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Introduction 

This is the post-implementation review of the Human Medicines Regulations 2012 
led by the Medicines and Healthcare products Regulatory Agency (MHRA), an 
executive agency of the Department of Health and Social Care (DHSC), in 
consultation with DHSC. This is the second post-implementation review of the 
Human Medicines Regulations, exploring the effectiveness of these Regulations 
from 2017 to 2026.1  

This post implementation review is a statutory requirement set out in Regulation 346 
(Review) of the Human Medicine Regulations. That regulation requires the MHRA to 
report on the Regulations at least every five years. This Review has been delayed 
due to changing regulatory priorities from the UK’s exit from the EU and the COVID-
19 pandemic. 

Background 

The Human Medicines Regulations 2012 consolidated and rationalised medicines 
legislation into one set of regulations to aid the understanding and application of the 
law. It did so by repealing or revoking most of the Medicines Act 1968 and around 
200 statutory instruments. The Regulations provide the regulatory framework for 
medicines on the UK market, including: authorisation of medicinal products for 
human use� the manufacture, importation, distribution, sale and supply of those 
medicines���������	
�������	�
�	
�����������pharmacovigilance� and cross-border 
prescriptions. This legislative framework aims to ensure a high level of public health 
protection and the safety, quality, and efficacy of authorised medicines.  

Several EU Directives were transposed into the Regulations, as amended, including: 

• Directive 2001/83/EC of the European Parliament and of the Council of 6 
November 2001 on the Community code relating to medicinal products for human 
use� 

• Directive 2010/84/EU of the European Parliament and of the Council of 15 
December 2010 amending, as regards pharmacovigilance, Directive 2001/83/EC 
on the Community code relating to medicinal products for human use�  

• Directive 2011/62/EU of the European Parliament and of the Council of 8 June 
2011 amending Directive 2001/83/EC on the Community code relating to 
medicinal products for human use, as regards the prevention of the entry into the 
legal supply chain of falsified medicinal products (the ‘Falsified Medicines 
Directive’)� 

• Article 11 of Directive 2011/24/EU of the European Parliament and of the Council 
of 9 March 2011 on the application of patients’ rights in cross-border healthcare� 

                                            

1 Medicines and Healthcare products Regulatory Agency (2017). Post-implementation review of the 

Human Medicines Regulations 2012. Accessed at:  

https://www.gov.uk/government/consultations/consultation-on-the-post-implementation-review-of-the-

human-medicines-regulations-2012-mlx-391  
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• Commission Implementing Directive 2012/52/EU of 20 December 2012 laying 
down measures to facilitate the recognition of medical prescriptions issued in 
another Member State.  

Provisions within the Regulations have changed since the 2017 Review. The UK’s 
exit from the EU necessitated amendments to the Regulations to implement the EU 
Exit agreement and Windsor Framework. Amendments were also required to 
respond to the COVID-19 pandemic. Additional amendments were also made to the 
provisions related to the Falsified Medicines Directive and wholesale distribution and 
sale and supply. Statutory instruments amending the Regulations since the 2017 
Review are listed in Annex A.  

The Windsor Framework introduced new arrangements for medicines on 1 January 
2025. This disapplied the EU Falsified Medicines Directive safety feature 
requirements for medicines marketed and supplied in Northern Ireland and 
introduced new rules for product licensing and labelling. Medicinal products that 
were previously within the scope of the EU centralised procedure are now licensed 
through UK-wide Marketing Authorisations (UK MA) and are no longer limited in 
territorial scope as GB Marketing Authorisations (GB MA).  

Medicines not within the scope of the EU centralised procedure continue to be 
authorised UK-wide under UK law and applicable EU legislation, as amended by 
Regulation (EU) 2023/1182 and Directive (EU) 2022/642.  

To clarify which rules apply for UK authorisations, all new marketing authorisation 
(MA) applications and existing authorised products have been assigned to one of 
two categories:  

• Category 1: Products that previously fell within the mandatory or optional 
scope of the EU centralised procedure. They are licensed under UK law and 
on a UK-wide basis. This includes the generic, hybrid, or biosimilar products 
of Category 1 reference products.  

• Category 2: Products that do not fall within the scope of Category 1 will be 
Category 2 products. Category 2 products are authorised by the MHRA 
���	����
	�������������	��	�
�	�����	
�������	�����	���-wide basis.   

More information on Category 1 and Category 2 products can be found in the MHRA 
guidance on UK-wide licensing for human medicines.2  

Update on the post-implementation review 2017 recommendations  

The 2017 Review (published August 2017) was undertaken five years after the 
Human Medicines Regulations 2012 came into force and was the first post 
implementation review of these Regulations. It outlined some areas where further 
work was merited and made recommendations to explore these. An update on all of 
the recommendations from the 2017 Review is provided in the table below. 

                                            

2 Medicines and Healthcare products Regulatory Agency (2025). UK-wide licensing for human 

medicines. Accessed at: https://www.gov.uk/government/publications/uk-wide-licensing-for-human-

medicines/uk-wide-licensing-for-human-medicines  
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Recommendations  Timing Assessment   

Recommendation 1: The MHRA to consider 
what more could be done to remove the 
potential barrier to market entry for generic 
Marketing Authorisation holders arising from 
the current requirement to create and maintain 
Risk Management Plans (RMPs) and prepare 
and distribute Risk Minimisation Measures.  

March 
2018 

EU requirements for RMPs apply to Category 2 
products. The EU is considering removing the 
requirement for RMPs for generics unless specifically 
required. If adopted the MHRA could explore removing 
the requirement in the UK. 

Recommendation 2: MHRA to review the 
guidance currently available to pharmacists 
and healthcare professionals on cross border 
prescriptions with a view to publishing revised 
guidance to aid awareness and understanding. 

March 
2018  

The guidance for pharmacists on prescriptions issued 
in the EEA and Switzerland was published in 2019 
and updated in 2021 by DHSC.3 
 

Recommendation 3: The MHRA to consider 
the concerns expressed about the repeal of 
Section 10(7) [of the Medicines Act 1968], and 
what further action might be appropriate, such 
as revised guidance.  

December 
2018  

DHSC took on responsibility for Section 10(7) 
following the 2017 Review. DHSC did not consider 
that reinstating section 10(7), or altering the 
exemptions for a wholesale dealer’s licence, would be 
appropriate as the repeal ensures that pharmacies 
conducting wholesaling are subject to necessary 
safety regulations. 

Recommendation 4: MHRA to consider, in 
consultation with NHS England and DHSC, the 
issues raised in the public consultation about 
extending prescribing responsibilities, as part 
of the well-established process of making 
amendments to the 2012 Regulations, and to 
consider how best to publicise future 
amendments to the 2012 Regulations.  

March 
2018 

In 2020, NHS England held UK-wide consultations on 
proposals to change the medicines responsibilities for 
eight health professions as part of the Chief 
Professions Officers’ medicines mechanisms 
programme, resulting in the extension of the 
medicines responsibilities of registered dental 
hygienists, dental therapists and pharmacy 
technicians. Building on this work, DHSC has 
considered the expansion of further professional 
groups being able to use legal mechanisms to 
prescribe, supply and administer medicines to 
patients, where it is safe to do so. A twelve-week 
public consultation for extensions to medicines 
responsibilities for paramedics, physiotherapists, 
operating department practitioners and diagnostic 
radiographers is now live. Work is also ongoing to 
assess the implementation and take-up of extended 
medicines responsibilities across authorised 
healthcare professions. These are professionals who 
hold extended medicines responsibilities in relation to 
the ability to supply, prescribe or administer 
medicines. 

 

                                            

3 Department of Health and Social Care (2021). Prescriptions issued in the EEA and Switzerland: 

guidance for pharmacists. Accessed at: Prescriptions issued in the EEA and Switzerland: guidance 

for pharmacists - GOV.UK 
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Scope 

Regulation 346 (Review) sets out the requirements of this post-implementation 
review. It specifies the provisions subject to review and the considerations to be 
made and mandates the publication of the review. The review must: 

• “set out the objectives intended to be achieved by the regulatory system 
established by the provisions of these Regulations that implement those 
Directives in relation to the subject matter of the provisions mentioned in 
paragraph (2)(a), (b), (c)(i) to (xxxii) �������� 

• ���	���
�	�	�
	�
�

�������
�
�	�
��	�
��	����	�����	�	������ 

• assess whether those objectives remain appropriate and, if so, the extent to 
which they could be achieved with a system that imposes less regulation.” 

The provisions covered by the review have been grouped into four themes: 
pharmacovigilance, cross-border prescriptions, wholesale distribution and sale and 
supply, and the Falsified Medicines Directive. 

The MHRA leads on pharmacovigilance policy, wholesale distribution, and the 
enforcement of pharmacovigilance and the Falsified Medicines Directive. DHSC 
leads on the policy for cross-border prescriptions, and sale and supply, and the 
Falsified Medicines Directive. 

