ANNEX A
QUESTION 1 RESPONSE

Document 1

From: [redacted — S.38(1)(b)]
Sent: 01 November 2024 09:21
To: [redacted — S.38(1)(b)]

Cc: [redacted — S.38(1)(b)]

Subject: Re: Catch up re Non-surgical cosmetic procedures?

[redacted — S.38(1)(b)]

Thanks for this. It is interesting and a step forward from where
we have been so far in terms of Phase II work.

[redacted - Out of scope]

kind regards,

[redacted — S.38(1)(b)]

[redacted — S.38(1)(b)]

Pronouns: he/him

[redacted — S.38(1)(b)]

Healthcare Improvement Scotland
Quality Assurance and Regulation
[redacted — S.38(1)(b)]

[redacted — S.38(1)(b)]

Website: www.healthcareimprovementscotland.org




Twitter: @online his

LinkedIn: www.linkedin.com/company/healthcare-improvement-scotland/

Facebook: www.facebook.com/healthcareimprovementscot

Supporting better quality health and social care for everyone in Scotland.

From: [redacted —S.38(1)(b)]

Sent: 01 November 2024 08:54

To: [redacted — S5.38(1)(b)]

Cc: [redacted — S.38(1)(b)]

Subject: RE: Catch up re Non-surgical cosmetic procedures?

Hi [redacted —S.38(1)(b)].

The following are the proposed questions in regards to Healthcare Improvement
Scotland:

[redacted — S.29(1)(a)]

10. Do you agree or disagree that GPs should have to register with
Healthcare Improvement Scotland if they are offering non-surgical
cosmetic procedures.

a. Agree
b. Disagree
c. ldon’t know

11. Do you agree or disagree that dentists should have to register with
Healthcare Improvement Scotland if they are offering non-surgical
cosmetic procedures.
a.Agree

b. Disagree
c.| don’t know

12. Do you agree or disagree that pharmacists should have to register with
Healthcare Improvement Scotland if they are offering non-surgical
cosmetic procedures.

a.Agree
b. Disagree
c.| don’t know

13. Do you agree or disagree that Healthcare Improvement Scotland should
have powers of inspection and enforcement, including the removal of
registration from providers who cannot demonstrate compliance with
the requirements set out in regulations?

a.Agree
b. Disagree
c.l don’t know

14.Do you agree or disagree that Healthcare Improvement should be able to
withdraw registration from any regulated setting for failure to pay fees.
a. Agree



b. Disagree
c. |don’t know
Kind regards,

[redacted — S.38(1)(b)]

[redacted — S.38(1)(b)] Policy Manager | Safety, Openness and Learning Unit |
Healthcare Quality and Improvement Division | Directorate of the Chief Operating
Officer | The Scottish Government



Document 2

From: [redacted - S.38(1)(b)]

Sent: 03 April 2025 16:00

To: [redacted — S.38(1)(b)]

Cc: [redacted - S.38(1)(b)]

Subject: Notes from catch up with KFF re HIS regulations

Hi [redacted — S.38(1)(b)],

Hopefully, I've captured the discussion with [redacted — S.38(1)(b)] this morning.
Please let me know if anything needs changed.

HIS requlation of cosmetics only businesses

[redacted — S.38(1)(b)] advised that if a service statutorily meets the definition of an
independent healthcare service (i.e. services provided by healthcare professionals
listed in regulations), a service providing only non-surgical cosmetic procedures is
not an issue. The question may be the definition of healthcare, e.g. is accessing non-
surgical cosmetic procedures voluntarily considered healthcare, noting that there will
also be medical reasons for providing non-surgical cosmetic procedures (e.g.
following reconstructive breast surgery)?

Registration of non-healthcare services provided by healthcare professionals

[Redacted — S.30(b)(i)]. [redacted — S.38(1)(b)] is not aware of any independent
healthcare service registered with HIS where the healthcare professional only
provides a tattooing service, bearing in mind that a medical practitioner in a hospital
or independent clinic does not require a licence under The Civic Government
(Scotland) Act 1982 (Licensing of Skin Piercing and Tattooing) Order 2006. HIS
would apply the ‘reasonableness’ test and register healthcare professionals
providing tattoos or as part of a range of treatments. HIS would avoid registering
services provided by healthcare professionals just offering nail, eyebrow and other
purely beauty treatments or homeopathy (complementary and alternative medicine).

