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Introduction

This document constitutes the final Business and Regulatory Impact Assessment
(BRIA) for the proposed regulation and licensing of non-surgical procedures in
Scotland. It provides a comprehensive assessment of the anticipated impacts of the
full suite of policy proposals, with particular focus on the provisions set out in a
proposed Bill. The Bill and associated regulatory framework aim to address gaps in
oversight for the non-surgical procedures sector, which currently encompasses a
wide range of cosmetic and lifestyle/wellbeing interventions delivered outside of
regulated healthcare environments. The BRIA evaluates the potential effects on
businesses, practitioners, service users and regulatory bodies of the proposals. The
analysis draws on stakeholder evidence, public consultation responses, and the best
available data to inform the Scottish Government’s approach and to support an
effective transition to a newly regulated landscape.

Scottish Government proposals

The proposals considered in this impact assessment are those set out in the analysis
and response to the further public consultation published in June 2025 (the
consultation having been carried out between 20 December 2024 and 14 February
2025.) This proposes an approach where procedures are categorised into groups
according to the most appropriate mitigation of their risks. In the consultation these
groups are called Group 1, 2 and 3.

The Scottish Government proposes that Group 1 procedures should be included in a
licensing scheme established using powers under the Civic Government (Scotland)
Act 1982. This scheme would have a premises and practitioner element, and a
procedure would have to be undertaken by a licensed practitioner working in a
licensed premises.

The Scottish Government further proposes that Group 2 and 3 procedures should be
undertaken in certain appropriate settings, and that Group 2 procedures should be
undertaken by, or supervised by an appropriate healthcare professional, whereas a
Group 3 procedure must only be undertaken by an appropriate healthcare
professional — another practitioner should not be able to undertake these procedures
even if supervised.

The appropriate professional for the purposes of these proposals is defined in the
consultation response as being one of:

e A medical practitioner (doctor)

e Dentist

¢ Nurse who is an independent prescriber

e Pharmacist who is an independent prescriber
In response to feedback on those proposals the Scottish Government now intends
that midwife independent prescribers should be added to this list, and this is
reflected in the Bill.
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An age restriction is also proposed, with procedures restricted to clients aged 18 or
over. The Scottish Government proposes to ensure that Healthcare Improvement
Scotland (HIS) and Local Authority environmental health officers have appropriate
enforcement powers to support these restrictions and requirements. Fuller detail is
included in the response.

On 8 October a Bill was introduced to the Scottish Parliament, in fulfiiment of the
commitment made in the 2025 Programme for Government published in May. This
Bill includes provision relating in particular to the proposals that relate to Group 2
and 3 procedures. In respect of these procedures, which are known in the Bill as
“non-surgical procedures”, and in this impact assessment will often be referred to as
simply “procedures regulated by the Bill”, the Bill makes provision to restrict these to
defined “permitted premises”, and to restrict procedures to people aged 18 and over,
with related offences, enforcement powers and other provisions. More detail on the
Bill can be found in the accompanying documents, and of particular relevance is the
Financial Memorandum, which covers some ground in common with this impact
assessment.

The Bill does not put into legislation all of the Scottish Government’s proposals in
relation to those procedures that it regulates. In particular, it does not restrict
procedures to particular healthcare professionals, put in place supervision
requirements or set any training or qualification requirements for practitioners. The
Bill does contain powers that will allow it to make further provision in relation to non-
surgical procedures: these powers are discussed in more detail in the Delegated
Powers Memorandum. The Bill does define a “permitted premises” as one from
which an appropriate healthcare professional (including a midwife prescriber, as
discussed above) provides services. This does not have the same effect as the full
proposals which would restrict some procedures to appropriate healthcare
professionals, set training and qualification standards and put in place a model for
supervision but will nonetheless bring such settings into the scope of regulation
where existing guidance which, amongst other things, may ensure that to some
degree professional oversight or support is available to practitioners..

The Bill also contains provision relating to the certification of death, and amendments
to be made to the Certification of Death (Scotland) Act 2011. This provision is
unrelated to the policy or proposals on non-surgical procedures.

Terminology: Non-Surgical Procedures

This impact assessment follows the Bill in referring in most cases to “non-surgical
procedures”. This is a change from the previous consultation, which referred to “non-
surgical cosmetic procedures”, often abbreviated to “NSCPs”. In considering these
procedures it was clear that the Scottish Government was also considering wider
lifestyle or wellbeing purposes to which procedures are put. In preparing the Bill it
was decided that the original term could be misleading, given the Bill will cover
procedures without any intended cosmetic effect. This change in terminology does
not, however, reflect any change in the scope of the Scottish Government’s
intentions, in particular the intention to not make any provision that has an impact on
the provision of healthcare remains.


https://www.gov.scot/programme-for-government/

Executive summary

Issue and why it needs to be addressed

Non-surgical procedures, including cosmetic treatments such as dermal fillers and
Botox® injections, as well as the less common but growing range of procedures with
wider lifestyle and wellbeing purposes, have become widely accessible to the public
in a variety of settings, many of which exist outside the oversight of regulated
healthcare environments.

While those procedures delivered within Healthcare Improvement Scotland (HIS)
registered clinics must meet certain hygiene and training standards, there is currently
no legal requirement for practitioners outside these settings to adhere to such
protections. This regulatory gap puts the public at risk, with concerns ranging from
substandard hygiene to unqualified individuals administering procedures without
appropriate oversight, and a lack of adequate recourse for those experiencing
complications. The need for intervention is further underscored by the overwhelming
public support for regulation found in the 2020 consultation. The Scottish
Government acknowledges that many people are receiving procedures in regulated
and currently unregulated settings and have a positive experience with no ill effects.
Unfortunately, however, this is not everyone’s experience.

As a result, the Scottish Government’s proposals, published in June 2025, aim to
address this gap. This impact assessment considers the impact of those proposals
on businesses, to ensure that the proposals are proportionate to their intended
outcomes.

Intended outcomes

The principal goal of the proposed Bill and the wider legislative plans is to protect
public safety by ensuring that all non-surgical procedures are carried out safely, by
practitioners with appropriate training, and in hygienic environments regardless of
location. The Scottish Government intends that a level playing field will exist between
providers, in a sector with clear minimum standards for both premises and
practitioners. The Scottish Government intends that this will lead to a reduction in
adverse incidents and their broader impacts on both individuals and the health
system, and an overall increase in client confidence in the safety of cosmetic and
other treatments.

Options

During the policy development process, a number of regulatory approaches were
considered. Given the strong public feeling, acceptance in the sector that further
regulation of some sort is required, and the evidence of harm it was not considered
credible to maintain the status quo. It was also not considered appropriate that such
regulation as does exist — that certain settings are to register with HIS and meet their
requirements — is dependent on the provider being a healthcare professional, and
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that as such providers with a healthcare background are subject to regulation,
whereas other providers with no such background are unregulated.

It was also not considered that the use of voluntary, industry led, standards and
guidance would be effective in addressing the issue. The Scottish Government noted
that there are some voluntary registers established under the Professional Standards
Authority. These registers may continue to have a valuable role in supporting high
standards in the sector, but in the absence of statutory provision the incentives for
practitioners to participate in these schemes are weak. The Scottish Government
has engaged with the Professional Standards Agency and the organisations running
existing registers and notes that the existing registers do not cater to independent
practitioners operating without healthcare professional oversight. While there are
many reputable practitioners in the industry there are also some practitioners whose
actions do not give the Scottish Government any confidence that they would conform
in future with a wider regime or a new professional register that did not have legal
force.

As such the Scottish Government considered that a statutory model was essential. In
considering that statutory system the Scottish Government considered first a
licensing scheme operated by local authorities. The licensing model was consulted
on in the 2020 consultation, and there was a strong positive response for this means
of regulation, however there was a view expressed in responses, and then in
subsequent engagement and correspondence, that this model was unsuitable for
some procedures, where the risks were greater or were most appropriately mitigated
through healthcare expertise and in a clinical setting. Environmental health
officers(EHOs) also expressed a view that they would be ill placed to enforce a
scheme whereby the full range of procedures undertaken were included in a
licensing model, as they felt they did not have the training and expertise suitable for
consideration of procedures that had more in common with healthcare than with
existing licensable activities.

The alternative to procedures being undertaken in a licensed or an unregulated
setting was for procedures to take place in an independent healthcare setting. HIS
currently regulate certain settings such as independent clinics or hospitals where
certain regulated healthcare professionals must work from if they wish to provide
services, including non-surgical procedures. Requiring certain procedures to be
undertaken in this context will therefore build on this existing model of regulation. In
considering the advantages of this model the Scottish Government was also aware
that this provides equality between the treatment of different types of practitioner in
the sector. The Scottish Government also considered the view of most regulators of
healthcare professions that prescription for cosmetic procedures should be
undertaken following a face-to-face consultation. Such matters are rightly for the
relevant regulators to comment on, but the Scottish Government considered that it
was important that the model of regulation was coherent with existing professional
regulation, and the reserved legislation governing the handling of medicines.

Finally, considering the licensed model and the model of moving procedures into HIS
regulated settings, the Scottish Government considered that it would not be
proportionate for all procedures, to be treated in the same way. Different procedures



require different risk mitigation or have differing additional considerations (such as
ensuring that procedures using medicines could be undertaken in a context coherent
with professional and medicines regulation). It was due to this desire for
proportionality, and to reduce the impact on businesses already carrying out these
procedures, that the Scottish Government settled on a graduated model. In this
model, procedures are grouped according to the most appropriate risk mitigation,
and then either included in a licensing scheme or restricted to a HIS regulated
setting. This approach was supported by consultation respondents, and is
considered to be the most effective way of achieving the desired aim to improve
public health and safety.

Sectors affected

The implementation of the Scottish Government Proposals will directly affect
independent healthcare providers, beauty salons, and clinics offering non-surgical
procedures. Impacts will also be felt by training organisations and the suppliers of
these businesses. The clients who seek non-surgical procedures will also be
impacted, benefiting from improved safety, but some may find that some procedures
are less accessible, or more expensive.

Engagement completed, ongoing and planned

Development of the policy was informed by comprehensive engagement activities.
The 2020 public consultation provided a strong mandate for regulation, and the more
recent public consultation built on this with a detailed model for regulation and
licensing. The more detailed model was developed with advice from the Scottish
Cosmetic Interventions Expert Group (SCIEG) and following internal consultation
and engagement with HIS and local authority EHOs. In addition to the public
consultation the Scottish Government engaged with businesses and practitioners.
Both the public consultation, and the results of these specific conversations, were
essential in revising the proposals into the form that was published in June 2025.

Further engagement has taken place to support the drafting of the Bill, as introduced,
and engagement will continue as a licensing order is prepared and the Bill completes
its passage. Further engagement may also be required to support drafting of any
guidance required and future legislation, building on the Bill and licensing order.

Anticipated impacts (intended and unintended, positive
and negative) and mitigating actions

The anticipated positive impacts of these proposals include enhanced public health,
a reduction in adverse outcomes, and increased consumer trust resulting from higher
standards of training and hygiene. This may be paired by a reduction, at least in the
short term, in the availability of some procedures in some areas, and the impact of
reduced supply may lead to an increase in prices. The Scottish Government
acknowledges that there will be some negative impacts on businesses, especially
those that are currently providing procedures regulated by the Bill but are unable to
meet the requirements of a permitted premises. The Scottish Government is
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comfortable that these impacts cannot be avoided without undermining the public
health aims of the policy, and they remain proportionate to those aims.

Mitigation for negative impacts will take the form of a graduated implementation of
proposals, in particular separating the place-based requirements and age restrictions
of the proposals from the implementation of training and qualification standards. This
will provide businesses the best chance of adapting their business models to the
new regulatory system.

Enforcement/ compliance

Enforcement of the proposals will primarily be the responsibility of HIS and local
authorities. Both will receive increased income through fees, and will have
appropriate enforcement and inspection powers. Offences will be created with a
penalty of up to level 5 on the standard scale, which is currently £5,000.

Recommendations/ implementation plans

The final recommendation is to proceed with statutory regulation, as outlined in the
June 2025 proposals, but to undertake these in a staged way which allows
businesses time to adapt and also allows the Scottish Government to resolve issues
connected to the UK Internal Market Act 2020, which the Scottish Government is
considering in relation to any impact Part 3 of that Act may have on the intention to
put in place training and qualification standards, restrict certain procedures to
appropriate healthcare professionals, or put in place supervision requirements. The
Scottish Government will work with the enforcement agencies and businesses on the
detail of implementation, and will provide further details on timing and other matters
as legislation progresses or after the Bill has completed its parliamentary process.

Evaluation and monitoring of implementation/ review of
BRIA

The Scottish Government will keep policy in relation to non-surgical procedures
under review on an ongoing basis, and in particular as the proposals are
implemented. This impact assessment may need to be reviewed or supplemented as
further legislation is put forward putting in place elements of the proposals, especially
if the approach taken diverges from that set out earlier this year and which are
therefore assessed here. The Bill will bring a range of procedures into the scope of
HIS regulation, and as such consideration of future policy in relation to these
procedures may be partly combined with consideration in future of the wider
regulation of independent healthcare, and HIS functions.



Section 1: Background, aims and options

The 2025-26 Programme for Government announced in May that the Scottish
Government will bring forward a Bill to regulate the delivery of non-surgical cosmetic
procedures, (n.b. as discussed in the introduction in this impact assessment the term
“non-surgical procedures” will generally be used, but the form “non-surgical cosmetic
procedures” will still be used in referring to previous documents where relevant) and
this report includes the proposals that will be incorporated into that legislation.

The Scottish Government first consulted on the regulation of non-surgical cosmetic
procedures in 2020, basing its proposals on existing local authority licensing
schemes. The analysis of this consultation was published in July 2022 and showed
that 98% of respondents agreed that further regulation of these procedures was
required. A further public consultation was undertaken in 2024/2025 and the analysis
and response was published in June 2025.

This section provides background to the issues that the consultations considered,
and which the consultation response addressed. It also includes an outline of the
proposed approach to taking forward these proposals.

Background to policy issue

There are a variety of procedures being offered in Scotland today which are not
undertaken for healthcare reasons, and which are not generally considered surgical,
but which do pierce or penetrate the skin of clients. The majority of these are not
necessarily regulated, the exceptions being: where they are carried out by a
healthcare professional who is therefore providing an independent healthcare
service required to register with Healthcare Improvement Scotland (HIS); or
procedures which require a licence under The Civic Government (Scotland) Act 1982
(Licensing of Skin Piercing and Tattooing) Order 2006 (“the Skin Piercing and
Tattooing Order”), which includes tattooing, skin piercing and electrolysis hair
removal. These procedures inevitably occasion some risk to the client, especially
where the practitioner is poorly trained, or if the procedure is offered in an unhygienic
setting or using inappropriate products.