Methodology   

This review sought qualitative evidence through a questionnaire to stakeholder 
organisations affected by the Regulations, and discussions with subject matter 
experts within the MHRA and DHSC, to determine whether the Regulations had met 
their objectives and whether the way they had been implemented could be improved. 
The evidence sought was not aimed at quantifying and monetising the costs and 
benefits of the Regulations. The MHRA holds limited data on this and it would not be 
possible to carry out a Cost-Benefit Analysis without commissioning new survey 
data, which would not be proportionate. This qualitative based approach aligns with 
the RPC’s proportionality guidance for post-implementation reviews of low impact 
regulations.4 The impact assessments and regulatory triage assessment covering 
the Regulations (provided in Annex B) have shown the Regulations to be low impact 
in terms of equivalent annual net direct cost to business (EANDCB), and low risk in 
terms of the nature and scale of policy change.  

The questionnaire (provided in Annex C) was split into sections covering the themes 
of this review: 1) pharmacovigilance�����cross-
��
�������������������� sale and 
supply: exemptions for certain collection and delivery 	��	��������� 4) sale and 
supply: the repeal of Section 10(7) of the Medicines Act 1968 on pharmacy 
������	���
�	������5) F	������
���
������������������	�
���������-cutting questions 
(including consideration of the Public Sector Equality Duty and the Environmental 

                                            

4 Regulatory Policy Committee (2019). Proportionality in regulatory submissions – Guidance. 

Accessed at: https://www.gov.uk/government/publications/proportionality-in-regulatory-submissions-

guidance  
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Principles Policy Statement). The MHRA requested views and experiences on 
specific sections of the Regulations, and specific sections of the questionnaire which 
were relevant to the respondent. 

70 organisations were sent the questionnaire via email with the questionnaire 
running from 25 April 2024 to 31 May 2024. 11 organisations returned a response. 
These 70 organisations were selected as representing the groups affected by the 
Human Medicines Regulations. These groups are categorised as a) healthcare or 
professional organisations, b) patient organisations, c) trade associations or large 
companies, d) parallel import companies, and e) devolved governments and public 
bodies. The sample size and response rate by category is listed in the table below.  

 Healthcare / 
professional 
organisation 

Patient 
organisation 

Trade 
Association / 
Large company  

Parallel import 
company 

Devolved 
governments 
and public 
bodies 

Number of 
stakeholders sent 
questionnaire 

18 2 31 15 4 

Number of 
stakeholders 
completed 
questionnaire 

6 0 4 1 0 

Response rates for each section were: 

• 6 respondents completed the section on pharmacovigilance (section 1),  

• 7 respondents completed the section on cross-border prescriptions (section 2),  

• 7 respondents completed the section on sale and supply: exemptions for certain 
collection and delivery arrangements (section 3),  

• 8 respondents completed the section on wholesale distribution and sale and 
supply: the repeal of Section 10(7) of the Medicines Act 1968 on pharmacy 
wholesale dealing (section 4),  

• 7 respondents completed the section on the Falsified Medicines Directive 
(section 5), and 

• 8 respondents completed the section on cross-cutting questions (section 6). 

The number of survey recipients and their response rate is limited, reflecting the 
light-touch informal questionnaire suggested in the RPC’s proportionality guidance 
for regulations of this level of impact. The response rate was likely further limited as 
a questionnaire was sent directly to affected organisations, rather than an open 
consultation. 

Limitations  

This small sample size may not accurately represent the entire medicines sector. 
Consequently, the findings may not fully capture the diverse range of impacts and 
perspectives across the industry and stakeholder groups. The majority of the 
respondents represented healthcare and professional organisations���here were no 
responses from patient organisations, devolved governments or public bodies. 

Comparison to 2017 Review methodology 

This Review broadly follows a similar approach to that of the 2017 Review. The 2017 
Review also sought qualitative evidence reflecting the low impact nature of these 
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regulations. The MHRA kept the questions in the questionnaire for this Review 
largely the same as the 2017 Review to allow greater comparisons between each 
review. 

There are differences in approach between this Review and the 2017 Review. The 
2017 Review used an open consultation on gov.uk, whereas this Review used a 
targeted questionnaire sent directly to organisations. This could explain the 
discrepancy in response rate between the two reviews, with 11 responses received 
for this Review compared to 28 in the 2017 Review. This Review also added 
additional questions to assess how each provision was meeting its objectives to 
better align to the requirements set out in Regulation 346 of the Human Medicines 
Regulations (e.g. to assess how each provision was meeting its objectives). 

The 2017 Review provided an instrument-by-instrument assessment on Annex 4 
pages 47-90. At that time the Falsified Medicines Directive and Independent 
Prescribing provisions had not yet been introduced so these were not assessed.5 
The new regulations on the Falsified Medicines Directive can be found on this 
document on pages 13-15. Independent prescribing is covered in the wholesale 
distribution and Sale and supply section on pages 11-12.   

Findings & Assessment 

Pharmacovigilance 

The pharmacovigilance provisions aim to ensure that the MHRA receives all 
necessary safety data to enable it to act as a sovereign regulator monitoring the 
safety of medicines and taking necessary and timely actions to protect patients in the 
UK. The provisions require MA Holders (MAHs) to submit UK and non-UK Individual 
Case Safety Reports (ICSRs), Periodic Safety Update Reports (PSURs), Risk 
Management Plans (RMPs), and Post-Authorisation Safety Studies (PASS) protocols 
and final study reports. This information is assessed alongside other relevant 
information in the context of the UK healthcare system to make decisions on 
regulatory actions to support UK patient safety.  

Since the 2017 Review, the Regulations have been amended to reflect the UK’s Exit 
from the EU and the requirements with regards to the supply of human medicines to 
Northern Ireland. Amendments include changes that apply to UK MAHs regarding 
pharmacovigilance practices.6 The MHRA has also separately engaged with trade 
and industry associations on the implementation of the Windsor Framework.   

                                            

5 Medicines and Healthcare products Regulatory Agency (2017) Post-implementation Review of the 

Human Medicines Regulations 2012 Final Report – August 2017 Accessed through: 
https://assets.publishing.service.gov.uk/media/5a82b74940f0b6230269c534/PIR_HMRs_Final_Report_publicatio

n.pdf 
6 Medicines and Healthcare products Regulatory Agency (2020). Exceptions and modifications to the 

EU guidance on good pharmacovigilance practices that apply to UK MAHs and the MHRA. Accessed 

at: https://www.gov.uk/government/publications/exceptions-and-modifications-to-the-eu-guidance-on-

good-pharmacovigilance-practices-that-will-apply-to-uk-mahs-and-the-mhra  
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Five respondents reflected that the provisions were generally effective in supporting 
patient safety.   

One respondent raised concerns about the burden of pharmacovigilance submission 
requirements on Traditional Herbal Registration (THR) holders. Another respondent 
raised concerns about the ability of the MHRA to impose conditions or restrictions on 
different category products of medicines.  

The pharmacovigilance provisions require THR holders to submit contact details for 
a Qualified Person Responsible for Pharmacovigilance (QPPV) but do not require a 
full summary of the pharmacovigilance system. Respondents outlined that as the 
MHRA does not currently have a self-service portal, THR holders must submit QPPV 
details via a Type 1A variation, which in effect is a submission of a full summary of 
the pharmacovigilance system and adds unintended burden on THR holders. A 
respondent suggested a self-service portal for QPPV would alleviate this issue. 
Having recognised this issue, in January 2024, the MHRA introduced a simplified 
mechanism for reporting changes via the portal using an information update which 
avoids the use of a Type 1A variation - these updates are cost free. Guidance on this 
can be accessed on the MHRA Inspectorate website.7 

Regulation 61(2) and (4) (Conditions of UK marketing authorisation [UKMA]: new 
obligations post-authorisation) enables the MHRA to impose any condition or 
restriction it considers essential for the safe and effective use of a medicine 
authorised with a UK MA (Category 1), or GB MA where there are concerns about 
risks. For a UK MA (Category 2) or Northern Ireland (NI) MA a PASS can be imposed 
post-authorisation where there is a concern about a safety risk.  

At the time of the questionnaire being sent, the Regulations made only limited 
provision for the MHRA to add conditions post-authorisation (e.g. to require more 
information on safety) to UK MA or NI MA products. One respondent suggested that 
this restricted the MHRA’s ability to act as a sovereign regulator for products 
authorised in Northern Ireland as the Agency was limited in what it could impose on 
MAs valid in Northern Ireland. However, amendments made by The Human 
Medicines (Amendments relating to the Windsor Framework) Regulations 2024 have 
resolved this for products which come within the scope of the Framework, i.e. 
Category 1 products. The MHRA will continue to monitor EU pharmacovigilance 
regulations and consider implementing measures that would reduce burden for the 
MHRA and industry. 