Requlation 12

In regards to HIS’s application of/guidance on Regulation 12, the ‘reasonableness’
test would also apply. That means that ‘a suitably qualified health care professional
is working within the independent health care service whilst service users are
present’ would apply when ‘healthcare’ is being delivered. In some cases that
healthcare professional will need to deal with complications. In others the healthcare
professional will need to be a prescriber (e.g. for Botox, dealing with complication
from dermal fillers). [Redacted — S.30(b)(i)]. Other procedures may not require a
healthcare professional — e.g. it would be difficult to defend needing a healthcare
professional for laser hair removal — however there would need to be an
appropriately trained person. So, services could provide ‘healthcare’ on some days
(requiring healthcare professional) and other aesthetic services on other days that
would not require a healthcare professional present. HIS would want to ensure that
PVG checks were done, staff properly employed and inducted.




Dual Registration

[redacted — S.38(1)(b)] advises against anything that would require dual registration
by HIS and local authorities. This causes issues. HIS would have oversight of the
HIS regulated service anyway.ions causes

[redacted — out of scope]

[redacted — S.38(1)(b)]

[redacted — S.38(1)(b)]: Policy Manager | Quality and Safety Unit| Healthcare Quality
and Improvement Division | Directorate of the Chief Operating Officer | The Scottish
Government

From: [redacted — S.38(1)(b)]

Sent: Tuesday, March 18, 2025 12:06 PM
To: [redacted — S.38(1)(b)]

Cc: [redacted - S.38(1)(b)]

Subject: RE: Catch up re HIS regulations

[redacted — S.38(1)(b)],

As promised | wanted to share some broad questions that it would be helpful to
discuss, [redacted — out of scope]

[redacted — S.30(b)(i)]

Firstly as | understand it the independent clinics currently offering NSCPs that are
registered with you are a mix between those where NSCPs are offered alongside
other healthcare services and those which are purely offering a cosmetic service.
We’ve had some feedback from businesses that balk at the idea of being considered
a “healthcare clinic” in the terms of the legislation. It will be important for us to
understand this in terms of potentially expanding your scope, and expecting that over
time this balance might change further.

1. Do you have any views on the interaction between the “healthcare
improvement” function of HIS and the regulation of purely cosmetic
businesses?

2. Are there limits you’ve explored or could describe about what HIS would
register as a clinic. (We've discussed the example of a nurse selling baked
goods for instance, but what about a nurse doing tattoos and piercing, what
about nail services?)

Some of the emerging feedback focuses on the impact of our requirement for
supervision for procedures such as botox and fillers, and how it would interact
generally with Reg 12, and on the business model of current practitioners. We have
had a number of suggestions about moderating the 1978 NHS act to allow for HCPs
to operate in some circumstances without HIS registration or alternatively for HIS
registration to be possible without the need for a HCP to be present at all times. In



some ways these are more or less equivalent so it would be helpful to explore this
with you too.

3. Currently how is the “at all times service users are present” clause
interpreted?
a. Is a HCP required on premises when any practice is being undertaken?
Or;
b. Is there any practice that could take place in a HIS clinic without a HCP
present — e.g. massage, beauty treatments (non NSCPs, but classic
facials etc)

4. Would you have any views on providing exemptions / guidance that would
facilitate a model where e.g. a business offered group 2 NSCPs a few days a
week, but offered group 1 / permanent make up / beauty treatments the rest
of the time. (Reducing the cost to the business of employing a HCP,
potentially allowing prescribers to work at multiple sites without diluting the
supervision.)

Look forward to discussing, Best,
[REDACTED — S.38(1)(B)] (HE/HIM)

From: [redacted - S.38(1)(b)]

Sent: 14 March 2025 16:49

To: [redacted — S.38(1)(b)]

Cc: [redacted - S.38(1)(b)]

Subject: Catch up re HIS regulations

Hi [redacted — S.38(1)(b)].

Can you let me know if you’re available at any of the following times for a catch up
with [redacted — S.38(1)(b)] to answer some questions in regards to HIS powers in
relation to HIS regulations - healthcare, independent healthcare and as it might
relate to potential regulation of non-surgical cosmetic procedures as well as to
discuss Regulation 12. [redacted — S.38(1)(b)] will drop you an email with questions
in advance of catching up.