The UK-wide Keogh Review, published in April 2013, identified that there was little
regulation of the cosmetic interventions sector and called for a new legislative
framework. In response, the Scottish Cosmetic Interventions Expert Group (SCIEG)
was set up by Scottish Government. The group’s membership includes healthcare
professionals, hair and beauty industry representatives, environmental health
officers(EHOs), and a representative of Colleges Scotland (beauty and aesthetics
educationalists). It has provided valuable evidence and insight to the Scottish
Government. The SCIEG report of 2015 recommended a phased approach to the
regulation of cosmetic procedures in Scotland.

In 2016 the Scottish Government implemented SCIEG’s first phase recommendation
to bring independent healthcare clinics where services are provided by a doctor,
dentist, nurse, midwife, or dental care professional under HIS regulation. This
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included clinics that offer cosmetic or aesthetic procedures. As part of a separate
workstream to improve regulation of independent healthcare, and following the more
recent consultation, the definition of “independent clinic” has, in June this year, been
extended to include services provided by pharmacists and pharmacy technicians.
This enables HIS to regulate services provided by pharmacists and pharmacy
technicians from premises other than registered pharmacies, and/or which are
provided outwith the terms of NHS contracts.

In 2020 98% of respondents to the Scottish Government consultation supported the
regulation of procedures that pierce or penetrate the skin by individuals who are not
qualified healthcare professionals and/or provided from premises that are not
currently subject to regulation. In response to this the Scottish Government
announced in July 2022 that it would consider legislation to restrict who can
administer dermal fillers. In addition, with the increase in the number of non-surgical
procedures available to the public, the Scottish Government stated that it would also
scope other procedures to consider any need for further regulation. It was this work
which informed the revised proposals consulted on in 2024-25.

The UK government is also considering further regulation of this sector, and provided
an update on their plans, which included a response to a consultation undertaken in
2023, on 7 August 2025.

Widespread concerns have been raised about the public safety implications of
procedures remaining unregulated where they are not being undertaken by a
healthcare professional. Such concerns have been raised by MSPs, through
correspondence to the Scottish Government and especially by local authorities
whose environmental health and health and safety functions bring them into contact
frequently with businesses undertaking these procedures, and with those clients who
have had negative experiences. There have also been some high-profile cases of
negative outcomes in Scotland and the wider UK. This includes a death in England
reported in the media which appeared to follow the administration of a liquid Brazilian
butt lift, a procedure in which large quantities of a dermal filler are injected into the
buttocks to increase their size.

Scope

The Scottish Government considers any procedures that pierce and penetrate the
skin, and which are not undertaken as part of healthcare (whether NHS or
independent healthcare) to be in scope for the purposes of its policy in this respect.
In these procedures the skin can be pierced by a needle, but may also be penetrated
by electricity, heat or cold, lights and lasers, sound or the application of penetrating
chemicals or medicines. On this basis procedures such as massages, make up, or
nail and hair treatments would not be included in this scope. Hair removal using
lasers is in scope as the procedure targets hair follicles within the skin, electrolysis
hair removal is already covered by the Skin Piercing and Tattooing Order. The
Scottish Government is also deliberately excluding procedures undertaken for
healthcare purposes.
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Many of these procedures are undertaken for cosmetic effect, that is to say it is
intended that the appearance of the client will be changed or improved in some way
as a result of the procedure. In the course of preparations for the consultation the
Scottish Government became aware of procedures such as the use of intravenous
vitamin infusions advertised for the purpose of improving focus or vitality, rather than
for a direct cosmetic effect. In many cases a procedure was advertised as having a
“‘wellbeing” purpose as well as a cosmetic one. In some cases, a similar or identical
procedure, for instance an intravenous infusion of certain vitamins or nutrients, is
described as having different benefits (cosmetic or wellbeing) depending on who is
offering the procedure and the clients they are seeking to attract. For this reason,
such procedures were included in the consultation, and the Scottish Government’s
policy is now applied to any procedure that pierces or penetrates the skin, regardless
of the purpose (as long as it is not a procedure for a healthcare purpose). In deciding
to clarify the scope in this way the Scottish Government notes that it is not aware of
any other categories of procedure, other than the wellbeing or cosmetic purposes
discussed here, and so there is very little risk of unintended consequences and that
the risks of a procedure (which the proposals made seek to address and mitigate)
are inherent in the procedure itself, not the purpose for which it is undertaken.

There are some procedures which would meet the definition of a procedure that
pierces or penetrates the skin, that are already regulated through the Skin Piercing
and Tattooing Order. The existing licensing of procedures covered by this Order will
continue in its current form and will not be affected by the introduction of legislation
for non-surgical procedures.

Purpose/ aim of action and desired effect

The primary aim of the proposed regulation of non-surgical procedures is to improve
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The desired outcome is to establish a regulatory and licensing framework that
ensures procedures are undertaken in an appropriate and hygienic setting, by
appropriately trained practitioners. This will reduce the risk of harm to individuals
undergoing these procedures and ensure that all practitioners meet a minimum
standard of competence and safety. It will provide a framework through which
responsible practitioners, regardless of their background, can successfully and safely
carry out their businesses, and in which clients can access services with confidence.

The proposals set out in the Consultation response support the Scottish
Government’s strategic aims of improving public health and safety and promoting
high standards in healthcare. By regulating these procedures, the Scottish
Government aims to protect individuals from potential harm and provide a framework
for continued safe provision of procedures. If the Scottish Government does not act,
untrained, unsafe practitioners working in unhygienic contexts or with inappropriate
products could continue to pose significant risks to public health, and individuals may
continue to unnecessarily suffer adverse outcomes. Additionally, the lack of
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regulation undermines the credibility of the industry, including the credibility of
existing safe, reputable or regulated elements of the sector. Through a combination
of a licensing scheme under the Civic Government (Scotland) Act 1982 for lower risk
procedures, and the restriction of higher risk procedures to permitted premises
regulated by HIS, we aim to develop a framework where training, hygiene and other
standards can be established and enforced.

Adverse outcomes of procedures

The public health and safety aims of this policy are related to the desire to reduce
the occurrence of adverse outcomes from procedures. As procedures are not
regulated there is not a reporting system or robust intelligence on the volume of
these outcomes. The nature of these outcomes, however, is well attested, both in
publicly available media commentary, and in the experiences described to the
Scottish Government through its engagement. The Scottish Government
acknowledges that many people have procedures — in a variety of settings — without
suffering the consequences. The Scottish Government is also aware that some
people undertake procedures and have not achieved the results they are seeking, or
have suffered short term impacts such as temporary swelling and discolouration. The
nature of these adverse consequences is not considered sufficient to justify
government intervention, however, and was not considered by the Scottish
Government in its considerations.

More serious adverse outcomes have included permanent or long-term scarring,
allergic reactions or persistent pain. Some of the most serious adverse outcomes
have been caused by the use of dermal fillers, but this may be as much because of
the volume of such procedures as because they are inherently more risky. If dermal
fillers, and some other injectable substances, are misapplied they can cause a
vascular occlusion, where a blood vessel is blocked by the material being injected.
Reduced blood flow can cause dangerous and irreversible consequences, including
tissue death and additional infection if not swiftly addressed. Addressing vascular
occlusion requires the use of a dissolver, hyaluronidase which is itself a prescription
only medicine. The Scottish Government has been told that those who have suffered
such complications have presented at NHS settings or to independent clinics to have
these complications reversed. In some contexts a vascular occlusion can cause
blindness or damage to the eye. In an intimate context the risks could also include
loss of sexual or urinary function. More generally any procedure which pierces the
skin carries the risk of introducing infection and procedures such as intravenous
cannulation are associated with infection, even in a healthcare context.

Options Considered
No statutory or government action
Given the strong public feeling, acceptance in the sector that further regulation of

some sort is required, and the real evidence of harm it is not considered acceptable
for the status quo, where at least some procedures take place without any form of
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regulatory oversight to remain. Nor is it considered acceptable that the regulation
that does exist is applied only to some practitioners, and that practitioners with a
healthcare background are therefore more regulated than those without. It has been
accepted by the Scottish Government since the recommendations made by SCIEG
that the sector required regulation, and the Scottish Government has been applying
this regulation in a staged way.

Self-regulation of the sector does not also appear to be a credible option to address
these issues, even putting aside the desire for consistency with the part of the sector
that is regulated on a statutory basis. The Scottish Government concluded that
relying on voluntary, industry-led standards and guidance would not be sufficient to
address the regulatory gaps in non-surgical procedures. Historically, the sector has
not developed robust or universally adopted standards, and until recently, the
unregulated areas have not appeared to have an organisation that could take on that
role. Organisation in the sector has increased, but it still clearly at an early stage and
not in a position to take a self-regulatory role. The Scottish Government welcomes
the work of the existing voluntary registers operated by Save Face and the Joint
Council of Cosmetic Practitioners and accredited by the Professional Standards
Authority. The Scottish Government has met these bodies and considers that such
registers will continue to have a role in supporting improved standards in the sector,
providing a framework to support training, and giving additional assurance to the
public. These registers are not, however, designed to support practice outwith a
regulated sector, as they are aimed at healthcare professionals or practitioners
working under oversight.

Even if a new register was put in place, it does not appear likely that it would be
effective in addressing the safety of procedures or all practitioners in this sector.
While there are many reputable practitioners in the industry, there are also some
practitioners whose actions do not give the Scottish Government any confidence that
they would conform in future with a wider regime or a new professional register that
did not have legal force.

For these reasons, although these options have been carefully considered
throughout the process, the Scottish Government has primarily focused on statutory
models of regulation.

Licensing

The initial option considered by the Scottish Government was a licensing scheme for
all relevant procedures under the Civic Government (Scotland) Act 1982. This was
the model consulted on in the 2020 consultation. Under this model, all procedures
could take place in premises that had a licence issued by a local authority, and this
would need to be enforced by EHOs. This model built on the existing regulation of
settings under the Skin Piercing and Tattooing Order. The response to the
consultation was supportive, but there were several issues with this model.

The Scottish Government received feedback, in responses to the 2020 consultation
and in subsequent engagement, that the level of protection and risk mitigation
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offered by a licensing model was insufficient for some procedures. Many
stakeholders felt strongly that the risks of some procedures could be best mitigated
through the involvement of a healthcare professional with suitable expertise, and that
the procedures required a setting with standards of hygiene similar to a clinical
setting, and which exceeded that required to safely undertake tattooing and skin
piercing.

EHOs expressed the view that their expertise is not suitable for all procedures, and
that they would be ill placed to enforce standards that had more in common with
healthcare than with existing licensable activities. If all procedures were to be
included in a licensing scheme there would have been a substantial training
requirement. In addition, existing capacity restrictions on the environmental health
workforce were noted, and that it was considered unlikely that all local authorities
would be able to manage an increase in licensing activity associated with the entire
sector being brought into scope, even with additional fee income being collected by
local authorities.

Finally, the view was expressed that a licensing model was inconsistent with the
reserved parts of medicines legislation and existing regulation of healthcare
professionals. This includes areas which are reserved, and the Scottish Government
considers it important that the regulation of this sector is coherent with existing
regulation. A licensing model was considered inconsistent with existing regulation for
procedures that require the use of prescription only medicines, because professional
regulators require that prescriptions for cosmetic purposes take place following a
face-to-face consultation (including the Nursing and Midwifery Council, who changed
their guidance this year). If a consultation is being offered it would appear that a
service was offered that would require a service to register as an independent
healthcare setting with HIS, and as such these regulatory regimes are not coherent
with a licensing model, at least for procedures where a prescription only medicine
may be used.

Healthcare Improvement Scotland regulation

By contrast with a licensing model, a model where procedures are regulated by HIS
would appear to address many of the concerns highlighted in relation to a licensed
model. HIS regulated settings, from which healthcare professionals offer services,
already have requirements to adhere to certain standards which are appropriate for
this sector. These requirements, and the guidance provided by HIS, have been
developed in line with HIS experience of regulating settings, the majority of which are
indeed providing non-surgical procedures of different sorts.

HIS inspectors are better placed than EHOs to consider the appropriateness of these
settings and support safety improvements, and HIS already regulates settings from
which regulated professionals operate, and from which medicines are dispensed and
prescribed.
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Final option — Graduated model

Although a HIS setting would appear to be an effective means of achieving public
health and safety aims, the Scottish Government is conscious of the impact that a
shift of all procedures to such a setting would have. For this reason the 2024/25
consultation proposed a graduated model, where procedures are grouped according
to the most appropriate risk mitigation, and taking into account such factors as the
use of medicines in procedures. Some procedures, (described as Group 1
procedures in the consultation) would be available in a licenced setting, whereas
other procedures (Groups 2 and 3) would be restricted to a HIS registered setting,
where they would be undertaken by or under the supervision of an appropriate
healthcare professional.

This approach was broadly supported by consultation respondents, and is
considered to be the most effective way of achieving the desired aim to improve
public health and safety. In response to the endorsement of this model it was
retained in the revised proposals, although some changes were made to the
classification of individual procedures to ensure that procedures were subject to the
least disruptive regulation that would mitigate the relevant risks and achieve the
Scottish Government’s aims.

In arriving at this as the final model the Scottish Government has had regard to the
principles of Better Reqgulation, in particular the need for the ultimate approach to be
proportionate. The Scottish Government considers an intervention in this context to
be proportionate if it achieves the public health aims of the Scottish Government
without unduly impacting on businesses. This is achieved in the proposals through a
grouping of procedures on the basis of the most appropriate risk mitigation.

The Scottish Government proposals also allow for greater consistency between
businesses in the currently unregulated part of the sector and those which are
healthcare professional led and therefore already subject to HIS requirements. It
further remains consistent with the wider regulatory framework, including regulation
of health professions and the regulation of medicines.