                                            

7 Medicines and Healthcare products Regulatory Agency (2024). Guidance updates on to how to 

notify the MHRA of changes to the PV System. Accessed at: 

https://mhrainspectorate.blog.gov.uk/2024/01/29/guidance-updates-on-to-how-to-notify-the-mhra-of-

changes-to-the-pv-

system/?_rt=MTB8MXxtaHJhIGNvbnRhY3R8MTczNjg2MTQ3Ng&_rt_nonce=3998499814#:~:text=In

stead%2C%20an%20SPS%20update%20notification%20covering%20the%20affected,30%20days%

20of%20the%20receipt%20of%20the%20notice  

 



10 
 

Cross-border prescriptions 

Cross-border prescriptions enable healthcare professionals to dispense certain 
prescriptions written outside the UK if they were written by a member of a listed 
profession and in a listed country, and otherwise meet the requirements in the 
Regulations. 8 The intention behind this was to benefit patients who frequently travel 
or seek treatment abroad (e.g. between Northern Ireland and the Republic of 
Ireland). The 2017 Review recommended improving the guidance to pharmacists 
and healthcare professionals on cross-border prescriptions.  

Three respondents to the questionnaire for this Review reflected that the Regulations 
have largely achieved their objectives. The provisions enable the provision of a 
service for patients from other jurisdictions who, by virtue of, for example, costs or 
medicine shortages, cannot access medicines in their own jurisdiction. Four 
respondents reflected that the provisions ensure continuity of care as patients can 
access necessary medication without disruptions. For example, one respondent 
highlighted its importance for pre- and post-treatment care for procedures like fertility 
and cosmetic treatments, where patients elect to undergo those procedures in 
countries other than where they live. The provisions have also ensured that 
pharmacies based in the Republic of Ireland or Northern Ireland are able to dispense 
against prescriptions issued from the other jurisdiction, as they had been able to 
before the UK’s exit from the EU.  

Two respondents raised concerns regarding the risks from online services based 
outside of the UK that prescribe medication. These services often target vulnerable 
patients and may bypass clinical safeguards, putting patients at risk. For example, 
one respondent reported that difficulties have arisen through the prescribing of 
medicines that required further clinical assessments by the pharmacist including but 
not limited to the prescribing of puberty blocking drugs and opioids, written by 
prescribers not registered in the UK. Two respondents emphasised the need for 
imposing stricter requirements, oversight and governance, and collaboration with 
other national medical regulators, to mitigate this issue. 

Three respondents reflected that the cross-border provisions place administrative 
burden on community pharmacies and can put pharmacists in challenging positions. 
Few of the listed countries have easily accessible prescriber registers for all 
approved professions so validating the prescriber status and legality of prescriptions 
can be challenging for a pharmacist. Even where a prescription is assessed as being 
legally valid, assessing clinical suitability can be challenging. Pharmacists may have 
to decide whether to supply a medicine with little information available to support the 
decision. Moreover, safe translation also can present a challenge for pharmacists. 
Three respondents suggested a streamlined verification process (e.g. a digital 
authentication system to verify cross-border prescriptions and prescriber credentials) 
and clearer guidance could reduce the burden on pharmacists. 

                                            

8 Department of Health and Social Care (2021). Prescriptions issued in the EEA and Switzerland: 

guidance for pharmacists. Accessed at: https://www.gov.uk/guidance/prescriptions-issued-in-the-eea-

and-switzerland-guidance-for-pharmacists#eel-decline  
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One respondent considered that improvements could be made on managing 
electronic prescriptions. They said that it can be challenging for pharmacists to 
understand differences between the electronic signatures (Regulation 219a) and 
advanced electronic signatures (Regulation 219). They suggested that guidance in 
this area would be helpful. 

DHSC is committed to continuing to work with the devolved governments to ensure 
that medicines regulation is keeping patients safe across the UK. In response to 
concerns of unsafe prescribing online, the General Pharmaceutical Council (GPhC) 
published updated guidance in February 2025 for online pharmacies, strengthening 
safeguards to prevent people from receiving medicines that are not clinically 
appropriate for them and may cause them harm.9  

In 2025, DHSC ran a UK-wide call for evidence exploring how the current prescribing 
system is operating in relation to prescriptions written by prescribers registered in the 
European Economic Area (EEA) and dispensed in the UK, and private prescriptions 
written by UK presc��
�����	�
���������������ains fit for purpose. This covers online 
prescribing activity in both routes. It will inform what, if any, action is needed to 
ensure that the existing prescribing environment supports and prioritises patient 
safety and access to treatment.  

Wholesale distribution and sale and supply 

The wholesale distribution and sale and supply provisions reinstated a requirement 
for individuals or companies that sell or supply human medicines to anyone other 
than the patient to have a Wholesale Dealer’s Licence (WDL) by repealing Section 
10(7) of the Medicines Act 1968. This was originally necessary to comply with EU 
legislation, in particular articles 77(1) and 77(2) of Directive 2001/83/EC which 
required anyone undertaking wholesale dealing activities to hold a licence.  

The objectives of the provisions were to assure the security and continuity of the 
supply chain by allowing the MHRA greater control and monitoring of the distribution 
of medicinal products. Licence holders are obliged to ensure the continued supply 
and quality of products, keep records, and have processes in place to recall 
defective products. MHRA guidance was issued in 2014 on this.10 The wholesale 
distribution and sale and supply provisions also provided exemptions on the 
requirements related to supply of Prescription Only Medicines (POM). They enable a 
retail pharmacy to make arrangements for patients to collect the medicines 
dispensed by the pharmacy from premises other than a registered pharmacy.  

                                            

9 General Pharmaceutical Council (2025). Online pharmacies to strengthen safeguards to prevent 

unsafe supply of medicines. Accessed at: https://www.pharmacyregulation.org/about-us/news-and-

updates/online-pharmacies-strengthen-safeguards-prevent-unsafe-supply-medicines  

10 Medicines and Healthcare products Regulatory Agency (2014). Prescriptions issued in the EEA and 

Switzerland: guidance for pharmacists. Accessed at: 

https://www.gov.uk/government/publications/repeal-of-wholesale-dealer-licence-exemption-for-

pharmacists  
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The 2017 Review outlined concerns on the repeal of Section 10(7), and 
recommended to explore further action, such as revised guidance. 

In this Review, respondents raised two concerns: one being wholesale distribution 
and the other sale and supply. These were firstly, the unintended consequences of 
the requirements for a WDL with the repeal of Section 10(7), where six respondents 
expressed this as a significant administrative burden. Two respondents also outlined 
concerns over the exemptions for collection and delivery of medicines for collection 
from premises other than registered pharmacies.  

On the unintended negative consequences of the requirements for a wholesale 
dealer’s licence, five respondents noted that there was significant additional 
administrative burden and regulatory cost where a WDL had been required. Two 
respondents stated the provision was exacerbating supply issues, not resolving 
them. One respondent noted this was because the exemptions for the licence 
outlined in the guidance (e.g. where transactions are occasional, quantities are 
small, supply is not for profit, or supply is not for onward sale) were too vague, 
leading to pharmacies electing not to supply to avoid the risk of non-compliance. 
One respondent also argued that as the UK has left the EU, the original objective of 
these provisions (to comply with EU legislation) was no longer relevant. They 
suggested that the Regulations should be altered for community pharmacies to be 
able to supply any medicines to other pharmacies without fear of breaching this 
legislation in cases of oversupply. To address this concern: there should be no fears 
regarding this if they have a WDL and are only wholesaling the product to help a 
specific patient. Two respondents suggested that to alleviate the unintended 
negative consequences either the requirement for pharmacists to hold a WDL should 
be removed or the MHRA guidance should be updated (e.g. to revise the exemptions 
for requiring a licence).  

These points have been carefully considered. It is MHRA’s view that WDLs are 
important as they bring in as many pharmacies conducting wholesaling as possible, 
under an equitably regulatory framework subject to the necessary regulations, and 
so a repeal would not be appropriate. We agree with stakeholders’ suggestions that 
guidance could be updated, and this is reflected in a recommendation from this 
Review on page 16. 

Respondents also noted the exemptions for collection and delivery to take or send a 
medicine for collection from premises other than a registered pharmacy improved 
patient access. Five respondents stated that patients who do not (through geography 
or circumstance) have easy access to medicines supplies have benefitted from the 
implementation of this regulation. However, two respondents raised concerns that 
the exemptions could mean controls elsewhere in the legislation can be 
circumvented, and that the exemption created risk around the storage of 
prescription-only medicines at locations other than pharmacy premises. There was a 
concern that the Royal Pharmaceutical Society guidance on this was not always 
adhered to meaning there was no framework of controls over these arrangements, 
and that the exemption should not become a new norm. One respondent flagged 
that these options meant patients did not have the opportunity to seek face-to-face 
advice from a pharmacist. DHSC has considered these concerns carefully and has 
concluded that given the exemptions for collection and delivery provide improved 
access for patients, this outweighs the disadvantages outlined, and that they should 
remain in place.  