[redacted — out of scope]

[redacted — S.38(1)(b)]

[redacted — S.38(1)(b)]: Policy Manager | Quality and Safety Unit| Healthcare Quality
and Improvement Division | Directorate of the Chief Operating Officer | The Scottish
Government



ANNEX B
QUESTION 3 RESPONSE

Document 1

Healthcare Quality and Improvement
15 December 2025

AMENDMENT TO THE HEALTHCARE IMPROVEMENT SCOTLAND
(REQUIREMENTS AS TO INDEPENDENT HEALTH CARE SERVICES)
REGULATIONS 2011 - ATTENDANCE OF HEALTHCARE PROFESSIONAL
STAFF

Minister for Public Health and Women’s Health

[Redacted — S.30(b)(i)]



Document 2

[Redacted — S.38(1)(b)]
Healthcare Quality Improvement
10 February 2026
To: Minister for Public Health and Women’s Health

Stage 1 Debate — Analysis of potential business impact amendments

[Redacted — S.30(b)(i)]



Document 3

BRIEFING PACK FOR MEMBER’S BUSINESS DEBATE ON:
Non-surgical Procedures and Functions of Medical Reviewers Bill

[Redacted — out of scope]

e | am open to considering ways in which the impact on settings that offer
procedures which fall within the definition of non-surgical procedures in the Bill,
alongside less invasive treatments can be lessened without undermining our
protections.

e Regulation 12 of The Healthcare Improvement Scotland (Requirements as to
Independent Healthcare Services) Regulations 2011 requires a suitably qualified
health care professional to work within the independent health care service whilst
service users are present. This requirement and the cost associated with it has
been raised and discussed with businesses.

e | have requested if the Bill is passed that possible amendment of regulation 12 is
explored, for example, to consider whether it would be appropriate in settings
providing a mixture of services to require that the qualified healthcare professional
is only required to be present when procedures regulated by the Bill are being
performed.

[Redacted — out of scope]



Document 4

Speaking Note — Group 2
[Redacted - out of scope]

Ash Regan’s amendments provide alternatives to the
“permitted premises” currently described in the Bill. These
alternatives weaken the Bill by removing the requirement for a

healthcare professional to be involved in these settings.

Due to time constraints, | will not repeat all of the discussion at
Stage 2. But this is a fundamental part of the Bill, so there are

points | must make.

Firstly, that | sympathise with Ms Regan’s intentions. | am sure
she is trying to mitigate what many businesses see as the most

challenging part of the Bill.

Secondly, that the requirement for a healthcare professional to
be involved is the most important part of the Bill. The reasons
for healthcare professional involvement being essential to
public safety were discussed at Stage 2, and | have continued

to give them a great deal of thought.

In many cases prescriptions will be needed at the outset of a
procedure. In other cases, it will be necessary for certain
emergency medications to be available on site. Within the UK

regulatory framework for the sale and supply of medicines, non-



regulated settings delivering non-surgical procedures are not
able to routinely hold supplies of prescription-only medicines ,
without the involvement of a suitably qualified healthcare

professional.

To say that healthcare professional involvement is necessary is
not to denigrate the skills, dedication and experience of other

practitioners who should continue to have a role in this sector.

There are other benefits to the settings we have selected, and
to the role of a healthcare professional - for example, that
healthcare professionals are subject to regulation by
professional bodies.Given the time constraints | must turn to

the amendments themselves.

Amendments 11 and 29, seek to add premises managed by a
“non-healthcare aesthetics professional” to the list of permitted
premises in section 4(1) of the Bill. The Scottish Ministers can
provide registration requirements for these premises in
affirmative regulations. Amendment 14 defines a “non-
healthcare aesthetics professional” by reference to particular
levels of qualification. Unfortunately, this training does not
qualify a practitioner to prescribe medications, nor is it clear
that these settings would be able to routinely hold stocks of

relevant emergency medications without the involvement of a



health care professional. These settings do not provide the

safety protections required.

Amendments 12, 15 and 30 would provide for a licensing
scheme to be established by regulations. Such a scheme is
already to take effect from 6 September 2027 under the Civic
Government (Scotland) Act 1982 (Licensing of non-surgical
procedures) Order 2026. This licensing scheme is appropriate
for lower risk procedures, but | do not believe the risks of
procedures in the Bill can adequately be mitigated without the
involvement of a healthcare professional. Amendment 13
includes a “non-healthcare aesthetics professional” as one of
the persons who may “provide or manage” services from the
premises of a HIS registered independent clinic in order for it to
be a permitted premises under section 4(1)(a) of the Bill.
Amendment 14 discussed already defines “non-healthcare

aesthetics professional’.

| cannot support this amendment for the public safety reasons

given previously.

| also note that section 4(1)(a) interacts with the definition of an
independent clinic in section 10F(2) of the National Health
Service (Scotland) Act 1978. Such a clinic would still need
services to be provided by one of the healthcare professionals

listed in that section to register with HIS.



| understand Ms Regan’s motivations, but must urge the

member not to press these amendments, and for members to

vote against them.