Fuller details of the proposals are included in the consultation response, but since
the publication of that response two key further decisions have been made by the
Scottish Government. Firstly, the Scottish Government proposes, following
stakeholder feedback, to include midwife prescribers alongside the list of appropriate
professionals that can supervise or undertake one of the procedures regulated by
the Bill (described as Group 2 or Group 3 procedures in the consultation response
proposals). This decision was taken considering that the training and regulation of
midwives is equivalent to that of nurses, and evidence from HIS that a number of
midwives were already undertaking procedures in existing independent clinics, and
there was no evidence that this was leading to any public safety concerns. Secondly
the Scottish Government proposes to stage the implementation of proposals, with
this staging discussed in more detail in Section 5 of this impact assessment.
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Final option — Supervision requirements for injectable procedures

The graduated approach is the key feature of the final proposals and is key to the
Scottish Government’s balancing of the need to achieve legitimate public health and
safety aims, and the need to ensure that measures are proportionate, and the impact
on business goes no further than necessary. Within this broad model there have
been a number of decisions made, and for each of these further options have been
considered, which are not described here, although where these elements of the
proposals are known to have an impact on businesses that impact is recorded in
Section 3. Further information on the proposals can be found in the response to the
2024/25 consultation. The following paragraphs do provide more information on the
options considered in relation to one aspect of the proposals which is particularly
relevant to some of the impacts identified in Section 3, and was repeatedly identified
in consultation and elsewhere as a key issue for businesses and practitioners.

Group 2 in the consultation response are those procedures where the Scottish
Government considers that a suitably trained non healthcare professional
practitioner may carry out the procedure, but where the procedure should be carried
out in a permitted premises, and where the Scottish Government proposes there
should be an appropriate healthcare professional available to supervise the
procedure. The feedback to the 2024/25 consultation led to this group being revised
to contain the majority of injectable procedures, where a substance such as Botox®,
dermal fillers, vitamins etc is injected into or under the skin. The exception to this
would be any procedure carried out in an intimate area, under anaesthetic or in
higher volumes for the purpose of augmentation, such as a Brazilian butt lift.

The Scottish Government proposes that the supervision of a procedure in this group
should require the appropriate healthcare professional to be present at any initial
consultation, which may be where any prescriptions are made, and to remain
present on site, at the time any procedure is undertaken.

The Scottish Government considered the procedures to be included in this Group
carefully, mindful that procedures involving Botox® and dermal fillers appear to be
some of the highest volume procedures, and are therefore at the core of the
business model for many settings. The alternative options were to include such
procedures either in Group 1, available to those in a licensed setting, and not
requiring healthcare professional involvement, or to Group 3 where the procedure
would be restricted to appropriate healthcare professionals only. There was support
in the 2024/25 consultation for either of these options. Where respondents came
from those involved in the industry responses tended to be correlated to the part of
the sector respondents came from. 71% of respondents who identified as being
involved in a regulated or medical setting providing procedures believed that
injectable procedures should be in Group 3, whereas only 27% of those involved in
the currently unregulated part of the sector held this view. 47% of these respondents
felt that injectable procedures should be in Group 1. Those who did not report any
connection the sector had views closer to those involved in the currently regulated
part of the sector.
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If the Scottish Government followed the majority view overall, or the general
consensus amongst respondents to the survey (and other correspondents) with
healthcare or medical expertise then injectable procedures would have been
included in the group restricted to healthcare professionals only. The Scottish
Government however discounted this option as the Scottish Government was
convinced by the minority argument that a non-healthcare professional practitioner
could indeed receive training that would allow them to carry out these procedures
with a suitably safe technique. The Scottish Government discussed this position with
clinical advisors and stakeholders. While requiring skill and training it did not appear
to the Scottish Government that the process of administering an injectable procedure
rested strongly on those skills that are likely to be present amongst healthcare
professionals but unrealistic for non-healthcare professionals to acquire.

The Scottish Government also discounted the argument for inclusion of injectable
procedures amongst procedures that may be undertaken in a licenced setting. The
Scottish Government considered firstly that where a procedure involved a
prescription only medicine such an approach would appear inconsistent with the
wider regulatory regime, clearly these procedures already require a healthcare
professional to be involved in the procedure and as such regulating the procedures
through HIS appears appropriate. Even where a prescription only medicine was not
required (or not necessarily required) in a procedure the Scottish Government also
considered the risks inherent in breaking the skin, and to introducing any foreign
substance into the body. In the former case it appears that these risks can be
mitigated through appropriate training, and in support of this position the Scottish
Government notes that procedures such as skin piercing already take place at far
higher volumes than any non-surgical procedure without evidence of widespread
complications. In the latter case the Scottish Government considers that introducing
a foreign substance is a serious decision, that even in a routine procedure requires
some consideration. The consideration of this should involve multiple factors,
including any contraindications, interactions with other substances, as well as
considering the risks of anaphylaxis or other reactions. Considering this range of
factors requires decision making that rests on broad based training including
anatomy and pharmacology and related skills that appear to warrant the involvement
of a healthcare professional. On this basis injectable procedures were included in
Group 2 despite strongly argued views that it should be included in either the less
restrictive Group 1 or more restrictive Group 3.

Having settled on the inclusion of injectable procedures in Group 2 the Scottish
Government also considered the model of supervision, which received a high volume
of comment from respondents, and is also identified in the survey by some
respondents as a key factor in the impact on businesses. Given the reasons for
inclusion in this group it is essential that an appropriate healthcare professional is
involved in making the decision to proceed, and it would be inconsistent with the
wider regulatory context, and the guidance of the regulators of healthcare
professions for this not to take place during a face-to-face consultation. However, the
Scottish Government also considered whether it was necessary for the appropriate
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healthcare professional to remain present at the time a procedure is undertaken,
especially given in many cases a consultation will take place and an appointment
made for a procedure on a different day.

The Scottish Government considered that the presence of a healthcare professional
on site during a procedure was essential because this ensured that the professional
was available to offer support to a practitioner during a procedure, and intervene in
the event of any complications arising. This view was arrived at following discussion
with clinical advisors and stakeholders, and after giving due consideration to the
argument to the contrary. Complication management may require the use of
prescription only medicine so a prescriber on site can substantially mitigate the
impact of such a complication by ensuring medicines can be made swifty. 70% of
respondents to the Scottish Government consultation agreed that the appropriate
healthcare professional should be on site, and this is also consistent with the current
expectations of healthcare professionals in HIS clinics.

Some correspondents have recently contacted the Scottish Government to highlight
that the equivalent grouping in recent proposals from the Department for Health and
Social Care(DHSC) requires only local authority licensing, although the DHSC
proposals also require supervision and the Scottish Government notes that the
model of supervision is subject to further consideration. As such the UK government
model, coming as it does from a very different regulatory context, may well be similar
to the Scottish Government one in terms of its impact. The Scottish Government is
aware that a different approach to supervision may reduce costs to businesses, and
make a significant difference to the ability of businesses not currently regulated to
adapt their business model while continuing to deliver injectable procedures, but the
benefit to business does not appear to be achievable without an unacceptable
increase in the risk to clients.

As discussed in more detail in Section 5 not all parts of the Scottish Government
proposals are to be legislated for at the same time, and the proposals for supervision
are not provided for in the Bill as introduced. On the basis of the Bill, and assuming
no changes to HIS regulations in this respect, procedures will need to be undertaken
in a setting from which an appropriate healthcare professional provides services, but
without any specific supervision requirement. Currently the Healthcare Improvement
Scotland (Requirements as to Independent Health Care Services) Regulations 2011
require that a provider must ensure that “a suitably qualified healthcare professional
is working within the independent healthcare service whilst service users are
present”. The Scottish Government does propose to ensure some easement is
applied to this requirement to support businesses carrying out a range of
procedures, some of which are regulated by the Bill and others which do not require
that level of regulation.

Sectors/ Groups affected

Scottish Government proposals will primarily have an impact on those businesses
providing the proposals regulated either through the Bill or the proposed licensing
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scheme. Procedures are currently delivered both by healthcare professionals,
including from independent healthcare services regulated by HIS, and by non-
healthcare professional providers working from a range of settings which might
include beauty or salon settings providing other services, or specialist settings. In
general, currently unregulated businesses will be more substantially affected than
those already regulated by HIS, and where services are being provided by
healthcare professionals.

The current size of the sector providing non-surgical procedures is hard to assess.
These procedures are offered from a range of settings, and operates in part as a
subset of the wider personal care or hair and beauty sector, but it is not clear how
large a subset, it is therefore it is not possible to make robust estimates of the size of
the sector. It is clear that the sector is a significant one, with a presence on high
streets across Scotland. The estimates given below represent the Scottish
Government’s best efforts to assess the size of the sector in the absence of any
more direct evidence.

The currently unregulated part of the sector

The currently unregulated part of the sector providing non-surgical procedures
encompasses a diverse range of businesses, including beauty salons, independent
practitioners, and mobile aestheticians who operate outside the scope of HIS
regulations. Some of these businesses will already be subject to a local authority
licence under the Skin Piercing and Tattooing Order, insofar as they may offer skin
piercing or tattooing (including semi-permanent make up). This currently unregulated
segment of the industry is substantial, with numerous small and medium-sized
enterprises providing services including dermal fillers, Botox® injections, and other
cosmetic treatments. However, the exact size of this sector is challenging to quantify
due to the lack of comprehensive data and oversight. Following discussions with
those in the sector we believe the size of the currently unregulated part of the sector
to be larger than the currently regulated part of the sector of c. 550 settings (see
below). The total number of hair and beauty businesses represents an upper limit on
the number of businesses in the sector (c. 4000), and as such we can conservatively
estimate the number of businesses in the unregulated part of the sector to be around
1000- 1500 businesses. The absence of regulation and the wider data issues means
that there is limited information available on the locations, and the demographic or
socio-economic profiles of those employed within this sector, but it appears that the
majority of practitioners and business owners in this sector are women.

Businesses in this sector will offer different ranges of procedures, and those
procedures may be offered alongside other beauty treatments or wider services such
as massage or complementary therapies. This means the procedures included in
these proposals for regulation will have a different level of impact on different
businesses.

The unregulated part of the sector is the part of the sector that stands to be most

affected by further regulation, as businesses will be required to adhere to new
regulatory or licensing requirements. These requirements may require changes in
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business models, and in some cases these businesses may no longer be viable
given the new regulatory model.

Healthcare Improvement Scotland regulated clinics

Independent clinics and hospitals where healthcare professionals are providing
procedures operate under the oversight of HIS. HIS have around 550 clinics
registered with them, of which the majority provide non-surgical procedures. These
businesses are already subject to HIS requirements and as such will face less
change under the Scottish Government proposals.

Under our proposals we expect that procedures restricted to a HIS regulated setting
will be undertaken by or under the supervision of medical practitioners, dentists,
prescribing nurses, prescribing midwives and prescribing pharmacists. Not all HIS
regulated settings are staffed by one of these professionals, and as such any
services operated by pharmacy technicians, dental care professionals or non-
prescribing nurses, midwives or pharmacists will also be affected. Nurses, midwives
and pharmacists all have potential routes to acquire prescribing rights, and we
believe that only a minority, if any, of services registered with HIS will be staffed by
only dental care professionals or pharmacy technicians.

Other clinical settings

Certain clinical settings are exempt from HIS registration including General Practices
and Dental Practices providing services under an NHS contract, and community
pharmacies. The Scottish Government is not aware that any General Practices are
providing procedures, but a number of dental practices and community pharmacies
are providing procedures that will be regulated by the Bill or are proposed for
inclusion in a licensing scheme.

There are around 1050 dental practices in Scotland, the maijority of which are
providing a mixture of private and NHS services, and around 1250 community
pharmacies. Not all of these settings offer non-surgical procedures, but a significant
number do. The Scottish Government proposals are that in the long term these
premises should be subject to regulation in respect of their delivery of procedures,
however further policy work is required before this can be delivered. The Scottish
Government is not currently aware of any specific public health or safety concerns
about the procedures being offered in these settings.

Clients

As well as businesses, the clients they serve will also be affected. Like the
businesses themselves it appears that the majority of clients of procedures are
female, but otherwise there are a range of different clients seeking these services for
different reasons. The differentiated demographic impact is considered separately as
part of the other impact assessments, in particular the equalities impact assessment
conducted for this policy. Whilst some clients may find procedures less accessible,
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or more expensive as a result of the proposals, the Scottish Government’s intention
is that they will be able to access the services with less risk of adverse outcomes.

Other Businesses

Businesses delivering procedures creates demand for a range of other businesses.
This includes: businesses supplying materials (including pharmacies, drug
companies and providers of medical/ aesthetic devices such as needles etc);
businesses providing cleaning and waste disposal services; and training providers.
Businesses providing procedures are frequently a presence on high streets, which
increases overall footfall and support wider businesses in less tangible ways. The
size of the sectors that may be affected by the proposals is unknown.
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Section 2: Engagement and information
gathering

Engagement approach

The Scottish Government has adopted a comprehensive and inclusive approach to
engagement regarding the regulation of non-surgical procedures including
consultations undertaken in 2020 and 2024/25. The Scottish Government has
ensured that the views of a wide range of stakeholders, including healthcare
professionals, industry representatives, regulatory bodies, business owners and
members of the public, have been listened to and reflected in the iterative
development of the proposals.

Different groups of stakeholders have been involved at different stages through
policy development, but the Scottish Government is confident that the proposals
outlined in the response to the 2024/25 consultation have benefitted from the fullest
range of views. This impact assessment has additionally benefitted from a specific
survey on those proposals. Changes have been made to the approach as a result of
this and ongoing feedback.

Two separate consultation processes brought in a range of views, and the Scottish
Government has also undertaken specific activity to bring in any views or expertise
that has been underrepresented at previous stages of policy development.

A common theme throughout the development of policy has been the paucity of hard
data on, for instance, the size of the current sector, and the volume of procedures
being undertaken. These limitations are acknowledged in this, and in other impact
assessments. The Scottish Government is open to new data or new information, and
is prepared to revise elements of this impact assessment and consider the impact of
any new information on its position.

To identify the information required to make informed policy proposals the Scottish
Government has relied on a mix of formal consultation and surveys, larger-scale
events and small-scale engagements, speaking to specific experts and reviewing
significant amounts of correspondence from people working in all parts of the sector.
This has enabled a mixture of evidence to be collected, ranging from broad public
views to specialist clinical information about the risks of procedures, and information
from businesses about models of practice. More about the approach to engagement
was discussed in the response to the 2024/25 consultation.

The Scottish Government considers that the approach to engagement has been
appropriate and will continue to engage with a variety of stakeholders as the Bill
progresses, as a licensing Order is developed, and as future steps (as outlined in
Section 5) are taken.
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Internal Scottish Government engagement/ engagement
with wider Public Sector

Internal Scottish Government engagement

Extensive engagement has taken place with a variety of relevant internal Scottish
Government stakeholders and subject matter experts, with a focus on seeking
expertise on matters such as trade and business, criminal justice, professional
regulation, public health, pharmacy and medicines, and existing regimes in relation
to skin piercing and tattooing. This was undertaken to inform developing proposals
and ensure that the proposed licensing and regulation of procedures was undertaken
in such a way as it harmonised with wider policy priorities and avoided any
unintended consequences.