13 
 

Falsified Medicines Directive  

The EU Falsified Medicines Directive (2011/62/EU) was adopted in the UK in 2013 
with the final ‘safety features’ coming into force in 2019.11 The purpose was to 
protect supply chains against the infiltration of falsified medicinal products 

The Directive includes regulations on the manufacture, importation and distribution of 
active pharmaceutical ingredients, also known as active substances. These are the 
ingredients that give medicines their potency. Those involved in these activities are 
required to register, ensure appropriate material supply and comply with the Good 
Manufacturing Process (GMP) and Good Distribution Practice (GDP) standards for 
active substances. The registration details are recorded in a publicly accessible 
database. Manufacturers of specials may source the active pharmaceutical 
ingredients from registered suppliers and use GMP-compliant materials. However, 
the material does not necessarily need to meet GMP standards because specials 
are made according to the specific requirements of the prescriber. The provisions 
built on existing obligations on those who manufacture, import, and trade in 
medicines (manufacturer and wholesale dealers) and extended to previously 
unregulated operators such as those engaged in brokering the sale and supply of 
medicinal products.  

The Directive also had regulations on ‘safety features’. This included a ‘unique 
identifier’ (serialisation) on every individual pack of medicine so each pack could be 
‘verified’ in a database to show it was genuine. On end supply to a patient, the 
unique identifier had to be ‘decommissioned’ by the supplier (for example the 
hospital or pharmacy) to show that the product was no longer available for supply.   
Regulations on ‘tamper-evident devices’ verified if the packaging of a medicinal 
product has been tampered with. The Falsified Medicines Directive was not 
assessed in the 2017 Review as the provision had not been fully implemented at that 
time. Since the UK exited the EU, the ‘safety features’, verification and 
decommissioning provisions in the Falsified Medicines Directive ceased to have 
effect in Great Britain from 31 December 2020 and have now been disapplied for 
Northern Ireland since 1 January 2025 when the medicines arrangements under the 
Windsor Framework came into force. However, MAHs still have the option to apply 
certain features on the UK packaging such as a 2D barcode (Data Matrix), which 
may encode data including information about the specific medicinal product and 
expiry date, unique identifier, a serial number of any format and use an anti-
tampering device. 

Two respondents reported that the verification and decommissioning processes from 
the Directive increased administrative and financial burdens, especially on 
pharmacies based in Northern Ireland. One respondent suggested that the 
Regulations should focus on upstream interventions in the supply chain to reduce 
the burden on pharmacies and manufacturers, for example introducing barcode 
scanning earlier in the supply chain to prevent falsified medicines from reaching 
wholesalers, pharmacies and patients. Another respondent suggested that 

                                            

11 Medicines and Healthcare Products Regulatory Agency (2013) The Human Medicines 

(Amendment) Regulations 2013. Accessed at: The Human Medicines (Amendment) Regulations 2013 

- Impact Assessment 
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alternative systems, such as tailored track and trace solutions, could also be 
considered. Since 1 January 2021, the Regulations no longer contain provisions on 
tamper-evident devices. Two respondents argued that this introduces a risk of 
falsified medicines entering the supply chain and suggested that reintroducing legal 
requirements for tamper-evident devices would address safety risks. Provisions in 
the Medicines and Medical Devices Act 2021 provide powers after consultation to 
enable the introduction of a similar system to the EU Falsified Medicines Directive’s 
‘safety features’ and verification in the UK. Consideration is being given as to 
whether to consult on options for a potential UK system.  

One respondent reported that the Directive’s active pharmaceutical ingredient 
provisions increase financial burdens on the ‘specials’ sector (e.g. the manufacture, 
importation, distribution and supply of unlicenced medicinal products for human use). 
The active pharmaceutical ingredient provisions impact supply because of the high 
compliance costs involved. Requirements such as the GMP and GDP standards, 
supplier audits and related testing are costly and burdensome, especially for the 
specials sector. Therefore, due to the high costs, some manufacturers may find it 
unfeasible to continue supplying certain products, leading to limited resources. 
Where supply has been an issue, one respondent suggested the MHRA should 
update related guidance and rules related to the Directive, to enable a more flexible 
approach that could allow sourcing and use other standards for imported active 
pharmaceutical ingredient for specials manufacture. This would align with other 
derogations that reasonably apply to specials manufacturing authorisation holders 
and to GMP standards more broadly under the Regulations. It would increase the 
likelihood of ensuring that supply reaches patients at a reasonable cost. The 
Regulations currently provide flexibility in active pharmaceutical ingredient sourcing 
standards for manufacturers of specials. The holder of the manufacturer's specials 
licence does not have to use active substances as starting materials that have been 
manufactured or have been distributed in accordance with GMP and GDP standards. 
Although the materials should be sourced from registered manufacturers, importers 
or distributors. The MHRA published guidance in 2015 and later updated this 
guidance in 2021 for manufacturers of specials setting out the above in clear detail 
under section 3.5.3, ‘Checks required of a supplier/manufacturer supplying Active 
Substances and excipients used for the manufacture of unlicensed medicines.’12 
 
Generally, respondents considered the Falsified Medicines Directive to be effective in 
tackling falsified medicines. Four respondents reported that the objectives have been 
partially met and noted that the provisions improved patient safety. One respondent 
challenged the need for the Directive by suggesting that most of the medicines 
supply chain issues are a consequence of quality assurance issues rather than from 
falsified medicines being found in the legitimate supply chain. Two respondents 
suggested reintroducing tamper-evident devices to address the safety risks. This will 
be considered by the MHRA and consideration is being given by DHSC as to 
whether to consult on options for a potential UK system.  

                                            

12 Medicines and Healthcare products Regulatory Agency (2021). Guidance for ‘specials’ 

manufacturers. Accessed at: Guidance for 'specials' manufacturers - GOV.UK 
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Conclusion 

This Review found that the objectives of the Human Medicine Regulations 2012, as 
amended, remain valid and relevant to stakeholders and technical experts. Broadly, 
the Regulations are achieving their objectives that would not be possible via other 
interventions. Pharmacovigilance provisions ensure all necessary safety data is 
received to monitor the safety of medicines and take necessary and timely regulatory 
actions to protect patients and public health in the UK. Cross-border prescriptions 
provisions enable healthcare professionals to dispense certain prescriptions written 
outside of the UK if they were written by a member of a listed profession and in a 
listed country. Wholesale distribution and sale and supply provisions generally 
assure the security and continuity of the supply chain. The Falsified Medicines 
Directive protects supply chains against infiltration of falsified medicinal products to 
reduce the risk from falsified medicines.  

This Review also found that there have been additional burdens on businesses, 
particularly pharmacists, from a number of factors. A perceived lack of a streamlined 
verification process made it challenging to verify cross-border prescriptions. 
Respondents reported that the Falsified Medicines Directive also increased burdens, 
but these concerns have largely been addressed by changes with the Windsor 
Framework.  

Respondents noted additional administrative burden and regulatory cost involved 
with the requirement for a wholesale dealers licence in sale and supply. The MHRA 
considered respondents’ views on this and weighed up the effectiveness of the 
current regulations compared to alternative options. This Review has identified 
several recommendations which may enable the objectives of the Human Medicine 
Regulations 2012, as amended, to be achieved with less burden, or more effectively. 
The findings and recommendations within this Review are based on an analysis of 
the feedback on the questionnaire and feedback from subject matter experts. Further 
detail on the methodology of this Review can be found in the “Methodology” section. 

Recommendations 

Pharmacovigilance 

Recommendation 1: the MHRA to continue to monitor EU pharmacovigilance 
regulations. 

Cross-border prescriptions 

Recommendation 2: DHSC to consider the findings of this review as part of the Call 
for Evidence (CfE) on private and EEA prescribing. The CfE considers existing 
verification mechanisms for prescribers, and existing guidance including the General 
Pharmaceutical Council’s (the pharmacy regulator for Great Britain) updated 
guidance published in 2025. The CfE will also consider introducing guidance on how 
to manage electronic prescriptions and advanced electronic prescriptions.     

Wholesale Distribution and Sale and supply 
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Recommendation 3: the MHRA to consider revising the guidance for pharmacists 
which sets out the conditions for exemptions to the requirement for a wholesale 
dealer’s licence.  