[581 words — c. 4 Mins]



If pressed/if more required on future support:

| expect that in implementing this Bill the Scottish Government
will work with businesses in the unregulated part of the sector
to ensure that they have access to support and guidance. | also
expect Healthcare Improvement Scotland to work with the
Scottish Government to ensure all of its guidance and
requirements for providers of non-surgical procedures are

appropriate.

In particular | spoke to a group of practitioners recently, and |
thank Davy Russell for arranging that meeting, where we
discussed the impact of regulation 12(b) of the Healthcare
Improvement Scotland (Requirements as to Independent
Health Care Services) Regulations 2011 which requires that a
suitably qualified healthcare professional will be working within
the independent health care service whilst service users are
present. This would include an independent clinic or
independent hospital falling within the definition of “permitted
premises” in section 4 of the Bill. | have instructed officials to
consider this requirement, particularly the requirement for
health care professionals to be on site at all times in relation to
businesses that offer a mix of procedures regulated by this Bill,

and other beauty treatments or licensable activities.



This is a matter for the next parliament, but | want whoever is in
my role in six months time to consider this, and any other
proposals whereby HIS requirements may be made less

onerous without sacrificing safety.

[Redacted — out of scope]



ANNEX C
QUESTION 4 RESPONSE

Document 1

Meeting Scottish Government, GMC, NMC, GDC & GPhC -14.8.25

Attendees

[Redacted - S.38
[Redacted - S.38
[Redacted - S.38
[Redacted - S.38
[Redacted - S.38
[Redacted - S.38
[Redacted - S.38 General Pharmaceutical Council) [Redacted - S.38

(1)(b)] (General Dental Council) [Redacted — S.38(1)(b
(M ®)](
(M ®)](
(MO (
(MO (
(MO (
(MO (
[Redacted - S.38(1)(b)] (General Medical Council) [Redacted — S.38(1)(b)]
(MO ( ]
(MO (
(MO (
(MO (
(MO (
(MO (
(MO (

1)(b)]
General Dental Council) [Redacted — S.38(1)(b)]
General Dental Council) [Redacted — S.38(1)(b)]
Nursing & Midwifery Council) [Redacted — S.38(1)(b)]
Nursing & Midwifery Council) [Redacted — S.38(1)(b)]
Nursing & Midwifery Council) [Redacted — S.38(1)(b)]
(1

1

[Redacted - S.38 General Medical Council) [Redacted — S.38(1)(b)
[Redacted - S.38 Scottish Government) [Redacted — S.38(1)(b)]
[Redacted - S.38
[Redacted - S.38
[Redacted - S.38
[Redacted - S.38
[Redacted - S.38

Scottish Government) [Redacted — S.38(1)(b)]
Scottish Government) [Redacted — S.38(
Scottish Government) [Redacted — S.38(
Scottish Government) [Redacted — S.38(

) (

)
)
)
)
Scottish Government) [Redacted — S.38(1)

(b)
1)(b)
1)(b)
1)(b)
1)(b)

e Professional Scope and Supervision: Regulators agreed with SGs proposals that
only those with prescribing privileges (doctors, dentists, nurses, midwives,
pharmacists) should supervise or perform certain procedures, but emphasised the
need for clarity around appropriate training.

e Training and Competence: There was consensus that undergraduate qualifications
alone do not equip professionals for cosmetic procedures; additional, relevant
training and CPD are necessary. Regulators would consider government guidance
on training or qualification standards but stressed the importance of individual
competence and scope.

e Handling Complaints: Regulators confirmed that complaints about cosmetic
procedures are assessed under fitness to practice, referencing professional
guidance and scope of practice. The distinction between professional and personal
scope was highlighted, especially for dental professionals.

e Delegation and Accountability: Delegation of tasks must be appropriate, with
clear accountability for supervisors and those performing procedures. Guidance
from professional codes (e.g., NMC, GMC) was referenced regarding liability and
supervision.

e Regulatory Collaboration: The need for effective collaboration between
professional regulators and Healthcare Improvement Scotland (HIS) was discussed,
especially regarding clinical governance and inspection of premises.



e Weight Loss Medications: Weight loss injections were excluded from the current
scope of regulation, as they are considered medication rather than a procedure
performed in a cosmetic setting.

Action Points:

Clarification of Supervisor Liability

e Regulators to provide any further feedback or case examples on supervision and
liability.

Follow-Up Communication and Feedback:

e Regulators invited to share further thoughts via email.

Sharing of Delegation Guidance:

e Scottish Governmentto review and reference Section 11 of the NMC code regarding
delegation, for inclusion in policy considerations.
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