Scottish Government officials also attended meetings of the Regulatory Review
Group to present emerging proposals, and feedback has been received as published
on the group’s webpage. The Regulatory Review Group’s remit is to examine and
identify implementation challenges and appropriate mitigations of regulation. Their
advice to Scottish Government informed the development of policy and will continue
to inform the approach to implementation, especially in respect of the balance
between legislation and non-legislative standards which may be set in guidance.

Advice was also received from the Directorate for International Trade and Investment
and related areas to ensure that the proposals would not represent a restriction in
the trade of goods and services, or undermine inward and internal investment in
Scotland, matters which are considered in more detail in Section 4 of this Impact
Assessment.

UK/ Devolved Administrations

The Scottish Government has maintained regular official level engagement with the
UK Government, in particular the Department for Health and Social Care (“DHSC”),
and with the relevant departments of the other administrations. The UK Government
has been developing equivalent proposals for England, and discussions with DHSC
have included discussion of the consultation undertaken by the UK Government,
elements of which informed initial proposals that were included in the Scottish
Government’s own consultation proposals.

Health is a devolved area and given the distinct regulatory landscapes in each
country of the United Kingdom, these discussions were not intended to achieve a
single or common approach to non-surgical procedures. The Scottish Government is
aware that there is a risk that differences in regulation in England and Scotland could
lead to confusion for clients and practitioners (especially those operated near the
border) or provide an incentive to travel between Scotland and the rest of the UK for
procedures. The Scottish Government will work with the UK Government to identify
any such potential effects and consider if they can be avoided. Discussions will
continue as the UK Government advances its proposals, and if the other UK
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administrations develop proposals in this area. Discussions will consider the effect of
any divergence and ensure mutual learning.

UK Internal Market Act 2020

Engagement with the UK Government’s Department for Business and Trade has
also taken place to support consideration of the impact of UK legislation on emerging
proposals, and how they relate to the UK Internal Market. The UK Internal Market Act
2020 (UKIMA) was introduced with the stated intention of ensuring the smooth
functioning of trade and professional services across the four nations of the UK
following the UK’s exit from the European Union.

UKIMA was passed without the consent of any devolved legislature, and the Scottish
Government position in relation to UKIMA is set out in a position paper published as
part of the ongoing statutory review of the Act being undertaken by the UK
Government in 2025 (Internal Market Act 2020: position paper - gov.scot).

The Scottish Government worked with the UK Government to support consideration
of whether the UKIMA presented a challenge to emerging proposals and especially
proposals to require practitioners of non-surgical procedures to meet specific training
and qualification standards, and for certain procedures to be undertaken by certain
healthcare professionals.

The Scottish Government is confident that the Bill introduced to the Scottish
Parliament is effective, enforceable and is not in breach of any aspect of UKIMA. The
UK Government has confirmed that it was not the intention of UKIMA to prevent any
part of the United Kingdom from putting in place proportionate measures to protect
public safety. The Scottish Government is continuing its consideration of these
issues insofar as they may relate to the exercise of powers in the Bill, or the
proposed practitioner licence in secondary legislation to give effect to elements of
the proposals relating to training standards, supervision and the restriction of some
procedures to appropriate healthcare professionals. This issue is also discussed in
Section 4 “UK, EU and International Regulatory Alignment and Obligations” and
Section 5 insofar as it relates to the proposed implementation of the Scottish
Government proposals.

Wider Public Sector

The proposals have been informed by discussions with a number of parts of the
wider public sector. Collaboration with Healthcare Improvement Scotland (HIS),
which currently oversees the regulation of certain clinics providing non-surgical
procedures has been crucial in identifying gaps in the existing regulatory framework
and in determining how future models might be effectively implemented across a
diverse and evolving sector.

Additionally, the Scottish Government has considered the perspectives of other
relevant regulatory bodies, including local authority environmental health officers
(EHOs) who are responsible for licensing under the Civic Government (Scotland) Act
1982, and professional regulators for healthcare practitioners. Input from these
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organisations has helped shape the regulatory proposals to ensure alignment with
current practice, avoid duplication, and address enforcement considerations.

Engagement with HIS and EHOs has been carried out partly through the Scottish
Cosmetic Interventions Expert Group (SCIEG), but has been supplemented with
separate discussions, and specific discussions with COSLA.

Finally, the Scottish Government is in ongoing discussions with Business Gateway
and Skills Development Scotland on the support and advice available for businesses
affected by legislation.

International

The Scottish Government has not engaged specifically with government
organisations outwith the UK, but has undertaken some consideration of other
regulatory models. Regulatory modes vary between nations, so direct comparisons
are challenging. The Scottish Government does note correspondence it has received
and reports that this industry is less regulated here than in other comparable (EU)
nations. In particular, in many countries, procedures that are currently entirely
unregulated in Scotland, such as injectable procedures, are restricted to healthcare
professionals or healthcare settings, dependent on the structure of regulation in a
given country.

Business/ Third Sector engagement

The Scottish Government has received substantial engagement from businesses in
this sector. The Scottish Government undertook targeted engagement with
businesses in the sector from the regulated and, substantially, the unregulated part
of the sector, and through the SCIEG group, which included participation from both
healthcare professionals who were involved in the industry, and insurers and
educators representing the hair and beauty industry and wider non-healthcare led
part of the sector.

During the period of the 2024/25 consultation (described below) two engagement
events were held specifically for businesses from the non-healthcare led part of the
sector, and around seventy individuals signed up for the two events. One was an in-
person event held in Glasgow during the working day, and the other was an online
event held in the evening. In advance of, and following, these meetings the Scottish
Government received extensive correspondence from businesses in this part of the
sector, as well as continuing to receive representation from medical professionals
and healthcare led businesses. The voices of business owners could therefore be
considered as the proposals were developed.

This engagement built upon evidence gathered through the public consultation and
was further enhanced by an additional survey, specifically designed to assess the
impact of the updated policy proposals on businesses. The aim was to ensure this
Business and Regulatory Impact Assessment was robust and evidence based.
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This additional survey was sent to participants from the public consultation who had
identified themselves as owners, managers, or employees of businesses providing
non-surgical cosmetic procedures and who consented to be contacted further. In
total this survey was sent to 665 recipients. The survey was not publicly advertised
as it was targeting businesses rather than anyone wanting to comment, though the
link was shared among some interested parties. Ultimately, 591 responses were
received, providing a substantial evidence base for the assessment.

Respondents represented a diverse cross-section of the sector:
e Clinics or settings currently regulated by HIS
e Salons or clinics not regulated by HIS but led by healthcare professionals
e Salons or clinics not regulated by HIS and not led by healthcare professionals
e Other categories, including training providers, clients, associates, and
businesses supplying or manufacturing products.

This categorisation allowed for nuanced analysis of how the revised proposals would
differently affect businesses, depending on their current regulatory status and
operating model.

The survey provided both quantitative and qualitative evidence regarding anticipated
business impacts. While not all responses contained detailed financial data, the
breadth of perspectives, including from businesses inside and outside Scotland,
helped identify key issues and themes. In addition to direct survey responses, further
feedback was gathered from businesses outside the survey, including those who
volunteered financial information.

Engagement extended beyond direct providers of cosmetic procedures to include
training providers, pharmacies supplying the sector, and manufacturers. The “ripple
effect” was noted, with concerns about decreasing demand for training as regulatory
uncertainty grew, and the impact on business viability was considered in the
analysis.

The engagement process highlighted a range of impacts, both positive and negative,
and reflected a diverse set of experiences and views across the sector. Importantly, it
surfaced sectoral concerns such as economic viability, fairness, emotional impact,
and the risk of shifting activity to unregulated providers. This evidence informed the
policy development process, ensuring that the Scottish Government’s proposals
were grounded in understanding of real-world business experiences and concerns.

A fuller write-up of the responses to the additional survey to businesses is annexed
to this impact assessment.

Public consultation

The Scottish Government undertook a public consultation that ran from 20
December 2024 to 14 February 2025, which received 2,207 responses, as well as
leading to an increase in correspondence and media attention to the issue. Of the
responses, 2,075 were from individuals and 132 were from organisations. Of the
total responses, 526 indicated they were involved in a regulated setting (such as

25



working within HIS registered clinics or other medical environments), while 367
indicated they worked in unregulated settings such as beauty salons. This granular
approach allowed the government to capture the perspectives of both regulated and
unregulated providers, as well as to identify potential challenges and opportunities
unique to each part of the sector.

The consultation outlined a set of proposals for the regulation of non-surgical
cosmetic procedures, through a combination of a licensing scheme and restriction of
certain procedures to regulated settings and/or certain appropriate healthcare
professionals. The consultation also covered the role of local authorities and HIS in
inspection and enforcement. The consultation proposed the allocation of specific
procedures to three groups, to differentiate in what setting procedures should be
carried out and by whom, standards for hygiene, training and insurance, and age
restrictions.

The responses showed broad support for action to make the sector safer. This
included support for a licensing scheme for some procedures (called Group 1
procedures), and the restriction of some procedures only to appropriate healthcare
professionals (called Group 3 procedures). Scottish Government proposed a middle
group of procedures (called Group 2) that was proposed should be restricted to HIS
regulated or clinical settings, but could be carried out by non-healthcare
professionals. Views on Group 2 were split. Most respondents believed that the
majority of the procedures in the proposed group should either be restricted to
healthcare professionals (with Group 3) or be available in licensed premises (with
Group 1).

There was strong support for many of the practical aspects of proposals made. This
included the requirement for a dual licensing system (for premises and practitioners)
for lower risk procedures taking place outwith a HIS regulated setting, and for local
authorities and HIS to have appropriate powers to enforce their proposals. There
was also strong agreement that non-surgical cosmetic procedures should only be
carried out on people aged 18 and over.

Responses to the consultation from all respondents who gave permission have been
published on the citizen space website. The Scottish Government response to, and
updated proposals following, the consultation has been published and the response
can be found here.

Other stakeholders

The key stakeholders for the Scottish Government in relation to this piece of work
are those who are currently involved in the industry, those who have raised concerns
or can provide evidence of the harms and challenges to public safety that policy in
this area seeks to address, and those who are involved in the sector as regulators,
including local authorities, HIS and professional regulators. Engagement with these
groups is detailed above.
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Section 3: Costs, impacts and benefits

This section provides an overview of the costs, impacts, and benefits anticipated for
businesses as a result of the proposed regulation of non-surgical procedures. The
section draws on evidence from extensive engagement and consultation as
described in Section 2. In particular this builds on information drawn from the survey
undertaken for businesses (see Section 2 “business engagement”). A summary of
the responses to this survey is also included as an annex to this impact assessment.

The costs are based on the anticipated overall effects of the proposals set out in the
consultation response published earlier this year. As described in Section 5, the Bill
published ahead of this impact assessment will give effect to some elements of
these proposals but not all. Where possible the impact of different elements of the
publication are described, and where there are future decisions that give rise to
uncertainty this is described.

This section identifies both financial and operational implications for a wide range of
providers, from those already regulated by Healthcare Improvement Scotland (HIS)
to businesses operating in unregulated settings. The costs and impacts will vary
significantly depending on each business’s regulatory status and the scope of
procedures offered. Many impacts will also depend on the way businesses behave,
and on wider market effects that cannot be robustly predicted. This uncertainty is
acknowledged.

This section acknowledges that there are a number of direct and indirect costs, some
of which will be significant, especially for businesses who are not currently subject to
HIS regulation and do not currently employ an appropriate healthcare professional.
The Scottish Government considers that these impacts have been kept to a
minimum and insofar as there will be significant disruption this is proportionate to the
public safety aims of the policy, and the approaches taken are those which cause the
least disruption whilst still being effective in achieving those aims. The Scottish
Government also notes that the changes place providers of procedures on a more
level playing field (with regulation for all parts of the sector), as opposed to the
current unequal market, and will allow clients to access procedures with greater
confidence.

Quantified costs to businesses

Most existing businesses offering procedures can be considered in two broad
categories: those who are currently unregulated because the business does not
employ one of the healthcare professionals that would mean the business comprised
a clinic or other setting regulated by HIS, or independent healthcare settings which
are already regulated.
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Currently regulated businesses

Businesses already regulated by HIS operating with an appropriate healthcare
professional(s) may face minimal to moderate costs. These are anticipated to be
largely administrative — such as time spent understanding new requirements,
adapting policies, or ensuring continued compliance. Some survey respondents
suggested that there may be upfront administrative costs in the region of £250—£500,
with possible additional costs for staff training or upgrades to premises (one
respondent cited a one-off investment of £7,000 for such upgrades). The Scottish
Government considers that these costs will not be overly disruptive to these
businesses. Such businesses also already pay fees to HIS as detailed in the table

below.

Table 1: HIS fees
Fees charged in 2025/26 as set out in the

ublished fees booklet on the HIS website.

Type

Fee

Independent Medical Agencies (IMAs)

Application for registration — £5,350
Independent Hospitals

Application for registration — £3,745
Independent Clinics

Application for registration — £3,745

Annual continuation — Independent
Hospitals

£268 per surgical or inpatient place

Annual continuation — Independent
Clinics carrying out surgical procedures

£3,681

Annual continuation — Independent
Clinics carrying out weight loss using
controlled drugs

£3,681

Annual continuation — Independent
Clinics carrying out non-surgical
procedures (with staff, incl practicing
privileges, additional directors, admin
staff)

£1,787

Annual continuation — Independent
Clinics carrying out non-surgical
procedures (single-handed practitioner)

£1,286

Annual continuation — Independent
Clinics providing dental services
(including dental hygiene services)

£3,681

Variation or removal of condition(s)

No charge

Cancellation of service

No charge

New certificate

No charge

The maximum fees that may be imposed by HIS are set in the Healthcare
Improvement Scotland (Fees) Regulations 2024. The fees above may increase to
that point (or fees be charged for services such as variation or cancellation, which do
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not currently carry a charge), but cannot increase further without additional
legislation.