Falsified Medicines Directive  

Recommendation 4: DHSC to consider the requirement for tamper-evident devices 
when reviewing wider falsified medicines policy.      
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Annex A: List of Statutory Instruments 
amending the Human Medicines 
Regulations 2012 from June 2017- January 
2026 

The Human Medicines (Amendment) Regulations 2017 (SI 2017/715) 

The Ionising Radiation (Medical Exposure) Regulations 2017 (SI 2017/1322) 

The Human Medicines (Amendment) Regulations 2018 (SI 2018/199) 

The Secretaries of State for Health and Social Care and for Housing, Communities 
and Local Government and Transfer of Functions (Commonhold Land) Order 2018 
(SI 2018/378) 

The Human Medicines (Amendment) Regulations 2019 (SI 2019/62) 

The Carriage of Dangerous Goods (Amendment) Regulations 2019 (SI 2019/598) 

The Radiation (Emergency Preparedness and Public Information) Regulations 2019 
(SI 2019/703) 

The Human Medicines (Amendment etc.) (EU Exit) Regulations 2019 (SI 2019/775) 
itself amended by The Human Medicines (Amendment etc. (EU Exit) Regulations 
2020 (SI 2020/1488) and The Human Medicines (Amendment) (EU Exit) Regulations 
2021 (SI 2021/834) 

The Children and Social Work Act 2017 (Consequential Amendments) (Social 
Workers) Regulations 2019 (SI 2019/1094) 

The Human Medicines (Coronavirus and Influenza) (Amendment) Regulations 2020 
(SI 2020/1125) 

The Human Medicines (Amendment) (Supply to Northern Ireland) Regulations (SI 
2021/1452) 

The Human Medicines (Coronavirus) (Further Amendments) Regulations 2020 (SI 
2020/1594) 

The Medicines and Healthcare Products Regulatory Agency Trading Fund 
(Revocation) Order (SI 2022/90) 

The Human Medicines (Coronavirus and Influenza) (Amendment) Regulations 2022 
(SI 2022/350) 

The Human Medicines (Amendments Relating to the Early Access to Medicines 
Scheme) Regulations 2022 (SI 2022/352) 
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The Health and Social Care Information Centre (Transfer of Functions, Abolition and 
Transitional Provisions) Regulations 2023 (SI 2023/98) 

The Human Medicines (Amendment) Regulations 2023) (SI 2023/437) 

The Health and Care Act 2022 (Consequential and Related Amendments and 
Transitional Provisions) Regulations 2022 (SI 2022/634) 

The Human Medicines (Amendment Relating to Original Pack Dispensing) (England 
and Wales and Scotland) Regulations 2023 (SI 2023/1015) 

The Health and Care Act 2022 (Further Consequential Amendments) (No. 2) 
Regulations 2023 (SI 2023/1071) 

The Human Medicines (Amendments Relating to Coronavirus and Influenza) 
(England and Wales and Scotland) Regulations 2024 (SI 2024/344) 

The Human Medicines (Amendments relating to Registered Dental Hygienists, 
Registered Dental Therapists and Registered Pharmacy Technicians) Regulations 
2024 (SI 2024/729) 

The Human Medicines (Amendments relating to the Windsor Framework) 
Regulations 2024 (SI 2024/832) 

The Human Medicines (Amendments Relating to Naloxone and Transfers of 
Functions) Regulations 2024 (SI 2024/1125). 

The Human Medicines (Amendment) (Modular Manufacture and Point of Care) 
Regulations 2025 (SI 2025/87) 

The Medicines for Human Use (Clinical Trials) (Amendment) Regulations 2025 (SI 
2025/538) 

The Human Medicines (Amendments Relating to Hub and Spoke Dispensing etc.) 
Regulations 2025 (SI 2025/758) 

The Human Medicines (Authorisation by Pharmacists and Supervision by Pharmacy 
Technicians) Order 2025 (SI 2025/1249) 
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Annex C: Questionnaire 

Post-Implementation Review of the 
Human Medicines Regulations 2012: 
Questionnaire 

We are writing to invite you to participate in a Post-implementation Review of the 
Human Medicines Regulations 2012 (HMRs), conducted by the Medicines & 
Healthcare Products Regulatory Agency (MHRA) with the Department of Health and 
Social Care (DHSC).    

It is a statutory obligation to carry out this Review and Regulation 346 of the HMRs 
sets out the requirement. This includes which regulations from the HMRs are to be 
assessed and their key areas, which are as follows:  

• Pharmacovigilance  

• Cross border prescriptions  

• Wholesale distribution and Sale and supply: 
o Exemptions for certain collection and delivery arrangements 
o The repeal of Section 10(7) of the Medicines Act 1968 on Pharmacy 

wholesale dealing  

• Falsified medicines  

As part of the review, we are keen to gain views and experiences on the extent to 
which the objectives for the above areas have been achieved, whether they remain 
appropriate and, if so, the extent to which they could be achieved with a system that 
imposes less regulation.    

A copy of the most recent version of the HMRs can be accessed at: The Human 
Medicines Regulations 2012 (legislation.gov.uk). Details of the requirements of this 
review can be found in Regulation 346. 

This is the second Review since the implementation of the HMRs, with the first taking 
place in 201726. 

������������

This is a targeted Review and you have been identified as a key stakeholder to help 

inform it. We would be grateful for your views and experiences on those sections of 

                                            

26 PIR_HMRs_Final_Report_publication.pdf (publishing.service.gov.uk) 
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the questionnaire which are relevant to you or your organisation. In addition, we 

encourage all respondents to answer the general questions in Section 6. 

All of the questions are aligned to the statutory requirements. Please provide us with 

objective responses and where possible, specific examples. 

Since the 2017 Review, the context of the HMR regulatory framework has changed as 
the MHRA became the UK’s sovereign medicines and medical devices regulator, 
when the UK left the EU. This resulted in amendments to the HMRs to implement the 
EU Exit agreement, including provisions for Northern Ireland. These changes do not 
affect the underlying policy intent of the regulations which are being considered in this 
questionnaire.  
 
The findings from the completed questionnaire will inform the Review and the outcome 

will be submitted to the Regulatory Policy Committee and outlined in a report published 

by the Secretary of State for Health and Social Care.   

The online version of the questionnaire can be accessed here. Alternatively, you can 

complete this MS Word version of the questionnaire. Please send your completed MS 

Word form to: Partnerships@mhra.gov.uk. 

The deadline for completing the questionnaire is by 9am on Monday, 13 May 

2024.  

If you have any questions relating to this review and the completion of the 

questionnaire, please email: Partnerships@mhra.gov.uk. 

Please answer all sections that are of relevance to you or your organisation.  

Section 1: Pharmacovigilance 

 
Implementation of the Pharmacovigilance Directive  
 
Provisions - Part 11 and Regulations –  !� �"#��#
�$�#!��	�
�#%"�� �%�������&#&�#
�$�
#
��	�
�#��$�# �#	��	�
�#��� � #������# ��	�
�#�����'#��#	��	�
�#
��	�
�# ����!#��#	��
	�
�#
�$�# ��	�
�#%"���(�# )�����# *���( #��#
��	�
�#����(�� (!��'�#%�#����' ��'���!(��
%" #��#
���%"(#��$�%"'# �$�%%�#�)�$�%% #��#
��	�
�#*���%��#��$�%�3(5) and (6), 
%&�# )�����# *�� ���#&��	�
�# �����(#��#���	�
������	��	�������������������	�������
	�������+
��	������	�	��	����#%�#��#����$�#����	�
�#�����$�#��#	�����#��$�#��$�#&��	�
�#����
��%��,���
+�� - '��	�	��	����!)$�%�$�%�$�%!�	�
���� 12 paragraph 21���(�
�	�	��	����%&�	�
�% ���(��	�	��	����%&�	�
�% ����������-�	���-����
pharmacovigilance. 
  
 
The HMRs implemented national requirements of EU pharmacovigilance 
legislation, Directive 2010/84/EU, key objectives of which included: 

• Rationalising EU decision-making on drug safety to deliver measures that are 
equally implemented across the community.  

• Strengthened pharmacovigilance systems, allowing continuous improvement 
while reducing administrative burden.  
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• Greater communication to increase understanding and trust of patients and 
health professionals. 

Since the last Review, the Regulations have been amended to reflect the UK’s Exit 
from the EU and the requirements with regards to the supply of human medicines 
to Northern Ireland. Amendments include changes that apply to UK marketing 
authorisation holders regarding pharmacovigilance practices. 

 
1. Overall, do you believe the objectives outlined above for implementing the 

pharmacovigilance Directive have been met? [please select as appropriate] 
 

Completely met� � � ��

Partially met � � � � 

Not met    � 

Unsure     � 

 

Please provide us with any further details you may have. 

 
 
 

 

2. What effect has the implementation of the pharmacovigilance Directive had on 
patient safety? [please select as appropriate] 

Vastly improved� � � � 

Improved � �� 

No change � � � 

Decreased    � 

Vastly decreased   � 

Unsure     � 

Please provide us with any further details you may have.  

 
 
 

 

3. What best describes the impact the pharmacovigilance Directive has had on 
industry? [please select as appropriate] 

Vastly reduced burden  � 
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Somewhat reduced burden� � 

No impact    � 

Somewhat increased burden  � 

Vastly increased burden  � 

Unsure     � 

 

Please provide us with any further details you may have. 

