
 
 

Medicines legislation consolidation and review project  
 

Informal consultation, 24 Nov – 22 Dec 2010: streamlining and reducing  
regulatory burdens 

 
Introduction 
 
Since 2008, the MHRA has been undertaking a project to consolidate and review 
UK medicines legislation. As part of this project we are working to reflect the 
Government’s aim of cutting the amount of existing regulation, reducing related 
paperwork and decreasing wider regulatory costs on business.  
 
This informal consultation outlines opportunities we have identified to reduce 
regulatory burdens through the project and seeks further suggestions from 
interested parties.  
 
The consolidation and review project 
 
The project has two phases. The first phase (“consolidation”) involves 
consolidating the existing fragmented UK medicines legislation into one set of 
regulations, while simplifying and clarifying the way it is drafted. The second 
phase (“review”) involves identifying areas where we might make substantive 
changes to existing provisions (where there is flexibility to do so under EU 
legislation) and further amending the draft regulations accordingly. Our timetable 
is as follows: 
 
• In January 2009, we published a concept paper1 outlining a potential 

approach to consolidating the existing legislation and asking how it could be 
reviewed. 

• In August 2010, we published a working draft of the consolidated text2 and, 
on an informal basis, sought comments on whether the draft was clear and 
user-friendly, and whether there were any issues that caused particular 
concern.  

• We intend to consult formally for 12 weeks in Spring 2011 on all review 
proposals and the new draft consolidated regulations. 

                                                 
1http://www.mhra.gov.uk/Publications/Consultations/Medicinesconsultations/Othermedicinescons
ultations/CON036026
2http://www.mhra.gov.uk/Howweregulate/Medicines/Overviewofmedicineslegislationandguidance/
ProjecttoconsolidateandreviewUKmedicineslegislation/index.htm
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• We intend to then bring the new regulations into force in Spring 2012, subject 
to Parliamentary approval. 

 
Legislative reform to reduce burdens 
 
Where there is a clear public health justification and evidence base, we may wish 
to use the project to introduce new regulation in some areas. However, wherever 
possible, we are aiming to ensure that the new legislation can reduce red-tape 
and remove unnecessary regulation.  
 
The consolidation phase will help meet this aim by removing obsolete provisions 
and creating a legislative framework that is clearer in meaning and quicker to 
navigate. In addition, we have identified through the review phase a number of 
potential changes that would have a deregulatory or simplification impact. These 
are set out, with contacts for further information, at Annex A.  
 
We now want to hear further ideas from interested parties on where else 
regulatory burdens might be reduced.   
 
Informal Consultation questions 
 
Question 1: Are the proposals at Annex A appropriate?  
 
Question 2: What would be the impact, in financial and administrative terms, if 
the proposals at Annex A were implemented?  
 
Question 3: How else can the legislative framework for medicines be amended 
to reduce burdens on business and other bodies subject to medicines regulation, 
where this does not compromise patient safety or public health?  
 
For question 3, we recommend that you use the prompts at Annex B to assist 
your thinking. Please give an estimate of the cost savings and other benefits that 
could be achieved by each of your suggestions.  
 
Please respond by 22 December 2010 
 
How to respond 
 
If possible, please email responses to medicines.consolidation@mhra.gsi.gov.uk  
 
If responses cannot be emailed, they can be posted to:  
 
Natasha Barnes 
MHRA 
151 Buckingham Palace Road 
London SW1W 9SZ 
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Annex A – current review proposals with a deregulatory impact 
 
Manufacturing and wholesale dealing 
 
1. Variations to wholesale dealing and manufacturing licences that could be 

made without full MHRA consideration 
 
We are considering whether the Better Regulation of Medicines Initiative 
(BROMI) principle of “do and tell” would provide any benefit for holders of 
manufacturer’s and wholesale dealer’s licences. The aim would be to allow 
changes of a purely administrative or minor nature to be made without full 
consideration by the MHRA. A licence would still need to be appropriately 
maintained. The changes that we believe it might be appropriate to permit are: 
 
• deleting authorised personnel (e.g. when they have left the company) 
• updating contact details, for example, of an applicant or Responsible Person 
• deleting contract laboratories or storage sites no longer used by the licence 

holder; and 
• deleting functions already authorised for a given site. 
 