Table 2: Maximum HIS fees

Service Application | Annual Variation or | Cancellation
for Continuation | Removal of | of
Registratio Condition Registration
n

Independent | £7,500 £500 per £1,000 £100

hospital place

Private £7,500 £500 per £1,000 £100

psychiatric place

hospital

Independent | £5,000 £5,000 £1,000 £100

clinic

Independent | £5,000 £5,000 £1,000 £100

medical

agency

Some currently HIS regulated businesses may not employ one of the professionals
(doctor, dentist, or nurse or midwife prescriber or prescribing pharmacist) that will be
required to work from a service in order for it to be a permitted premises for the
purposes of procedures which will be regulated by the Bill. Such businesses will, if
they intend to continue offering these procedures, be required to employ such a
professional, the costs of which are discussed further in the section on currently
unregulated businesses below. Such premises may also be able to meet the
requirements of a permitted premises if a nurse, midwife or pharmacist working in
such a setting were to train to achieve prescribing privileges. Such training may cost
between £1500 and £2500 depending on provider, and the training requirements
may reduce the availability of that professional during the time that this is
undertaken. The Scottish Government understands, based on conversations with
HIS, that there are few if any businesses delivering procedures regulated by the Bill
who will be in this situation.

Businesses in this sector may also need to support training for employees and
restructure their staffing based on the imposition of future training standards,
restrictions of certain procedures to appropriate healthcare professionals and
standards established for supervision of procedures. Such provision is not to be
included in the Bill or other legislation anticipated within the current parliamentary
session. The potential cost of such action for businesses will be considered before
such standards and restrictions are put in place.

Other clinical settings

In addition to independent healthcare settings regulated by HIS, some other clinical
settings offer non-surgical procedures, including community pharmacies and dental
practices. GP and dental practices are not required to register with HIS if they have a
contract with the NHS to provide relevant services, reflecting the role played by the
NHS in assuring the quality of primary care services provided on their behalf.

29



Community pharmacies are also not required to register with HIS, reflecting their
ongoing role supporting primary care, and the established regulation of all pharmacy
services by the General Pharmaceutical Council. In both cases this exclusion
reduces the need for the same service to be regulated or assured in multiple ways.
As set out in the consultation response the Scottish Government does intend that
such premises should have parity with HIS regulated settings, and the majority of
respondents to the relevant question in the public consultation agreed that such
premises should have to register with HIS, even if this would not otherwise be
required. If this was required, then such premises would have to pay the fees
detailed above and may also have to meet other costs to comply with HIS’ wider
requirements. Further consultation and consideration are required before any such
change is made, and as such these premises have been included in the definition of
a permitted premises for the purposes of procedures regulated by the Bill.

At a future date the Scottish Government may, by regulation, change the definition of
a permitted premises such that these settings will be required to register with HIS,
but until or unless such a decision is taken the Scottish Government does not
anticipate any additional costs for such businesses.

There are other settings which are not required to register with HIS, but which will
not be specifically included in the definition of a premises. This includes services
provided in schools, colleges and workplaces and in a first aid/emergency context,
which are all settings unlikely to be suitable for the provision of non-surgical
procedures. The Scottish Government is not aware that procedures regulated by the
Bill or intended to be included in a licensing scheme are carried out in such settings
and as such no impact is anticipated.

Currently Unregulated businesses

Currently unregulated businesses, in which no healthcare professional is working
may face greater costs depending on the procedures they currently offer, and
whether they choose to offer these same procedures in future.

A business that offers procedures included in the proposed licencing scheme but not
regulated by the Bill will be required to apply to the local authority for a licence for the
premises. Individual practitioners will also be required to hold a practitioner licence,
although these two licences are unlikely to both be implemented at the same time.
The premises licence will take precedence. The cost of these licences will be set by
local authorities but may be comparable to the current cost of a licence under the
Civic Government (Scotland) Act 1982 (Licensing of Skin Piercing and Tattooing)
Order 2006, which varies between local authorities but is typically less than £500
annually. The Scottish Government considers that these costs are unlikely to be
disruptive to businesses and expects that local authorities will seek to keep these
costs proportionate.

A business that provides procedures that are regulated by the Bill is likely to face
greater costs if they intend to continue offering such procedures. Such a business
will be required to employ an appropriate healthcare professional. Respondents to
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the business survey estimated costs of £85—£100 per hour, £200-£500 per day,
£2,000—£4,000 per month, or £19,200-£70,000 per year to hire, employ or work with
a healthcare professional such as a nurse prescriber. The wide variety of costs will
depend on estimates of the number of hours that would be required but may also
reflect different local market conditions. Businesses also estimated the following
potential costs: one-off adaptation costs of £4,000—£15,000, additional staff training
costs of £2,000—£15,000 (varies by scope and staff numbers); £1,000—£4,000 per
annum for additional ongoing administrative activity; and an estimated 15-25% rise
in insurance costs. Not all of these costs can be directly verified.

The Scottish Government is aware that these costs are significant and will represent
a challenge to many businesses. Feedback from businesses is that many will not be
able to accommodate such increased costs and will have to either adapt their
business model significantly or close the business.

Steps taken to restrict costs to businesses

In direct response to feedback received during the public consultation, the Scottish
Government has broadened the scope of the licensing scheme to include additional
procedures, in particular including procedures known as electro-cautery or advanced
electrolysis. This change will not benefit all businesses who raised concerns about
the impact of the original proposals but does represent a significant change. The
impact of this is that businesses providing these procedures will not be required to
register with HIS and will therefore not be required to employ an appropriate
healthcare practitioner. Feedback from businesses indicates that this will be a
substantial and welcome saving in comparison to the consultation proposals
consulted on in 2024/25, it will also mean that any businesses considering a change
to the procedures they offer will have a greater range of possible procedures to
consider. In all cases the Scottish Government has considered procedures and
ensured they are in the least restrictive group that will allow appropriate mitigation of
risks. This approach is discussed more fully in the consultation response, and the
consideration of injectable procedures is discussed in more detail in Section 2
(Options Considered: Final Option — Supervision requirements for injectable
procedures).

With regard to supervision, the Scottish Government intends to respond to the
concerns raised by businesses about the cost of employing or working with
healthcare professionals by making amendments to HIS regulations to clarify
requirements around the presence of healthcare professionals on permitted
premises. These amendments are not included in the Bill, but can be made,
alongside other consequential changes in secondary legislation, under existing
powers in the National Health Service (Scotland) Act 1978. Specifically, it is
proposed that an appropriate healthcare professional, such as a doctor, dentist,
nurse or midwife prescriber, or prescribing pharmacist, would only be required to be
present during periods when relevant activities (either healthcare, or procedures
regulated under the Bill) are actually being undertaken, rather than at all times clients
are present.
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This flexible approach would enable businesses for whom procedures regulated by
the Bill comprise an important part, but not the whole of their business, to employ the
necessary healthcare professional for only the relevant activity. This is intended to
limit the costs of compliance with HIS requirements whilst still ensuring appropriate
protection of public safety. This may not reduce the costs for all businesses, but for
some businesses this may enable a viable business model. This may also address
concerns around the availability of suitable professionals, as an appropriate
healthcare professional could work with multiple businesses at different times. The
Scottish Government hopes that this flexibility will enable some businesses in the
currently unregulated sector to adapt their current model to meet the requirements of
a permitted premises.

Potential business responses

A business is responsible for their own responses to the change in regulations, but
the Scottish Government has given some thought to potential approaches that
businesses may take, and some of the potential changes are discussed above.
Given the highest impact identified is for currently unregulated professionals
securing the services of an appropriate healthcare professional the Scottish
Government considers that most business change will be focused on attempts to
reduce or eliminate this requirement.

The requirement could be eliminated by changing the range of procedures offered to
focus only on procedures that are not regulated by the Bill, including activities
included under the proposed Licensing order or those that are not subject to any
regulation. Where this is not a viable or attractive option businesses offering a range
of procedures may be able to take advantage of the proposed easement discussed
above and use careful scheduling of procedures to minimise the hours that an
appropriate healthcare professional works in a setting, and hence reduce the cost
faced, this may also increase the number of appropriate healthcare professionals
available, if the role can be combined with NHS work, other independent healthcare
roles, or be delivered by a person providing a similar service in a number of settings.

Businesses may also be able to consider their structure, combining with other similar
businesses to share the cost of registering a setting with HIS, working with existing
HIS regulated settings or ultimately in practitioners within such businesses seeking
work in an existing setting.

The Scottish Government will continue to listen to views expressed by businesses,
especially any discussion of ways in which businesses may be seeking to adapt to
regulation. The Scottish Government may discuss any obstacles raised with it with
HIS or other stakeholders.
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Other impacts

The proposed regulatory changes may give rise to a range of other impacts on
businesses. These cannot all be robustly identified or understood and cannot
generally be quantified or associated with known costs. These impacts will also be
subject to the behaviour of the businesses in question. Market impacts may have
positive and negative effects. The benefits of the Scottish Government proposals are
set out in the relevant section below.

As the Scottish Government implements its proposals, a business may choose to
revise its business model, including adapting or narrowing the range of procedures it
offers. Such changes could result in a shift toward other procedures, and it is
possible that these procedures may be less lucrative or be procedures for which
there is lower demand or heightened competition within the sector. During any
transitional phase, businesses may incur additional costs from investing in new staff
training or updating equipment to allow them to offer such procedures. These
adjustments can also lead to opportunity costs, as capacity to deliver procedures
may be temporarily reduced while resources are redirected toward implementing the
necessary changes. Businesses which are currently offering licensed procedures
may face increased competition from businesses that are refocusing on these
procedures.

There may also be a negative impact on the desirability of procedures resulting from
the implementation of the Scottish Government’s proposals, and the associated
media attention on the issues. This is unlikely to be a substantial impact, especially if
the proposals are seen to be making procedures safer and given there has already
been regular negative press about these procedures. Consumer demand for
procedures may also be affected if direct compliance costs lead to an increase in the
cost of procedures. The pricing of procedures will remain a decision for individual
businesses; however, reduced supply or reduced choice of business may lead to
consumers being willing to pay higher prices.

Impacts on businesses other than direct providers of procedures

The impact of regulatory changes is likely to extend beyond direct providers of
procedures. Training organisations, equipment manufacturers, and distributors or
manufacturers who supply products or services to the sector may experience
reduced demand if the number of compliant providers contracts, or if businesses
reduce their activity during transitions.

If the impact of changes is to reduce the number of practitioners in this sector, then
training providers may encounter a downturn in demand. The Scottish Government
understands from survey responses and correspondence that some training
providers are already seeing a reduction in demand as potential trainees defer
investment in their own training while the level of regulation of the sector is still
uncertain. The impact on training providers may be mitigated if the effect of
proposals increases demand for training in the future, as businesses seek to meet
any new standards.
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If the impact of changes reduces the number of procedures being offered overall
then this will have some impact on manufacturers, suppliers or distributors of
products and materials used in the procedures. The businesses in this sector appear
to largely be involved in the manufacture or distribution of a number of products with
customers in the wider health or beauty sectors, and in markets beyond Scotland. As
such the impact on these supplier businesses may not be considerable. The Scottish
Government has not collected data or engaged with businesses in this sector.

Non-compliance, and “underground” businesses

The Scottish Government understands that the maijority of the businesses currently
operating in this sector are operating legally, and will continue to operate legally even
as the regulatory environment changes. However, the Scottish Government also
understands that a small minority of practitioners and businesses are not reputable,
and may be willing to operate in deliberate, rather than inadvertent contravention of
new regulation. Some businesses and other stakeholders have raised this concern,
that some providers will choose to operate in a covert or “underground” manner, and
provide services which are restricted by law. Some providers also raised a concern
that such businesses would be less concerned with the safety of their clients than
existing businesses and would undercut those businesses that were meeting the
costs of new regulation. These businesses will not be attractive to many clients, but
the Scottish Government does not discount the possibility that a minority of clients
may be attracted by lower prices, or that underage clients may seek procedures that
are restricted by age.

The Scottish Government notes this risk, and has considered it in the consideration
of penalties for businesses. The Scottish Government will continue to keep the risk
of non-compliance under review.

Scottish firms’ international competitiveness

The Scottish Government is not aware that these proposals will have an impact on
international competitiveness, nor on the ability of Scottish business to attract inward
investment. Robust standards may have the effect of improving the reputation of the
relevant sectors in Scotland, which may enhance the attractiveness of such
businesses for both investment and travelling clients.

The Scottish Government is aware that some clients do travel abroad to receive
procedures, especially more expensive cosmetic procedures. There have been
media reports of existing cross-border activity with younger recipients of procedures
travelling out of England to Scotland or Wales to receive procedures that are no
longer available to children in England due to the Botulinum Toxin and Cosmetic
Fillers (Children) Act 2021, which makes it an offence to administer Botox® or fillers
to a person under the age of 18. However, this will cease to be possible as the Bill
contains provision whereby it will become an offence in Scotland to provide non-
surgical procedures to a person under the age of 18. Whilst consumers travelling
outwith Scotland to receive procedures is clearly a possibility, the likelihood of this
occurring in practice has not been raised with the Scottish Government.
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Benefits to business

The policy offers several potential benefits to businesses. These are not directly
quantifiable but have been raised in engagement with stakeholders and in responses
to the survey of businesses. All businesses operating in the sector stand to benefit
from increased consumer confidence, if the sector is perceived to be better regulated
and hence safer. This may lead to increased demand for services, especially from
potential clients who may have hesitated due to concerns about the risks of the
sector. Insofar as some businesses stop offering procedures regulated by the Bill, or
reduce the number of procedures they offer, other businesses may benefit from
increased client numbers, and reduced supply may also allow for higher fees to be
charged.

In the current market procedures are priced at a range of points by different
providers. In some cases, providers with lower safety or hygiene standards are
offering procedures undertaken with less training, using sub-standard products and
in general meeting lower standards. A concern has been raised by some providers
that this exerts a downward pressure on prices across the whole market. Providers
in the currently regulated sector, in particular, highlight that they must meet HIS fees
and standards for the setting whilst competing with providers who are not currently
incurring these costs. A more level playing field between providers will mean that the
prices of procedures may be able to more accurately reflect the costs of providing
them. Some respondents to the survey and public consultation highlighted this effect
in a negative sense, with a perception from some providers in the unregulated sector
that regulation was being undertaken for the benefit of currently regulated providers.

Small business impacts

As described above (Section 1: Sectors/ groups affected), most providers in this
field, in both the regulated and unregulated sectors, are small businesses. These
include sole traders, or businesses operated by a practitioner of procedures that are
to be regulated, working in a setting where other hair and beauty procedures are
undertaken. Small or sole trader businesses do already operate in the regulated part
of the sector. This suggests that HIS regulation does not prevent small businesses
operating in the sector. Many small businesses also hold licenses for the existing
licensing scheme for Tattooing and Skin piercing, and so, again, this licensing
scheme is not likely to prove an insurmountable barrier for existing businesses.
Nonetheless, any additional regulatory burden is likely to be felt more significantly by
small businesses and sole traders.