 
 
 

 

4. Please provide us with suggestions for improvements if you have seen a 
decrease in patient safety and/or an increased burden on industry: 

 

 
 
 
 
 

 

5. Are you aware of any unintended or unforeseen consequences as a result of the 
implementation of the pharmacovigilance Directive? [please select as 
appropriate] 
 

Yes  � 

No   � 

Unsure  ἦ 

Please provide us with any further details you may have. 

 
 
 

 
6. Have there been any benefits or costs arising from the implementation of the 

pharmacovigilance Directive? [please select as appropriate] 
 

Yes  � 

No   � 

Unsure� � � 
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Please provide us with any further details you may have, including any estimates 
of costs or benefits or other evidence to support your answer. 
 

 
 

 

7. How does the way in which the pharmacovigilance Directive has been 
implemented in the UK compare to implementation in EU Member States? 
[please select as appropriate] 
 

More burdensome   � 

Burdensome    � 

In line with other Member States � 

Less burdensome   � 

Significantly less burdensome  � 

Unsure     � 

Please provide us with any further details you may have. 

 
 
 

 

8. Taking into account your feedback for this section, do you think the policy 
objectives for pharmacovigilance remain appropriate?  
 

Yes  � 

No   � 

Unsure  � 

 

Please provide us with any further details you may have. 

 
 
 
 

 

9. Do you think the policy objectives for pharmacovigilance could be achieved with 
less regulation? [please select as appropriate] 
 

Yes  � 

No   � 
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Unsure  � 

If yes, please give specific feedback including which regulations you think could 

be amended. 

 
 
 
 

  

Section 2: Cross Border Prescriptions. 

 
Implementation of cross border prescriptions 
 
Regulations: 213(3); 217A; 218(2)(b), (3) and (5); 219 and 219A 
�

�

 
Objective: The HMRs, as amended in 2019, have enabled dispensing healthcare 
professionals to dispense certain prescriptions written outside the UK if it was 
written by a member of a listed profession and written in a listed country, and 
otherwise meets the requirements in the HMRs. 
 

 
 

1. What effect has cross border recognition of prescriptions had on patients? 

[please select as appropriate] 

Very beneficial    � 

Beneficial    � 

No change   � 

Detrimental � � � � 

Very Detrimental   � 

Unsure    � 

Please provide us with any further details you may have. 

 
 
 

 

2. What effect have cross border prescriptions had on pharmacists? [please 
select as appropriate] 
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Very beneficial    ἦ 

Beneficial    ἦ 

No change   ἦ 

Detrimental    ἦ 

Very Detrimental   ἦ 

Unsure    ἦ 

Please provide us with any further details you may have. 
 

 
 
 
 

  
  
3. If you think cross border prescriptions have been detrimental, have there been 

specific difficulties for pharmacists? 
 

 
 
 
 
 
 

 
 
4. What effect have cross border prescriptions had on healthcare professionals 

(other than pharmacists)? [please select as appropriate] 
 

Very beneficial    ἦ 

Beneficial    ἦ 

No change   ἦ 

Detrimental    ἦ 

Very Detrimental   ἦ 

Unsure    ἦ 

Please provide us with any further details you may have. 
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5. If you think cross border prescriptions have been detrimental, have there been 
specific difficulties for healthcare professionals (other than pharmacists)? [Please 
provide any further details below] 

  
 
 
 
 

 
 

6. Overall, in your view, what best describes how the requirements to recognise 
cross border prescriptions have been implemented in the UK? [please select as 
appropriate] 

 

Vastly reduced burden   � 

Somewhat reduced burden  � 

No impact    � 

Somewhat increased burden   � 

Vastly increased burden   � 

Unsure     � 

Please provide us with any further details you may have. 

 
 
 
 

 

7. Please provide us with suggestions for improvements should there be an 
opportunity to reduce burdens on businesses and/or healthcare professionals as 
a result of cross border prescriptions. 

 
 
 
 

 

8. Have there been any benefits or costs relating to cross border prescriptions (i.e. 
for patients or pharmacists)? [please select as appropriate] 

Yes  � 

No   � 

Unsure  � 
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Please provide us with any further details you may have, including any estimates 
of costs or benefits or other evidence to support your answer. 
 
 
 
 
 

 

9. How does the implementation of cross border prescriptions in the UK compare to 
their implementation in EU Member States? [please select as appropriate] 

More burdensome   � 

Burdensome    � 

In line with other Member States � 

Less burdensome   � 

Significantly less burdensome  � 

Unsure     � 

Please provide us with any further details you may have. 

 
 
 
 

 

10. Taking into account feedback in this section, do you think the policy objectives for 
cross border prescriptions remain appropriate? [please select as appropriate] 

Yes  � 

No   � 

Unsure  � 

Please provide us with any further details you may have. 

 
 
 
 

 

11. Do you think the policy objectives for cross border prescriptions could be 
achieved with less regulation? [please select as appropriate] 

Yes  � 

No   � 
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Unsure  � 

If yes, please give specific feedback including which regulations you think could 

be amended. 

 
 
 
 

 

Section 3 - Sale and Supply: Exemptions for certain collection and delivery 

arrangements 

 
Exemptions for certain collection and delivery arrangements (regulations 
248(1)(a) and (2)(a) 
�

 
 “Collection and delivery arrangement” means an arrangement whereby a retail 
pharmacy may take or send a medicine to be supplied in accordance with a 
prescription given by a doctor, dentist, nurse independent prescriber, pharmacist 
independent prescriber, physiotherapist independent prescriber, podiatrist 
independent prescriber, therapeutic radiographer independent prescriber, 
paramedic independent prescriber or optometrist independent prescriber for 
collection from premises other than a registered pharmacy and which are capable 
of being closed by the occupier to exclude the public. 
 
 

 

1. What impact has regulation 248(1)(a) and (2)(a) had on patient access to 
medicines? [please select as appropriate] 
 

Improved    � 

No change   � 

Worsened    � 

Don’t know   � 

Unsure    � 

Please provide us with any further details you may have. 
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2. What impact has regulation 248(1)(a) and (2)(a) had on patients’ safety? [please 
select as appropriate] 

Improved    � 

No change   � 

Worsened    � 

Don’t know   � 

Unsure    � 

Please provide us with any further details you may have. 
 

 
 
 
 

 

3. Are you aware of any unforeseen consequences of this regulation? 
 

Yes  � 

No   � 

Unsure  � 

Please provide us with any further details you may have. 
 

 
 
 
 

 

Section 4 –Sale and Supply: Repeal of Section 10(7) 

�
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Repeal of Section 10(7) [regulation 349 in so far as it repeals section 10(7) of 
the Medicines Act 1968] 
�

�

 
Section 10(7) of the Medicines Act 1968 provided an exemption in UK law for the 
requirement for a pharmacist to hold a Wholesale Dealer’s Licence if the 
wholesale dealing formed only a minor portion of their business at that pharmacy. 
The repeal of section 10(7) was necessary to comply with EU legislation, in 
particular articles 77(1) and 77(2) of Directive 2001/83/EC which required anyone 
undertaking wholesale dealing activities to hold an authorisation. 
 
In doing so, the objective of the HMRs was to:  

• Take account of the UK’s National Health Service (which is relatively unique 
among Member States as a health service open to all without the need for 
private insurance).  

• Protect patients by assuring the security of the supply chain. 

• Preserve continued supplies of medicines above all other concerns.  

• Minimise extra regulatory cost and administrative burden, particularly for the 
NHS. 

 
To support the above, guidance is available to pharmacists’ working in registered 
pharmacies and in hospitals on how MHRA addresses the implications of the 
necessary repeal of Section 10(7) for the supply of licensed medicines by 
pharmacy other than direct to the public. 
 

 

1. In terms of the repeal of Section 10(7), to what extent have supplies of medicines 
met the needs of patients? [please select as appropriate] 
 

Completely met    � 

Met     � 

Weakened   � 

Greatly weakened  � 

Unsure    � 

Please provide us with any further details you may have. 
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2. How has the repeal of Section 10(7) affected pharmacists? [please select as 
appropriate] 

Very beneficial    � 

Beneficial    � 

No change   � 

Detrimental    � 

Very Detrimental   � 

Unsure    � 

Please provide us with any further details you may have. 

 
 
 
 

 

 

3. How has the repeal of Section 10(7) affected healthcare professionals (other than 
pharmacists)? 

Very beneficial    ἦ 

Beneficial    ἦ 

No change   ἦ 

Detrimental    ἦ 

Very Detrimental   ἦ 

Unsure    ἦ 

 
Please provide us with any further details you may have. 

 
 
 
 

 
 
4. How has the repeal of section 10(7) affected regulatory cost and administrative 

burden, particularly for the NHS? [please select as appropriate] 
 

Vastly reduced burden  � 

Somewhat reduced burden � 
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No impact   � 

Somewhat increased burden  � 

Vastly increased burden  � 

Unsure     � 
 

Please provide us with any further details you may have. 

