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Dear Andrew,
Human Tissue (Authorisation) (Scotland) Bill at Stage 1
Thank you for your letter of 5 September 2018 asking for more explanation about the above
Bill. The reponse from the Scottish Government is set out below with the Committee’s
questions in bold.
Section 3(2)- Establishment and maintenance of register
Power conferred on: The Scottish Ministers
Power exercisable by: Regulations
Parliamentary procedure: Affirmative
Section 3(2) inserts new sections 2A to 2C to the Human Tissue (Scotland) Act 2006 and
places a duty on Scottish Ministers to make arrangements for the establishment of “the
Register”.
The Committee asks the Scottish Government to explain the following, in relation to
the powers contained in the proposed new sections 2A(1), 2B and 2D of the 2006 Act,
as inserted by section 3(2) of the Bill:
(a) The DPM explains that it is intended that NHS Blood and Transplant will be
authorised under the proposed new section 2B(1) as the “register organisation” to
establish and maintain the Register.
Why is it considered appropriate that this is not specified in the Bill, for approval by
the Parliament?
The intention is that the provisions will provide a clear statutory foundation for the Organ
Donor Register (“ODR”) in Scotland, including the collection and use of data relating to
people’s decisions about donation of organs and tissue after death, with the Bill also making
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it clear that the primary duty to establish and maintain the Register is placed on Scottish
Ministers.
The Scottish Government considers that it is appropriate for Scottish Ministers to be able to
authorise another person to be able to establish and maintain the Register on their behalf
and considers that it is also appropriate that it should be for Scottish Ministers to be satisfied
that an organisation carrying out functions on their behalf is also able to do so on an ongoing
basis. It is therefore considered appropriate that Scottish Ministers should be able to make
arrangements for a person to exercise this function by authorisation, without the need for the
person to be specified in legislation. This is particularly in circumstances where the duty is
clearly placed on Scottish Ministers, with appropriate safeguards around with whom and for
what purposes the information is shared.
Currently, NHS Blood and Transplant (“NHSBT”) has responsibility for maintaining the ODR
for all of the UK including Scotland and it is intended that this will continue after the Bill is
enacted. The exercise of this power to authorise will enable these arrangements to be
continued. However, while not currently anticipated, there could be circumstances in the
future when the ODR may be maintained under different arrangements and it is also
considered appropropriate that this should be left to Ministerial authorisation, particularly as
with current arrangements, it would be appropriate for Scottish Ministers to be satisfied on
an ongoing basis that the organisation carrying out these functions is able to do so.
There is also a duty on Scottish Ministers to publish information about the arrangements
(section 2B(3)) which will ensure that there is transparency about who may be authorised to
deliver the functions relating to the Register on their behalf.
(b) Why is it considered appropriate that the appointment of the “register
organisation”, and any future changes in appointment, could be made as part of the
arrangements decided upon by the Scottish Ministers for the establishment and
maintenance of the Register, and so the appointment (in terms of proposed new
section 2B) would require only the publication of information about the “register
organisation” decided upon by Ministers, and not Parliamentary approval by means of
the regulations which would contain provision in relation to the Register?

For similar reasons to the answer in (a), the Scottish Government considers that it is
appropriate that Scottish Ministers should be able to authorise another person to establish
and maintain the Register on their behalf, and it is not necessary to to include this in
regulations. This is is also the most appropriate way to enable NHSBT to continue to
maintain the ODR on their behalf.
There is a precedent for the approach taken in section 2B(1) as it is similar to the approach
to the Adoption Register in the Children and Young People (Scotland) Act 2014 where
Scottish Ministers were able to authorise an organisation to carry out their functions in
relation to the Adoption Register, established under that Act (see section 75 of the 2014 Act,
which inserts section 13B into the Adoption and Children (Scotland) Act 2007). It was,
however, recommended that a duty was placed on Scottish Ministers to publish details of the
arrangements made. Such a duty has been included in the Bill, whereby Scottish Ministers
must publish information about the arrangements made (new section 2B(3)).
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(c) In what circumstances could it be appropriate to use regulations under the
proposed new section 2D(2) to modify the listing of the Health Boards, Special Health
Boards and the Common Services Agency (CSA) in new section 2C(2), with whom
Register information may be shared?
Which other persons might be listed in future, and in what circumstances could it be
proposed to remove any of those Boards or the CSA from the list?
The Scottish Government considers that it would be appropriate to use regulations to reflect
any changes which might occur in the future. This could include other organisations not
listed who acquire a role in the donation and transplantation process and require to receive
or share information from the registration organisation.
Identifying a suitable opportunity to amend the primary legislation could result in lengthy
delays and could be detrimental to patients awaiting transplantation if, for example, donation
could not proceed because the organisation who was not previously listed in section 2C(2)
was unable to receive information from the registration organisation to fulfil its role.
However, changes made by way of regulations would maintain the clarity around the sharing
of information which the Bill seeks to achieve and provide an expedient way of seeking the
approval of Parliament.
(d) The proposed new section 2D(1) is framed as a general power by regulations to
make provision in relation to the Register.
Can you please explain in what circumstances this power could be used, where those
circumstances would not be enabled by the various provisions which the regulations
may in particular include as set out in new section 2D(2), combined and supplemented
by the powers to make ancillary provisions in section 25 of the Bill?