Given the nature of the sector, being mostly comprised of small or sole trader
businesses, specific exemptions for small businesses would frustrate the intentions
of the policy. However, some measures have been taken to minimise the business
impact, and these may be particularly beneficial to small businesses.

For those offering procedures regulated by the Bill the proposed easement to
requirements for healthcare professionals to be present at all times of operation may
benefit smaller businesses. If businesses offer a mix of procedures regulated by the
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Bill and other procedures, such as hair and beauty treatments, or procedures that
will be included in the licensing scheme, allowing them to have a healthcare
professional on site only when relevant procedures are offered, rather than at all
times clients are present in a setting, will lower costs.

Under the licensing scheme, steps to mitigate the impact will be largely a decision for
local authorities. However, it is proposed that local authorities will have scope to offer
flexibility around the form of a licence and licence application, and that in particular
sole traders will have the option of combining any practitioner and premises licence.

Overall, the impact on all businesses, and in particular smaller ones, may be
mitigated through an implementation timetable that provides time for businesses to
adapt. Careful staging of the imposition of specific training standards, or restrictions
of procedures to particular professionals, may help to provide time for businesses to
adjust their business models. In the licensing context the premises license will be put
in place in advance of the practitioner licence to allow businesses to adapt to that
element of the proposals. Exact timelines for implementation have yet to be agreed
and continued engagement with practitioners will take place as the relevant
decisions are made.

Finally, the Scottish Government will explore opportunities through Business
Gateway and Skills Development Scotland to provide advice and support to
businesses to help them undertake any transition or change to their business model
as the proposals are implemented.

Investment

The Scottish Government is not aware that this sector is an important recipient of
global investment. As such these procedures are unlikely to have a substantial
impact on the ambitions of the Scottish Government in relation to investment.

In general, a better regulated, safer and reputable industry will be more attractive for
global investment. The recommendations of the First Minister’s Investor Panel have
been considered.

Workforce and Fair Work

The regulation of the sector will affect the workforce in several ways. The proposal
that an appropriate healthcare professional will be required to support or provide
procedures regulated by the Bill may create new job opportunities for those with
advanced qualifications but may also negatively impact on non-healthcare
practitioners unable to meet new standards or adapt their roles. (This proposal is not
included in the Bill as introduced, but it a proposed use of the powers in the Bill.)
Increased business costs could constrain the capacity of businesses to pay the Real
Living Wage or invest in staff development, but conversely, insofar as the potential
benefits to business highlighted above are realised, the opposite may be true. In
general, the emphasis on higher standards should support a well-trained and higher
paid workforce in the sector.
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Climate change/ Circular Economy

No significant direct impacts on businesses’ ability to contribute to climate and
circular economy targets have been identified. The proposals do not directly
incentivise or require greater resource efficiency, reuse, or recycling, but the
regulation of the sector through both the Bill and licensing scheme may provide
opportunities to put in place guidelines encouraging best practices in waste
management and environmental stewardship. Such guidelines would need to be put
in place following further consultation with the sector to ensure that any requirements
were manageable. This is not currently part of the Scottish Government’s plans.
Wider impact is expected to be neutral.

Competition Assessment

The Scottish Government considers that the proposals to be implemented through
the Bill and the proposed secondary legislation will have an impact on competition,
both by reducing the number of potential suppliers, which may reduce competition,
but conversely by levelling the playing field for businesses operating in this sector
(discussed further below). However, that reduction in competition is justified due to
the need to achieve legitimate public safety aims. The measures that will have an
impact on competition are proportionate to these aims, and the Scottish Government
has aimed to form its proposals so that they are the least disruptive means of
effectively achieving those aims.

The Scottish Government has considered the five Competition and Markets Authority
competition assessment questions, and the answers to these are set out below,
including further detail where relevant.

In considering these questions the Scottish Government considered primarily the
“supply” of procedures that will be regulated by the Bill or included in the proposed
licensing scheme. As in the sections above, also considered are impacts that this
may have indirectly on other businesses, such as those who supply the sector with
materials for procedures, or providers of training.

In considering the impact of these proposals the relevant baseline is the current
situation. Currently suppliers of procedures who are certain healthcare professionals
are regulated, through the National Health Service (Scotland) Act 1978 which
requires independent healthcare services as defined in that Act to register with HIS.
By contrast there is no requirement for businesses where procedures are not
delivered by those healthcare professionals to register with HIS or to participate in
any equivalent scheme. This has raised concerns that there is currently an unequal
playing field between suppliers — and indeed that there is a perverse incentive as
providers who do not have a healthcare background are subject to less regulation
and are not required to meet quality standards. In some cases, this has resulted in
charging lower fees and having an unfair advantage in competing for clients.
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Will the measure directly or indirectly limit the number or range of suppliers?

The Scottish Government considers that its proposals are equivalent to “a licensing
scheme, that will control market entry through quality standards” as described in the
Competition and Markets Authority guidelines for considering Competition impact. In
some cases, this is through the licensing scheme proposed to be run by local
authorities. The scheme will require a premises operated by a business to meet
certain mandatory conditions in order to hold a licence allowing procedures to be
undertaken, and a practitioner licence establishing training and qualification
standards. Similarly, the supply of other procedures is restricted in the Bill to
permitted premises, which in most cases will be independent healthcare services
registered with HIS where an appropriate healthcare professional provides services,
or else an equivalent clinical setting. The Bill also delegates powers to the Scottish
Ministers to make further provision restricting procedures regulated by the Bill, which
may also have an impact on the competitiveness of businesses. These powers are
intended to be used to restrict certain procedures to particular healthcare
professionals and establish minimum training or qualification standards to
practitioners.

The Scottish Government expects that the overall number of suppliers of procedures
regulated by the Bill will contract, as not all of those businesses currently delivering
the procedures will be able to meet the requirements of the Bill. This will be most
visible regarding businesses providing “injectable” procedures such as dermal fillers
and injections of Botox®, which are currently widely available in a regulated and
unregulated settings, but which will be restricted to permitted premises (regulated
settings) by the Bill. Some procedures are much less commonly offered and may
already be primarily offered by businesses who are already registered with HIS and
so will already meet the requirements of the Bill. The supply of these procedures will
not be substantially reduced.

Procedures that are proposed as licensable activities may continue to be offered with
a licence from a local authority. The Scottish Government does not expect licensing
to be an onerous requirement, especially if implementation is undertaken over a
period of time allowing businesses to adapt their premises, or for individuals to meet
training requirements once those are established. Supply of services, and so
competition, may increase for these procedures if businesses currently offering
procedures regulated by the Bill adjust their business model to focus on these
licensable procedures.

The Scottish Government acknowledges that the impact of its proposals will be more
strongly felt by some businesses than others, but this is a function of the currently
unequal market, rather than any discriminatory or disproportionate treatment of any
particular group of providers.

These measures are fundamental to the overall approach to improving standards,
and address to some degree the unfair competition between providers that are
currently subject to different regimes. In order to address public health and safety
concerns in this market it is essential that certain minimum standards are imposed,
and that the Scottish Government has the flexibility to impose further standards if
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needed. The Scottish Government is satisfied that it is appropriate to restrict some
procedures to healthcare professionals, or contexts where a healthcare professional
can offer input and supervision into a procedure. The Scottish Government has
considered the range of procedures on offer, and only included, as a procedure to be
regulated by the Bill, procedures where such input is essential to meet its public
safety aims. Consideration of the grouping of procedures in this way was informed
by consultation and is substantially discussed in the consultation response.

As noted earlier in this section, the Scottish Government also expects an impact on
providers of materials and products for procedures, and providers of training. Both
these sectors may see a contraction in demand. HIS requirements and any future
requirements set out in mandatory licensing conditions or in future provisions made
using powers in the Bill may further lead to shifts in demand for particular products.
Insofar as the exercise of these powers is indeed expected to have such an impact,
the CMA guidance will continue to be considered. Licensing conditions and HIS
activity may also be used to ensure that products used in procedures are compliant
with existing standards and complementary regulatory requirements. Future training
standards may also have a limiting effect on the range of suppliers able to provide
such training. Such impacts are again a matter for future decision making and have
to be considered once that decision is made.

Will the measure limit the ability of suppliers to compete? Will the measure
limit suppliers’ incentives to compete?

The Scottish Government considers that suppliers in the sector will still be able to
compete, but they will be restricted by certain essential quality standards. Suppliers
will have a framework for safe delivery of procedures, and consumers will be able to
access services with confidence that safe delivery has not been compromised by
any provider seeking a competitive advantage.

Suppliers of procedures to be regulated by the Bill may be required to increase
prices in order to meet new requirements, especially to cover the cost of employing
or paying for the services of an appropriate healthcare professional. Services which
are currently regulated by HIS may not have to increase prices, but the change in the
market may provide flexibility for them to do so.

Suppliers in the sector will still be in competition with one another and still have an
incentive to compete and innovate on price and on the wider service offered. Such
competition will not however extend to the ability to compromise on the safety or
minimum standards of the service offered.

Will the measure affect consumers’ ability to engage with the market and make
choices that align with their preferences?

It is anticipated that consumers will still be able to access services for the most part,
although the impact on children and young people (to prevent access to this sector
for under 18s), and on those living in remote and rural areas is likely to be more
significant. This impact has been noted in the Children’s Rights and Wellbeing and
the Equality Impact Assessments, and in screening for the Islands Communities
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Impact Assessment. Insofar as consumers’ access to the services has been
restricted, this is considered to be proportionate to the improvement in public safety.
In general, the Scottish Government considers that it is in the interest of consumers
that they are able to access services with confidence that they meet appropriate
standards. Consumers will still be able to choose between providers and choose
between a range of different procedures.

Will the measure affect suppliers’ ability and/or incentive to introduce new
technologies, products or business models?

As noted above suppliers will still have an incentive to innovate in order to compete
for customers. Suppliers will still be able to innovate, and introduce new
technologies, although the Scottish Government will have to consider novel
technologies to ensure that any new risks introduced by such technologies can be
safely mitigated. In legislation, procedures will only be defined in respect of broad
essential characteristics allowing for innovation in technique, and in other details of
the procedure within these categories. Suppliers of products and training will likewise
remain incentivised to innovate in the products they offer, and to respond to that
innovation by offering appropriate training.

Consideration of alternative approaches

The Scottish Government has thoroughly considered a range of alternative
approaches, including the option of not intervening and maintaining the existing
regulatory arrangements. However, it concluded that non-intervention would
perpetuate a market that is known to be unsafe in some parts of the currently
operating sector, and which is currently unequally regulated; where providers without
adequate qualifications or oversight could continue to operate without meeting
appropriate standards.

Other alternatives, such as voluntary accreditation schemes or less stringent
licensing requirements, were also evaluated, as is discussed in the consultation
response. These were found insufficient to address public safety concerns and the
need for consistent quality across providers, as compliance could not be guaranteed
and enforcement would be limited. Accordingly, the proposed measures offer the
most effective and proportionate means of achieving the Scottish Government's aims
of safeguarding public safety, ensuring fairness in competition, and raising standards
across the sector.

Consumer Duty

The Scottish Government considers that the proposals to be implemented through
the Bill and the proposed secondary legislation will have a beneficial net effect on
consumers. In particular, the proposals will enhance consumer health and safety.
The impact of our policy on consumers of procedures has been central to the
development of the policy and has remained at the forefront through the
development of legislation. It will continue to be central as proposals are
implemented, and insofar as future decisions will be made.
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The primary consideration has been the reduction of harm to, and the protection of
health of, consumers in Scotland. This policy directly responds to concerns that
some people in Scotland have suffered serious harms as a result of procedures, and
the risk of even more serious consequences. (Noting that one death in England has
been reported in the media last year, and this appeared to follow the provision of a
non-surgical procedure) The Scottish Government acknowledges that many have
had positive experiences of the procedures being regulated by the Bill or brought into
the scope of the proposed licensing regime.

The Scottish Government has also considered the principle that consumers should
be reasonably able to access procedures, as long as they can do so safely. Some
respondents to the consultations suggested that the numbers of people receiving
procedures was too high, and that the procedures themselves were unnecessary,
ineffective, or reflect poor priorities on behalf of their recipients. The Scottish
Government takes no view on whether or not people should undergo procedures, or
if they are effective or desirable. The Scottish Government considers the choice to
receive a cosmetic intervention, or to undertake a lifestyle or wellbeing treatment of
the sorts considered in the proposals, to be one to be made by individuals without
the need for regulatory intervention. The exception is the consideration that children
and young people should be prevented from accessing such procedures. This
principle was endorsed broadly by respondents to the consultation and is considered
further in the Children’s Rights Wellbeing Impact Assessment.

The Scottish Government is comfortable that, insofar as consumer choice may be
limited through a reduction in the number of providers for some procedures, or where
specific provision is being removed (the restriction of procedures from those aged
under 18), this is appropriate and proportionate to the public safety aims being
achieved. Specific impacts on groups are also considered in the appropriate impact
assessments.

Costs, impacts and benefits conclusion

The Scottish Government recognises the costs outlined above, and that
implementing the proposals will have an impact for current providers, especially
those which are currently in the unregulated sector. Although these costs and
impacts cannot always be clearly calculated, and although they are in some cases
dependent on business choices and wider market effects, the Scottish Government
does not underestimate these impacts. Businesses whose current practice involves
the provision of non-surgical procedures without the involvement of an appropriate
healthcare professional may choose to either adapt their business model or to meet
the costs of employing an appropriate healthcare professional and registering with
HIS. The Scottish Government recognises that neither of these options will be easy
for businesses and that some will not be able to make the necessary changes while
remaining viable and therefore that the proposals may lead to some businesses
ceasing to operate entirely. No decision in this respect can be taken lightly. The
proposals that the Scottish Government has made were made in full knowledge of
these potential outcomes, and having reviewed this evidence the Scottish
Government maintains that the proposals are appropriate.
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The Scottish Government anticipates longer term benefits for those businesses
whose model currently meets new regulations or can be adapted to do so. The
Scottish Government notes that a reason some businesses will be more affected is
because those businesses currently benefit from an unequal regulatory environment.
Putting businesses onto a level playing field is likely to lead to some businesses
closing, but with a more level playing field, the sector may continue to grow and
continue to offer job opportunities and wider economic benefit.