 
 
 
 

 

5. Please provide us with suggestions for improvements if you have seen an 
increase in burden. 

 

 
 
 
 
 
 

 

6. Are you aware of any unintended or unforeseen consequences arising from the 
repeal of Section 10(7)? [please select as appropriate] 

Yes  � 

No   � 

Unsure  � 

Please provide us with any further details you may have. 

 
 
 
 

 

 

7. In your view, what best describes the way in which articles 77(1) and 77(2) have 
been implemented in the UK, which require anyone undertaking wholesale 
dealing activities to hold an authorisation? [Regulation 18 of the HMRs] [please 
select as appropriate] 

 

Vastly reduced burden   � 
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Somewhat reduced burden  � 

No impact    � 

Somewhat increased burden   � 

Vastly increased burden   � 

Unsure      � 

Please provide us with any further details you may have. 

 
 
 

 

8. Taking into account your feedback in this section, do you think the policy 
objectives remain appropriate? [please select as appropriate] 

 

Yes  � 

No   � 

Unsure  ��

Please provide us with any further details you may have. 

 
 
 

 

9. Do you think the policy objectives could be achieved with less 
regulation?  [please select as appropriate] 

Yes  � 

No   � 

Unsure  � 

If yes, please give specific feedback including which regulations you think could 

be amended. 

 
 
 

Section 5: Falsified Medicines 

�

 
Implementation of the Falsified Medicines Directive (FMD) 
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.���������/�*�	������%$���	�
�&����.	����� .	���%�)� Regulations - %'#��� - 37(4)(b), 
(5), (6) and #%���  &�# �$�#��#	��	�
�#
�$�(#��#�����	�
�#����$�#'��	�
�#%"�����#%&���&&#���
���#��$�%%"#')���%� #%")�����"#%��	�
�#����,���
+��� ��	�	��	����%#%�#
�����#
�$�
(2)(b) to (d), 3(11)(b)(vi) to (viii), 5(2)(f) to (h) and Schedule 7A 
 
 

Objective: The EU FMD (2011/62/EU) was adopted in the UK in 2013 with the 
final part of the Directive, the ‘safety features’ coming into force in 2019.    

It was applied to maximise the protection of the legal supply chain in the EU 
against infiltration of falsified medicinal products, i.e. to ensure that for all practical 
purposes the possibility that medicinal products purchased in the legal supply 
chain in the EU are counterfeit can be practically ruled out. Measures included:  

• Tougher rules on import of active pharmaceutical ingredients 
• Strengthened record-keeping requirements for wholesale distributors. 

Many of the provisions, which relate to FMD, built on existing obligations on those 
who trade in medicines (manufacturer and wholesale dealers). The legislation also 
extended to previously unregulated operators such as those engaged in brokering 
the sale and supply of medicinal products.   

Since the UK has exited the EU, the ‘safety features’ (serialisation) part of the FMD 
ceased to have effect in Great Britain from 31 December 2020 and will be 
disapplied in Northern Ireland when the Windsor Framework takes effect on 1 
January 2025.   
 
We are therefore not looking for input on the implementation of the ‘safety features’ 
and verification provisions, given that these will not apply in any part of the UK 
from 1 Jan 2025. We are looking for input on the other changes to the HMRs that 
were originally made as a result of FMD, and remain in place. 
 

 

1. Overall, do you believe the objectives, outlined above, for implementing the FMD 
have been met? [please select as appropriate] 

 

 Completely met   � 
   

 Partially met    � 
 

Not met    � 
 

Unsure     � 

 

Please provide us with any further details you may have. 
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2. What effect has the implementation of the FMD had on patient safety? [please 
select as appropriate] 

 

Vastly improved    � 

Improved    � 

No change   � 

     Decreased   � 

     Vastly decreased   �  

     Unsure     � 

Please provide us with any further details you may have. 

 
 
 
 

 

3. What best describes the impact the FMD Directive has had on industry? [please 
select as appropriate] 

 

Vastly reduced burden  � 

Somewhat reduced burden � 
 

No impact   � 
 

Somewhat increased burden  ἦ 
 

Vastly increased burden  � 
 

Unsure     � 
 

 

Please provide us with any further details you may have. 

 
 
 

 

 

4. Please provide us with suggestions for improvements if you have seen a 
decrease in patient safety and/or an increased burden on industry. 
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5. Are you aware of any unintended or unforeseen consequences as a result of the 

implementation of the FMD? 
 

Yes  ἦ 

No   � 

Unsure  � 

Please provide us with any further details you may have. 

 �
  

 

6. Have there been any benefits or costs arising from the implementation of the 
FMD? 

 

Yes  � 

No   � 

Unsure  ἦ�

Please provide us with any further details you may have including any estimates 

of costs or benefits or other evidence to support your answer. 

 
 
 
 

 
 
7. How does the implementation of the FMD, in the UK, compare to implementation 

in EU Member States? [please delete as appropriate] 

More burdensome    � 

Burdensome     � 

In line with other member states  � 

Less burdensome    � 

Significantly less burdensome   � 

Unsure      � 
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Please provide us with any further details you may have. 

 
 
 
 

 

8. Taking into account your comments for this section, do you think the policy 
objectives for FMD remains appropriate? [please select as appropriate] 

Yes  ��

No   ἦ 

Unsure  � 

Please provide any further details you may have. 

 
 

 

9. Do you think the policy objectives for FMD could be achieved with less 
regulation?  [please select as appropriate] 

Yes  ἦ 

No   � 

Unsure  � 

If yes, please give specific feedback including which regulations you think could 

be amended. 

 
 

 

Section 6: General  

 

1. For the sections you have completed, have you seen any unintended equality 
impacts as a result of implementing the regulations, specifically on groups 
sharing protected characteristics as defined in the Equality Act 2010? 

 

Yes  � 
 

No   � 
 

Unsure  � 
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2. If you have seen a negative impact, what do you think could be done to help 
eliminate unlawful discrimination, advance equality of opportunity and foster good 
relations?  
 
 
 
 
 
 
 

 

3. For the sections you have completed, have you seen any effect on the 
environment as a result of implementing the regulations, for example increased 
pollution?  [please select as appropriate] 

Yes  � 

No   � 

Unsure  � 

 

4. If you have seen a negative impact, what do you think could help mitigate this to 
help protect the environment and prevent environmental harm? 

 
 
 
 
 
 
 

 

5.  Please provide us with any additional comments you may have with regards to 
the sections you have completed. 
 
 
 
 
 
 

 

About you 

Name:  
Organisation:  

 
Email address:  
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Please indicate which category (or categories) best describes you: 

Marketing Authorisation holder   � 

Manufacturer     � 

Wholesaler     � 

Broker      � 

Pharmacist     � 

Pharmacy business    � 

Pharmacist group    � 

Trade association    � 

Doctor/other healthcare professional � 

Patient     � 

Patient Group    � 

Other (please specify)  

 

Data privacy   

This Review complies with data protection legislation including the Data Protection Act 

2018 (DPA) and the UK General Data Protection Regulation (UK GDPR). 

The Partnership Division at MHRA will have access to the data. Personal data will be 

kept for no longer than necessary to fulfil our purpose in processing it. Any personal 

information will be anonymised. 

Information from this review, including personal information, may be disclosed in 

accordance with the access to information regimes. These are primarily the Freedom 

of Information Act 2000 (FOIA), the DPA, the UK GDPR and the Environmental 

Information Regulations 2004. 

The MHRA will process your personal data in accordance with the DPA and UK GDPR 

and in most circumstances, this will mean that your personal data will not be disclosed 

to third parties. The lawful basis for processing personal data is article 6(1)(e) UK 

GDPR. Further information on how MHRA handles personal data, including data 

subject rights, is available in its privacy notice 
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Annex D: RPC submission  

Title: Second Post-implementation Review 

of the Human Medicines Regulations 2012  
Post-implementation Review 

PIR No: DHSCPIR9710 Date: 23 January 2026 

Original IA/RPC No: 4023 Type of regulation: Domestic 

Lead department or agency: MHRA Type of review:  Statutory 

Other departments or agencies:    Date measure came into force:   

Department of Health and Social Care 14/08/2012 

 Recommendation:  Keep 

Contact for enquiries:  Alex Merriman, 

Principal Policy Specialist, 

alex.merriman@mhra.gov.uk   

RPC Opinion: Green 

 

1. What were the policy objectives of the measure? (Maximum 5 lines) 

The Human Medicines Regulations 2012 consolidated medicines legislation in one 

place and were designed to create shorter, simplified law that was easier to 

understand and apply. The objectives of specific measures are outlined below. 

Pharmacovigilance 

The Human Medicines Regulations implemented national requirements of EU 
pharmacovigilance legislation, Directive 2010/84/EU, key objectives of which 
included:  

• Rationalising EU decision-making on drug safety to deliver measures that 
are equally implemented across the community.   

