Regulations will not lead to policy divergence 
from the current EU standards. We gave the specific example of the potential 
introduction of chlorinated chicken by the UK Government. You offered the 
Committee the assurance that the orders would respect the devolution 
settlement. You detailed that if the UK Government did decide to introduce 
chlorinated chicken Scotland would be able to adopt a different approach and 
maintain the current EU standards.  

 Are you able to provide further information on how such a situation 
would operate in practice?  

 What aspect of the SI or other legislation, would enable Scotland to 
maintain EU standards if the UK Government decided to adopt a 
different approach? 

As was acknowledged during your evidence session FSS is accountable 
directly to the Parliament rather that Scottish Government Ministers. We 
therefore request the FSS provide in writing updates to the Committee on its 
progress in building its capacity to enable delivery of the functions that would 
be designated to it by these Statutory Instruments.   
A response from you to this letter by 12 noon on Monday 12 November would 
be much appreciated. This will enable the Committee to consider your 
response at its next meeting on the morning of Tuesday 13 November. This 
timing will allow the Committee to consider further the proposals by the 
Scottish Government to consent to the UK Government legislating using the 
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powers under the Act in relation to the UK statutory instruments on EU 
Foodstuffs and Hygiene before the first instrument is laid on 19 November. 
 
Yours sincerely 

 

Lewis Macdonald 

Convener, Health and Sport Committee  

c.c. Stephen Hendry, Senior Policy Advisor – Food Labelling & Standards 

Food Standards Scotland 
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