The extent of business closure, and the impact on employees cannot be estimated
robustly, businesses in the sector have in some cases given estimates of the impact
on their own businesses and a number of those that do suggest that their businesses
would cease to be viable (noting that businesses so affected are disproportionately
likely to respond to a survey or contact the Scottish Government to this effect). This
will be a subset of the total number of businesses that are currently in the
unregulated part of the sector, but the numbers given for this in this impact
assessment (1000-1500) are themselves an estimate, so no estimated number of
businesses that may close can be give.

Ultimately the proposals are intended to secure lasting advantages for the public in
terms of health and safety. The Scottish Government considers that it is essential
that the proposed measures be taken to reduce the incidence of harms detailed in
Section 1 of this impact assessment, that the costs are proportionate to that
legitimate aim, and that they are the least possible consistent with achieving that
aim.
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Section 4: Additional implementation
considerations

Enforcement/ compliance

Compliance with the Scottish Government’s proposals will be achieved through local
authority enforcement of the licensing scheme, and through Healthcare Improvement
Scotland (HIS) enforcement of the provisions set out in the Bill. These bodies have
been consulted during the policy development process, and further engagement with
them will be ongoing as proposals are implemented. Local authorities and HIS will be
required to work with each other, building on existing links and connections, and will
also continue to engage with other regulatory bodies, in particular the professional
regulators for healthcare professionals, and the Medicines and Healthcare products
Regulatory Agency (MHRA).

The Scottish Government expects that most businesses affected by the proposals
will wish to comply. The Scottish Government also expects that the majority of
consumers will wish to receive services from providers who meet all the relevant
legislative requirements. HIS and local authorities are therefore expected to
approach enforcement with an expectation that in most cases they will be supporting
businesses to reach compliance.

In considering legislation it has been a priority to ensure that provisions are
understandable, and in particular that drafting of offences is such that businesses will
be well placed to understand which of their activities are affected. The Scottish
Government has sought to ensure that proposals are clear, and as straightforward
possible, and expects that most businesses considering the requirements will
understand them. The sector that will be affected has been well engaged, as
evidenced by high levels of participation in the consultation and survey, and it is clear
from correspondence that there is a high degree of awareness around the proposals.

Where businesses do not comply with new requirements, this will leave them at risk
of committing offences. In particular, the Bill introduces two new offences of providing
a procedure (as regulated by the Bill) (a) on a person under the age of 18, and (b)
outwith a permitted premises. HIS is being provided with some additional
enforcement powers to complement its existing powers under the National Health
Service (Scotland) Act 1978, to ensure that they are able to enter, inspect and collect
evidence both from providers registered with them, and from premises where they
have reason to believe an offence is being committed. The licensing scheme will be
supported by penalties and enforcement powers contained in the Civic Government
(Scotland) Act 1982 and adapted to the specific nature of the non-surgical
procedures sector.

The penalties associated with the offences are fines up to level 5 on the standard
scale, which is currently set in legislation as £5000. Prosecution will be by summary
procedure. The level of penalty and the procedure are designed to be in keeping with
the seriousness of the offences and the existing penalties for existing offences,
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including the offence of failing to register an independent healthcare service. Fines at
this level are considered to be a meaningful deterrent, but the procedure is such that
undue pressure is not likely to be placed on the court service. Local authority
environmental health officers and HIS also have recourse to other powers to support
compliance with the overall regime and any additional public safety measures that
are required. These include requiring improvement activity and the option of putting
in place additional requirements.

UK, EU and International Regulatory Alignment and
Obligations

Internal Market/ Intra-UK Trade

The Scottish Government has considered the impact of proposals and legislation in
relation to the proper functioning of the UK internal market and intra-UK trade. In
doing so the Scottish Government has continued to engage with other
administrations, and in particular with the Department for Health and Social Care
(UK Government), which has indicated its intention to regulate the sector, although it
continues to undertake further consultation and engagement.

As highlighted in Section 2 (UK/Devolved Administrations) the Scottish Government
continues to consider the approach likely to be taken elsewhere in the UK, and the
impact on the UK internal market will continue to form a part of those discussions.

The Scottish Government is satisfied that the proposals, as currently drafted, will not
represent a barrier to internal trade or the movement of professionals or practitioners
within the UK market. There is no evidence that the existing different regimes for the
regulation of independent healthcare are preventing the free movement of either
clients or practitioners in this sector. The proposals that will be legislated for through
the Bill, and the proposed secondary instrument establishing a premises licence
under the Civic Government (Scotland) Act 1982, will not prevent an individual from
practicing in Scotland, as long as they comply with the requirement to work within a
licensed or permitted premises.

The Scottish Government does propose to put in place restrictions on those
providing procedures, set training standards for practitioners, and restrict certain
procedures to appropriate healthcare professionals. The Scottish Government is
continuing to develop these proposals and is considering the impact of Part 3 of the
UK Internal Market Act (UKIMA), which makes provision relating to the regulation of
professionals. The Scottish Government has engaged with both DHSC and the
Department for Business and Trade (DBT) and is reassured that UKIMA is not
intended to prevent public safety restrictions being made in line with our proposals.
Further exploration the extent to which the activities being regulated by the Bill
comprise the practice of a profession under Part 3 is ongoing. To understand the
effect of the provisions in Part 3 also requires an assessment of regulation of
relevant procedures in other parts of the UK, noting that the UK Government has
recently announced its intention to legislate to regulate certain non-surgical cosmetic
procedures. Provision to put in place qualifications or experience restrictions has not
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been made in the Bill, but instead an enabling power is taken, which will allow such
restriction to be put in place at a future date. Similarly, the practitioner licence aspect
of proposals for licensable activities will not be put in place at the same time as a
premises licence.

Provisions restricting procedures to those aged 18 or over (in effect, through the
creation of an offence of providing procedures to persons under 18) may have an
impact on the reported incidence of young people travelling to Scotland to receive
procedures that they cannot currently receive in England due to the Botulinum Toxin
and Dermal Fillers (Children) Act 2021. There is no robust evidence as to the scale
of this movement, but alignment of the age-related restriction for those procedures
captured by this Act represents a positive change to prevent young people in
England bypassing the intentions of the UK Government, and potentially putting their
own health at risk.

International Trade Implications

The Scottish Government does not consider that the proposals have the potential to
affect international trade. No direct restrictions are put in place to prevent clients
travelling from Scotland to receive procedures, or to prevent clients entering
Scotland. Providers of procedures will be treated on a level playing field, and the
decision as to where to seek a procedure remains one for consumers to make. The
restrictions put in place may increase costs of procedures, as noted elsewhere, but it
is considered unlikely this will be to such a degree that consumers will be
incentivised to take on the cost of further travel to seek treatment outside of the UK.
Similarly, the Scottish Government is not aware that Scotland is a destination for
prospective clients, with most procedures regulated by the Bill or included in the
licensing scheme assumed to be performed on clients who live in Scotland.

EU Alignment consideration

The Scottish Government does not consider that the proposals have any impact on
alignment with the EU, or access to EU markets. The Scottish Government notes the
variety of approaches to regulation of this sector across the EU, and that in many
cases procedures in EU member states are more regulated or restricted than is the
case in Scotland. Correspondents, survey respondents and some media have
highlighted the perception that Scotland, and the wider UK, is “lagging behind” the
EU and other comparable states. As such the further regulation of the sector will
bring Scotland closer to the high standards of many EU states, whilst being
appropriate to the distinct regulatory context, in an area that is largely outwith EU
Commission competency.

Legal Aid

The proposals are not relevant to the provision of legal aid, nor to the ability of
individuals’ rights to access justice through legal aid. Possible additional expenditure
from the legal aid fund is possible if prosecutions are brought and those being
prosecuted seek legal assistance. Financial impacts of the Bill, including the cost of
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court proceedings and costs that may be met by the Scottish Legal Aid board are
considered as part of the Financial Memorandum, published separately.

Digital impact

The procedures affected by the Scottish Government’s proposals are delivered in
person by a practitioner to a client. The Scottish Government does not consider that
the proposals can be circumvented using digital technologies, or that digital
technologies need to be explicitly accommodated in the proposals. However, there
are related issues regarding the use, or potential use, of digital means to frustrate
enforcement, or that businesses feel should be allowed, namely advertising and
online prescribing / supervision.

The use of advertising through online means, especially through private groups on
social media and private messaging apps, could provide a challenge to enforcement.
It is possible that a provider may seek to evade regulation by advertising procedures
through these means in a way which may not be visible to enforcement agencies. It
is already illegal for providers to advertise the use of prescription only medicines to
the general public in the UK.

Digital technology can also be used to facilitate virtual consultations, prescribing and
off-site supervision. The Scottish Government is aware that this takes place and that
some practitioners advocate for this being a suitable part of their business and
practice model. Stakeholders who have raised this have generally done so in the
context of the Scottish Government proposal that certain procedures should be
restricted to a HIS regulated or other clinical setting where a healthcare professional
should be present to undertake an in-person consultation and be available to support
complication management.

The Scottish Government however notes a number of respondents to the
consultation and correspondents with the Scottish Government hold the opposite
view and emphasised the importance of in-person consultation to form a full view of
a client, and the appropriateness of a given cosmetic or other intervention. In
particular the Scottish Government is aware of the guidance offered by the
professional regulators of healthcare professions that can prescribe medicines,
especially that of the Nursing and Midwifery Council, which recently published
revised guidance explicitly stating that remote consultations were not appropriate for
the prescription of medicines for cosmetic purposes.

The Scottish Government proposals are not intended to in any way address the
regulation of medicines, nor to interfere with the regulation of healthcare
professionals, as areas of these are reserved matters, but these matters are
considered with a view to ensuring the proposals are coherent with this regulatory
context.

1 Advertise your medicines - GOV.UK
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Business forms

The Scottish Government proposals will build on the existing HIS regulation of
healthcare. The Scottish Government expects that the forms and processes for
clinics seeking registration with HIS should be revised on an ongoing basis, including
engaging with registrants and potential registrants to ensure the process is fit for
purpose and easy to use.

Proposals for activities to be included in a licensing scheme require local authorities
to develop the licence and support the application process. Local authorities will
have flexibility to determine the form of the licence, and any forms that must be
submitted in order to apply. The Scottish Government expects that local authorities
will build on their experience of existing licensing schemes.
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Section 5: Next steps and implementation

Recommendations/ preferred options

The Scottish Government plans to give effect to the proposals included in the
consultation response through a combination of primary and secondary legislation.
This impact assessment is published following the introduction of the Bill before the
Scottish Parliament. This Bill will give direct effect to the proposals by making it an
offence to provide one of the procedures described in the consultation response as
Group 2 and Group 3 procedures outwith a “permitted premises” which is defined as
one of:

e An independent hospital registered with Healthcare Improvement Scotland
(HIS), or an independent healthcare clinic registered with HIS and in which an
appropriate healthcare professional provides services;

e A GP or Dental practice which provides NHS services; or

e Aregistered pharmacy.

In the context of this legislation an appropriate healthcare professional is one of:
e A medical practitioner (doctor);
e Adentist;
e A nurse or midwife who is an independent prescriber; or
¢ A pharmacist independent prescriber.

The Bill will also create an offence of providing a procedure regulated by the Bill to
someone under the age of 18, and provide appropriate enforcement powers for HIS.

The Bill will also delegate additional powers to Scottish Ministers, both to allow them
to make provision in respect of novel procedures or other changed circumstances,
and to allow them to provide additional provision to give effect to the elements of the
Scottish Government proposals relating to:

e Supervision of procedures;

e Restriction of certain procedures (group 3 in the consultation) to an

appropriate healthcare professional; and
e Setting a training or qualification standard for procedures.

The Scottish Government proposes to address these issues in secondary legislation
following the Bill, although this legislation would also have to await further
consideration of the impact of the UK Internal Market Act 2020 (UKIMA).

In addition to the Bill and legislation under it, the Scottish Government proposes to
establish a licencing scheme using powers under the Civic Government (Scotland)
Act 1982. Under the proposals the Scottish Government intends to have both a
premises and a practitioner licence. The premises element will be similar to existing
licensing schemes already run by local authorities, whereas the practitioner licence
will be more novel. The Scottish Government proposes that the premises licence
should be implemented ahead of the practitioner licence. The Scottish Government
is also considering the impact of UKIMA on the practitioner element of these
proposals. Finally, additional secondary legislation will be required to make some
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changes to regulations under the National Health Service (Scotland) Act 1978, to
support integration of new HIS functions and provide the proposed easement to the
regulations relating to staffing of HIS settings.

Implementation considerations/ plan

The Bill and the proposed Order to establish a premises licencing scheme are
intended to progress within the current parliamentary session. The date on which the
licensing scheme comes into force will be discussed with local authority
representatives and businesses and be set out in the legislation itself. The Scottish
Government proposes to leave no less than six months between the Order being
made and the licensing scheme coming into force. The commencement for the
offences and other provisions of the Bill will be discussed with HIS and businesses
once the Bill passes in Parliament and receives Royal Assent. The decision about
commencement is to be deferred to allow for any changes that may be made to the
Bill during its parliamentary process.

The matters included in this Bill will not all require the same adjustment period for
businesses. The offence of providing a procedure to a person under the age of 18 is
not considered to be a change that is likely to require a long preparation or
adaptation time, as the Scottish Government understands that many businesses
already decline to carry out procedures on persons under the age of 18, and they do
not form an important part of many businesses models.

On the other hand the requirement for procedures regulated by the Bill to be
conducted in permitted premises is likely to be more a more substantial ask for
businesses as set out in this impact assessment, as such the Scottish Government
proposes to provide time for businesses to reasonably adapt before the relevant
offence comes into force. The Scottish Government will work with businesses, as
well as HIS, in determining an appropriate schedule that balances the strong desire
to regulate this sector against the need to support those businesses that are able to
adapt. The Scottish Government will also continue to consider advice and support for
businesses in this period.

The Scottish Government will consider the wider need for guidance as legislation
progresses through Parliament. Engagement with businesses and other
stakeholders over such guidance is likely to commence after the passage of the Bill
or the making of the licensing Order. The Scottish Government also expects to work
with businesses and practitioners around the appropriate level of training in advance
of any training standard being put into place.