• Strengthened pharmacovigilance systems, allowing continuous 
improvement while reducing administrative burden.   

• Greater communication to increase patients’ and health professionals’ 
understanding and trust of systems.  

Cross-border prescriptions 

Cross-border prescriptions provisions aimed to enable dispensing healthcare 

professionals to dispense against certain prescriptions written outside the UK if 

they are written by a member of a listed profession and written in a listed country, 

and otherwise meet the requirements in the Human Medicines Regulations 

2012.  The main objective was to enable the recognition of prescriptions from listed 

countries (Regulation 214(6A) of Human Medicines Regulations 2012).  
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Wholesale Distribution and Sale and supply 

Section 10(7) of the Medicines Act 1968 provided an exemption in UK law for the 

requirement for a pharmacist to hold a Wholesale Dealer’s Licence if the wholesale 

dealing formed only a minor portion of their business at that pharmacy. The repeal 

of section 10(7) was necessary to comply with EU legislation, in particular articles 

77(1) and 77(2) of Directive 2001/83/EC which required anyone undertaking 

wholesale dealing activities to hold an authorisation. In doing so, the objective of 

the sale and supply provisions was to:   

• Take account of the UK’s National Health Service (which is relatively unique 
among Member States as a health service open to all without the need for 
private insurance);   

• Protect patients by assuring the security of the supply chain;  
• Preserve continued supplies of medicines above all other concerns;   
• Minimise extra regulatory cost and administrative burden, particularly for the 

NHS.  

Falsified Medicines Directive  

The EU Falsified Medicines Directive (2011/62/EU) was adopted into the UK 
Human Medicines Regulations in 2013 with the final part of the Directive, the 
‘safety features’ coming into force in 2019.   

The Directive intended to maximise the protection of the medicines supply chain in 
the EU against infiltration of falsified medicines, i.e. to ensure that for all practical 
purposes the possibility that medicines purchased in the legal supply chain in the 
EU are counterfeit can be practically ruled out. Measures included:   

• Tougher rules on import of active pharmaceutical ingredients   

• Strengthened record-keeping requirements for wholesale distributors.   

Many of the provisions in the Human Medicines Regulations 2012, which relate to 
Falsified Medicines Directive, built on existing obligations on those who trade in 
medicines (manufacturer and wholesale dealers). The legislation also extended to 
previously unregulated operators such as those engaged in brokering the sale and 
supply of medicines. 

2. What evidence has informed the PIR? (Maximum 5 lines) 

 This review sought qualitative evidence through a questionnaire to stakeholder 

organisations affected by the Regulations (running from 25 April to 31 May 2024) 

and feedback from subject matter experts within the MHRA and DHSC, to 

determine whether the Regulations had met their objectives, and whether the way 

they had been implemented could be improved. The evidence sought was not 

aimed at quantifying and monetising the costs and benefits of the Regulations. The 

MHRA holds limited data on this and it would not be possible to carry out a Cost-

Benefit Analysis without commissioning new survey data, which would not be 

proportionate. This qualitative based approach aligns with the RPC’s 

proportionality guidance for post-implementation reviews of low impact regulations. 
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Sign-off for Post-implementation Review: Chief economist/Head of Analysis and 
Minister 

I have read the PIR and I am satisfied that it represents a fair and proportionate 
assessment of the impact of the measure. 
 
Signed:  Chris Mullin      
Date: 1 September 2025 
 

 
 
Signed:  Minister Zubir Ahmed      
Date: 13 January 2026 
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Further information sheet 

Please provide additional evidence in subsequent sheets, as required.  

4.  What were the original assumptions? (Maximum 5 lines) 

Pharmacovigilance: The European Commission Impact Assessment assumed 

that the changes to legislation would (i) clarify roles and responsibilities, (ii) 

rationalise EU decision-making on drug safety issues, (iii) strengthen medicines 

safety transparency and communication, (iv) strengthen companies' 

pharmacovigilance  systems, (v) ensure proactive and proportionate collection of 

safety data, and vi) provide for greater involvement of relevant stakeholders in 

pharmacovigilance. The questionnaire results for this Review suggest these 

original assumptions remain valid.  

Cross-border prescriptions: It was assumed that the proposals would be a low-

cost regulatory measure. Stakeholders did not envisage significant demand for 

cross-border prescriptions. The questionnaire results for this Review suggest these 

original assumptions remain valid. 

Wholesale distribution and sale and supply: Assumptions were made about the 

number of healthcare practices that obtained medicines from pharmacies, based 

���3=,�
	�	���������	�
������
��	���+�����������	��	ceutical sector with respect 

����������������+����������
�	�
�
���
��������������ficiency of stock control by 

pharmacies and a potential increase in the number of wholesalers supplying small 

quantities of stock to healthcare practices. The questionnaire results for this 

Review suggest these original assumptions remain valid.  

Falsified Medicines Directive: The assumptions that have the greatest impact on 

estimates relate to the costs of complying with good practice. The MHRA 

calculated a range (annualised at between £0.353 million and £2.683 million) to 

account for this uncertainty. 

5.  Were there any unintended consequences? (Maximum 5 lines) 

Pharmacovigilance: One respondent reported Traditional Herbal Remedies 

holders having to submit QPPV details via a Type 1A variation, in effect is a 

submission of a full Summary of Pharmacovigilance System and adds unintended 

burden on Traditional Herbal Remedies holders. 

Cross-border prescriptions: Respondents did not report any unintended 

consequences. 

Wholesale Distribution and Sale and supply: Six respondents stressed the 

requirements for a Wholesale Dealer’s Licence were adding administrative burden 

and regulatory cost. Two respondents stated that this meant the provision was 

exacerbating supply issues, not resolving them. 

Falsified Medicines Directive: One respondent reported that the Directive’s 

active pharmaceutical ingredient provisions increase financial burdens on the 

‘specials’ sector. The active pharmaceutical ingredient provisions impact supply 
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because of the high compliance costs involved. Therefore, due to the high costs, 

some manufacturers may find it unfeasible to continue supplying certain products, 

leading to limited resources. The harm to patients could be significant where a 

supply could not be made. To mitigate this the MHRA published guidance in 2015 

and later updated this guidance in 2021 for manufacturers of specials under 

section 3.5.3, ‘Checks required of a supplier/manufacturer supplying Active 

Substances and excipients used for the manufacture of unlicensed medicines.’ 

6. Has the evidence identified any opportunities for reducing the burden on 

business? (Maximum 5 lines) 

 Pharmacovigilance:  Respondents did not report any opportunities for reducing 

burden on businesses.  

Cross-border prescriptions: Three respondents suggested that establishing a 

shared register and clearer robust guidance could help alleviate burdens on 

pharmacies. DHSC will consider the findings of this review as part of the Call for 

Evidence (CfE) on private and EEA prescribing. The CfE should consider existing 

verification mechanisms for prescribers, and existing guidance including the 

General Pharmaceutical Council’s (the pharmacy regulator for Great Britain) 

updated guidance published in 2025. The CfE should also consider introducing 

guidance on how to manage electronic prescriptions and advanced electronic 

prescriptions.    

Wholesale Distribution and Sale and supply: Six respondents stated there were 

burdens on community pharmacies from the requirements for a Wholesale 

Dealer’s Licence. MHRA will consider revising the guidance for pharmacists which 

sets out the conditions for exemptions to the requirement for a Wholesale Dealer’s 

Licence.   

Falsified Medicines Directive: One respondent suggested the MHRA should 

update related guidance and rules related to the Directive, to enable a more 

flexible approach that could allow sourcing and use other standards for imported 

active pharmaceutical ingredient for specials manufacture. The Regulations 

currently provide flexibility for manufacturers of specials. The MHRA published 

guidance in 2015 and later updated this guidance in 2021 for manufacturers of 

specials under section 3.5.3, ‘Checks required of a supplier/manufacturer 

supplying Active Substances and excipients used for the manufacture of 

unlicensed medicines.’ 

7. How does the UK approach compare with the implementation of similar 

measures internationally, including how EU member states implemented EU 

requirements that are comparable or now form part of retained EU law, or 

how other countries have implemented international agreements? (Maximum 

5 lines)�

Pharmacovigilance: Three respondents stated they were unsure��two 

respondents said it was the same����� respondent said it was less burdensome�.  
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Cross-border prescriptions: six respondents stated they were unsure� one 

respondent reported that the implementation of this regulation is in line with other 

EU member states.  

Wholesale Distribution and Sale and supply: respondents did not report on how 

the UK’s system compares with international comparisons. 

Falsified Medicines Directive: Three respondents said they were un�+����one 

respondent reported that it is in line with other EU member states������������
��� 

found it less burdensome��one respondent found it significantly less burdensome. 
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Annex E: RPC response  
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