The power in new section 2D(1) is included as a general power which could be used to allow
the ODR to be expanded, for example, and therefore enable future potential changes to be
made without the need for primary legislation. The Scottish Government considers that it is
helpful to include the list of examples of how the power might be used, set out in new section
2D(2), to make it clear that that the general power in subsection (1) can be used in those
ways.
While these examples are included it is also recognised that if the ODR in future is expanded
to include a wider range of information or allow information to be shared with a wider range
of organisations it may be desirable to include additional provisions, for example about how
the information may be used. The general power in new section 2D(1) would allow this, and
other appropriate changes, and therefore provide the flexibility to enable the Register to fully
and appropriately adapt to future changes.
Section 22(1) (inserting new sections 16B(1) and 16C(1) of the 2006 Act) – Pre death
procedures relating to transplantation
Power conferred on: The Scottish Ministers
Power exercisable by: Regulations
Parliamentary procedure: Affirmative
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Section 22 amends the 2006 Act to provide for a system for authorisation of “pre death
procedures”. These are medical procedures carried out primarily for the purpose of
increasing the likelihood of successful transplantation of a part of a person’s body after
death.
The Committee asks the Scottish Government to explain the following, in relation to
the powers in section 22(1) (inserting proposed new section 16C(2) of the 2006 Act).
The reason provided in the DPM for prescribing “Type A procedures” and “Type B
procedures” separately in secondary legislation is to “keep pace with medical
developments which may have an impact on the nature and necessity of pre-death
procedures without recourse to primary legislation” (paragraph 36 of the DPM).
However, the proposed new section 16C(2)(a)(i) to (iii) would enable regulations to
make provision about the circumstances in which Type B procedures may be carried
out, the way in which the carrying out of Type B procedures may be authorised, and
the process for authorisation. For Type A procedures, those requirements would be
set out in the proposed new sections 16D to 16F of the 2006 Act.
(1) Why therefore is it appropriate that for Type B procedures, the matters stated in
new section 16C(2)(a)(i) to (iii) should be specified in regulations rather than in the
Bill?
Type B procedures are those which might not be considered as routine as Type A
procedures and could potentially include more novel procedures, the use of which may also
develop over time. Therefore, the Scottish Government considers that while the ability to
prescribe these procedures allows the framework for authorisation to the procedures to be
responsive to medical developments without needing to make changes in primary legislation,
the requirements which may be considered to be appropriate to apply to different types of
Type B procedure should also be flexible. For example, it may be that it is considered that a
particular procedure is capable of being authorised by a person’s nearest relatives and the
person themselves, a different procedure might be considered so novel as to require
advance explicit authorisation by the person.
Enabling provision to be made in regulations not only ensures this flexibility but also allows
the framework for authorisation to be responsive to change. For example, a particular
procedure may also over time become more routine and familiar and enabling changes by
secondary legislation means that changes to requirements can also keep pace with these
developments without the need to introduce primary legislation.
This is also in circumstances where any requirements are additional to those set out in
section 16E, which apply to both Type A and Type B procedures. The regulations will also be
subject to affirmative procedure, enabling Parliament to fully consider any draft regulations if
they are laid.

(2) Could examples be provided of what Type B procedures could be prescribed in the
regulations, and what for different procedures might be so specified?

Type B procedures and associated requirements would only be specified after consultation,
therefore the following is only a potential example.
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Procedures which involve the the administration of certain medication to improve the flow of
blood to organs (anticoagulant medication), and so improve the likelihood of successful
transplantation are examples of procedures which Scottish Ministers might consider
specifying as Type B procedures. In particular, administration of this type of medication
might not currently be considered or generally understood to be part of the donation process
and so authorisation for donation, including deemed authoristion, might not be considered
sufficient authorisation for the procedure itself to be carried out prior to death.
In these circumstances it may be that express authorisation for the procedure by a nearest
relative, taking into account the person’s most recent views, or expressly by the person
might be considered to be an appropriate additional requirement. As mentioned above, this
would be in addition to the requirements in section 16E which apply to both Type A and Type
B procedures and include that the carrying out of the procedure is not likely to cause more
than minimal discomfort or is not likely to harm the person.
I hope you find the response helpful.
Yours sincerely,

Claire Tosh
Health Protection Division
Scottish Government
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