Timing of secondary legislation under the Bill to put in place a training or qualification
standard, establish supervision requirements or to restrict procedures to appropriate
healthcare professionals will be subject to several considerations:
e The development of the proposed training standard (with sufficient time being
allowed for practitioners to attain additional training if required);
e Feedback from HIS and local authorities on the practicality of enforcement;
and

e Further consideration of the potential impact of UKIMA.
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Engagement with the UK Government and the other devolved administrations

As noted elsewhere in this impact assessment the UK Government is also
progressing plans for further regulation in this sector. The Scottish Government will
continue to engage with the UK Government on these plans. With different
regulatory contexts it is unlikely that regulation of these sectors will be entirely
harmonised, but where it would appear to increase clarity for consumers or
businesses the Scottish Government will continue to work with the UK Government.
This engagement will continue during the implementation of proposals, and may be
especially relevant in terms of establishing any training standard, as such this may
form a further consideration in the implementation of that standard.

Post implementation review

The Scottish Government will keep implementation under consideration as elements
of the proposals are put into place. No formal review is currently planned, but once
implemented proposals in the Bill will mainly have an impact on the scope of activity
regulated by HIS. As such, it may be more appropriate to review the implementation
of these proposals alongside wider HIS functions.
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Declaration

| have read the Business and Regulatory Impact Assessment, and | am satisfied that it
represents a fair and reasonable view of the expected costs, benefits and impact of the
policy, and that these have been taken into account when making the policy decision. | am
satisfied that business impact has been assessed with the support of businesses in
Scotland.

| am also satisfied that officials have considered the impact on consumers as required by the
Consumer Scotland Act 2020 in completion of the Consumer Duty section of this BRIA.

Signed:
Date:
Jenni Minto MSP

Minister for Public Health and Women’s Health

Cosmetics.consultation@gov.scot
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Annex — Summary of Responses to BRIA
Survey

Introduction

The Scottish Government undertook an additional survey to help assess the impact
of proposals on businesses. This built on evidence gathered through the public
consultation and wider engagement. The purpose of this survey was to gather
evidence specifically on the issue of the impact on businesses based on the Scottish
Government’s updated proposals following the consultation to support the Business
and Regulatory Impact Assessment.

The survey was issued to respondents of the consultation who indicated that they
were owners, managers or employees of a business providing non-surgical cosmetic
procedures (and who had agreed to be contacted). The survey was sent to 665
email addresses. Anyone with a link was able to respond and the link appears to
have been forwarded to a number of other interested parties. As such, the number of
respondents should not be considered a proportion of those invited to respond.

Responses

There were 591 respondents to the survey. This was a strong response with the
scope to provide a robust evidence base. Respondents were asked “What type of
business do you own/manage/work at?”. The responses options were:

¢ Aclinic or other setting currently regulated by Healthcare Improvement
Scotland;

e Asalon or clinic not currently regulated by Healthcare Improvement Scotland
but led by a healthcare professional (e.g. doctor, nurse, dentist, pharmacist);

e Asalon or clinic which is not currently regulated by Healthcare Improvement
Scotland and is led by someone who is not a healthcare professional; or

e Other.

The respondents who answered “other” were also asked for more detail about their
business. The responses were reviewed, and in some cases, it was considered that
a response should be considered alongside one of the other three main groups
above. The remainder clarified that they were clients, associates of businesses
providing procedures, or that they were involved in a business that providing training.
In a small number of cases, it was not possible to classify the type of business. The
numbers in the table below reflect where responses were categorised following this
back-coding.
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Response Number of % of respondents

respondents *Figures rounded to
nearest whole percent
A clinic or other setting currently 80 14%

regulated by Healthcare
Improvement Scotland

A salon or clinic not currently 71 12%
regulated by Healthcare
Improvement Scotland but led by a
healthcare professional (e.g. doctor,
nurse, dentist, pharmacist)

A salon or clinic which is not 415 70%
currently regulated by Healthcare
Improvement Scotland and is led by
someone who is not a healthcare
professional

Other 25 4%

This question was asked to provide an understanding of the differing impact on
businesses, depending on their existing level of regulation. The consultation
identified that participants with different associations/links(?) to the sector were
associated with differences in views on the consultation proposals. The impact on
wider businesses, such as training providers, is a part of the wider consideration of
the impact of Scottish Government proposals, so these responses were considered
and are reflected in this write up.

Summary of responses

Many respondents, particularly those in currently regulated settings, mentioned that
they were likely to incur some small additional costs but that these may be offset
against potential greater consumer confidence and better safety.

Other respondents, particularly those in currently unregulated settings, predicted
more negative impacts and in some cases significantly negative impacts. These
included substantial additional costs and recruitment challenges around prescribers
which in some cases caused respondents to feel that their businesses may no longer
be sustainable.

Some respondents made it clear that they were based in England or otherwise
outwith Scotland. These responses were largely framed in terms of the impact on
their business if the Scottish Government proposals were implemented elsewhere.
Insofar as they provided helpful evidence on the potential impact of proposals on
businesses in Scotland they have been considered.

In general, the level of detail in responses was varied and only a minority gave
robust details of financial impact. The evidence this provides is nonetheless helpful
and has been reflected in the BRIA. Other feedback was received outwith this
survey, including from several businesses who volunteered to outline details of their
finances, and these have also been considered to support the BRIA.
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Businesses currently regulated by Healthcare
Improvement Scotland

These respondents in most cases will have experience of the requirements of
Healthcare Improvement Scotland (HIS) regulation, and in most but not all cases
they will be providing procedures in a manner close to or the same as envisaged in
the Scottish Government proposals.

Positive/ neutral impacts

The majority of respondents in this group indicated that there would be either a
neutral or a positive impact on the business they represent, or are operating in.
Where a neutral impact was identified this was in many cases identified as being
because the business already meets the requirements in the current Scottish
Government proposals. Some respondents suggested a positive impact as more
clients would use their services under the Scottish Government proposals, but these
impacts were not quantified. Some of these respondents acknowledged there may
be some small initial costs to their business — largely in terms of administrative time,
costed in one case at £250-£500.

Negative impacts

It was clear from responses that not all of those offering procedures from a HIS
registered setting are currently doing so in a way that aligns with the Scottish
Government proposals, and as such some change to their business will be
required. These impacts were identified by a minority of respondents in this group.

Respondents who identified such concerns were more likely to be from businesses
where the practitioners undertaking procedures are not one of the four professions
identified by the Scottish Government as suitable to do so, or where one of these
appropriate professionals is not available to perform a supervisory function. A
number of such businesses identified themselves. Often these businesses were
small ones with a single practitioner, for instance a nurse who was not an
independent prescriber. In other cases the business identified that an appropriate
professional, for instance a prescriber, was present at some but not all times where
relevant procedures were undertaken. In some cases these models appear to have
been adopted to accommodate other commitments, including involvement in NHS
healthcare, or to allow a business to operate from a premises too small for multiple
practitioners to be present at a given time.

Respondents from businesses in this position have identified different levels of
impact on their business. Some indicated that they, or another practitioner in their
business, were a nurse or pharmacist but not registered as an independent
prescriber, and suggested that they would need to seek such registration to adapt to
the proposals at a cost of several thousand pounds (plus the time this would take,
and the time that that practitioner would be away from the business).

Other respondents were from businesses that would need to employ an appropriate
professional or extend the hours of an existing professional working within the
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business. These costs were generally high, reflecting the “going rate” for the time of
relevant professionals. A small number of respondents in this group reported that
their business would cease to be viable as a result of these higher costs, or the
difficulty in employing an appropriate professional.

As well as staffing costs, some respondents identified other costs which would need
to be met in upgrading their clinic to respond to the proposals. One respondent
suggested it would cost £7,000 (on a one-off basis) to make such changes.

Businesses not currently regulated by Healthcare
Improvement Scotland

These businesses are those currently offering outwith HIS regulation, and as such
can be expected to not currently employ or wok with a healthcare professionals on
site. Some may be licensed by a local authority in respect of any skin piercing,
tattooing, electrolysis hair removal or semi-permanent make up they undertake.
Businesses in this group may have a relationship with a healthcare professional, for
the purpose of obtaining prescriptions for medicines, such as Botox®, which may be
used in procedures. Not all healthcare professionals are currently required to register
a service with HIS, and as such some businesses in this group may be led by a
healthcare professional who is not a doctor, dentist, nurse or midwife, pharmacist of
dental professional or pharmacy technician.

Positive/ neutral impacts

The majority of respondents did not reflect a positive impact on their business,
although some had positive comments around the proposals more generally, but as
discussed above these are not pertinent to the discussion of the impact of regulation
on businesses.

Limited positive impact was more likely to be described by respondents from
businesses currently led by healthcare professionals, even if they are not HIS
regulated. The main area of positive impact identified is in relation to greater
regulation of the sector improving consumer confidence.

More common were responses which were essentially neutral, or indicated that the
additional costs were relatively small. Such comments were seen both from
healthcare led businesses, who considered their current businesses were well
placed to adapt to the proposals, or from non-healthcare led businesses whose
focus was on procedures included in group 1 of the Scottish Government
procedures. These businesses would be required under the proposals to participate
in a licensing scheme, but would not be required to register with HIS nor would there
be any need for them to employ appropriate healthcare professionals. The costs of
licensing have not been confirmed (and will be set by local authorities), but
respondents may be considering existing costs of licenses (e.g. for tattooing and skin
piercing, which some respondents may have experience of) and consider these
costs to be more manageable.
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Negative impacts

The majority of comments from respondents from businesses not currently regulated
by HIS were negative and a range of different costs and impacts were highlighted.

The most substantial element of the proposals identified by respondents was the
requirement for certain procedures to require the supervision of an appropriate
healthcare professional. These comments were received from respondents from
businesses that currently employed no healthcare professionals, but also from
businesses where healthcare professionals (other than the four identified in the
proposals as appropriate to supervise or undertake procedures, for instance non-
prescribing nurses, or professionals such as physiotherapists regulated by the
Health and Care Professions Council ) were employed.

The cost of hiring a prescriber is not always given, and some responses noted the
scarcity of suitable prescribers, especially in rural areas. Where a cost is estimated
these costs varied, and were reported in various forms, for instance:

e Hourly rate quoted was often in the region of £85-£100

e Day rates quoted were largely in the range £200-£500

e Monthly rates quoted were largely in the range of £2,000-£4,000

Annual rates were usually quoted in relation to a business's particular scenario, and
a wide range of figures were quoted. At the higher end of the range the cost of
employing a prescriber for “full time” cover was given by one respondent as £70,000,
whereas at the other end of the range another respondent calculated that they would
require cover for two days a week, at a cost of from £19,200 a year. The assumption
generally made was that it would be a nurse independent prescriber hired, not a
doctor, dentist or pharmacist. The exact hiring/employment model was not
discussed, nor the relationship between wages and other employment costs.

These themes were shared between the different types of businesses, however
respondents who were other healthcare professionals, or were involved in
businesses where other healthcare professionals worked, were more likely to
highlight that the impact was as a result of the Scottish Government decision not to
include such professions in the proposed list of appropriate healthcare professionals,
whereas other respondents focused on the principle of supervision more generally.

Other costs were identified by respondents:

e The cost of HIS registration, again different figures were quoted for this,
although the registration cost for an independent clinic is fixed at £3,745, and
annual continuation £1,787 (multi-handed clinic only undertaking non-surgical
and non-dental procedures — figures for 2025-26 - Independent healthcare
regulation fees information booklet: 2025-2026. — Healthcare Improvement
Scotland)

e The cost of providing upgrades to a premises or meeting other costs
necessary to successfully register with HIS (£4,000- £15,000 quoted)

e The cost of additional training (£2,000-£15,000 quoted)

e Administrative costs (£1,000-£4,000 PA quoted)
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e Increases in insurance premiums — with one respondent suggesting this could
be as much as a 15-25% increase, albeit with the absolute figure not given.

Where respondents identified that their business would not be sustainable under the
Scottish Government proposals, and where a single or main reason was given for
this, the reason given was usually either the difficulty of hiring an appropriate
healthcare professional, or that the cost of hiring such a professional would make the
overall business model unsustainable. Some respondents indicated that they
believed that, although the proposals allow non healthcare professionals to provide
some procedures under supervision, this would not be sustainable for anyone, and
only prescribers undertaking procedures themselves would be able to successfully or
profitably operate businesses offering such procedures.

Numerous respondents did suggest that their businesses would or would be likely to
close (or, in more general terms, that other businesses would close) with
commensurate loss of employment and loss of livelihood for the respondent. Such
sentiments were directly expressed in around a quarter of responses, and were
implied in more. Some respondents indicated that bankruptcy would follow,
especially where there were liabilities linked to the businesses, for instance a multi-
year contract for rent of premises, debt incurred to hire equipment, etc. Other
responses highlighted that this may lead to unemployment for other people working
in the business.

Other respondents indicated that prices would have to increase, with a
commensurate impact on the accessibility of procedures. Other set out that they
have to date spent significant sums (some individuals specifying tens of thousands
of pounds) on training and qualifications that may now be wasted if they cannot
continue to practise.

Multiple respondents highlight that the sector is predominantly female-led, and that
the proposals will disproportionately affect women’s businesses, economic
independence, and family stability.

Other

While not specifically invited, some of the respondents reflected on the impact on
businesses other than the ones they owned, worked at or managed. In addition, six
respondents who identified as “other” in response to the question about their
business identified as training providers, and other respondents identified
themselves as working for a pharmacy that supplied the sector or as a manufacturer
of products used in non-surgical procedures.

These responses identified a “ripple effect” for other businesses, with most
comments focused on the impact on training providers, with fewer viable businesses
seeking their services. Some responses identify that training providers are already
seeing some impact as uncertainty around training requirements, and the viability of
businesses has led to a decrease in demand for training courses.
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Cross-cutting themes

The purpose of this survey was primarily to consider business impact and the
responses from clients or other associates of businesses were only considered
where relevant detail on impact on businesses was provided. Views on the proposals
(as opposed to the impact) are also not considered in detail, although, in summary, a
salient perception captured was the view that: even if some businesses were
negatively affected, they still supported greater regulation. Others indicated that they
were supportive of more regulation but felt that the impact on their business was
disproportionate.

Some respondents made points that set out personal or sectoral impacts that were
not direct business impacts and were not necessarily associated with belonging to a
certain part of the sector. These are noted below:

e Many respondents describe a significant, and in cases severe, depth of
emotional and psychological distress as a result of the uncertainty and threat
to their livelihoods.

e A sense of unfairness has been described by many respondents, with
regulated businesses feeling they have borne costs for years, and non-
prescribers and other non-healthcare practitioners feeling unfairly excluded
from being able to work in future, despite their skills.

e A small number of the respondents warned that higher prices and reduced
availability could push clients to unregulated, underground, or “black market”
providers, increasing public health risks.
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