For more information or to provide comments, please contact David Olszowka at 
david.olszowka@mhra.gsi.gov.uk. 
 
2. Changes to the process of applying for a manufacturing and wholesale 

dealing licence 
  
We are considering introducing a number of changes to improve MHRA 
administrative processes and ensure that we hold the right information to assess 
applications for a manufacturer’s and wholesale dealer’s licences appropriately. 
This will help us to be more efficient in processing applications and determining 
whether the law is being complied with. The changes being considered include 
the following: 
 
• Introducing the power to reject an application if particulars requested by the 

licensing authority are not provided within three months of the request being 
made. The current 90-day clock for processing an application stops when we 
ask for further information. That is fair to applicants, but equally it seems 
reasonable to place a sensible limit on the amount of time that the applicants 
then have to provide the information; otherwise applications could remain 
pending for years.   

• Ensuring that the legislation is clear that an application for a manufacturer’s 
licence and wholesale dealer’s licence will not be processed while waiting for 
further requested information. 

 
For more information or to provide comments, please contact David Olszowka at 
david.olszowka@mhra.gsi.gov.uk. 
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3. Appointing responsible persons 
 
We believe the procedure by which the holder of a wholesale dealer’s licence 
appoints a Responsible Person should be changed so that it is aligned with the 
procedure for varying a licence. There is no need for there to be different 
processes, and if they were consistent it would be simpler for licence holders. 
 
For more information or to provide comments, please contact David Olszowka at 
david.olszowka@mhra.gsi.gov.uk. 
 
4. Review of licence exemptions for pharmacists under section 10 of the 

Medicines Act 1968 
 
Section 10 of the Medicines Act exempts pharmacists in specific healthcare 
settings from some manufacturer and wholesale dealing provisions. As a result of 
amendments over the years, section 10 has become complicated. We will 
generally review section 10 to ensure that it is compatible with the Directive and 
reflects current professional practice.  
 
For more information or to provide comments, please contact David Olszowka at 
david.olszowka@mhra.gsi.gov.uk. 
 
Proportionate enforcement provisions 
 
5. More flexible administrative penalties for breaches of borderline and 

advertising provisions, with appeal mechanisms where necessary 
 
The MHRA, like other regulators, employs a range of measures to ensure 
compliance with legislation and to respond to contraventions. The most 
prominent of these are criminal sanctions. However, criminal sanctions are not 
suitable for all circumstances. For example, prosecution is not always the most 
proportionate response when the contravention is inadvertent or does not pose a 
serious risk to public health. In addition, trials are lengthy and resource-intensive 
for all parties.  The fines imposed by courts also do not always deter rogue or 
repeat offenders. 
 
In the light of the above, regulators in the UK and in other jurisdictions 
increasingly supplement existing criminal sanctions with more flexible, 
customised, and proportionate enforcement tools that are tailored for particular 
circumstances. These tools are often referred to as “administrative sanctions” 
and include the following: 
 
• Financial penalties that regulators can issue without the need to prosecute. 
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• Statutory notices that require recipients to take certain action or refrain from 
doing something in order to comply with the law. The failure to comply with 
such notices can be treated as a criminal offence. 

• Enforceable undertakings that require parties to take remedial action, such as 
compensate affected parties. 

 
Where appropriate, we will also introduce formal appeals mechanisms to 
accompany any administrative sanctions that we introduce. These will permit 
recipients to have a say before an independent arbiter.   
 
The MHRA is considering introducing administrative sanctions in two areas: 
advertising and borderline products. We believe that this would result in fewer 
prosecutions and more proportionate action. 
 
For advertising, we think that statutory notices and financial penalties will give us 
greater flexibility as we respond to the advertisement of prescription medicines 
on the internet. For example, we could issue notices that require parties involved 
with the illegal advertising to remove the advertisement or website. We could 
also issue financial penalties where appropriate. We anticipate that this could 
make it easier for both parties in ensuring compliance and reduce the number of 
criminal prosecutions. 
 
In the borderline area, the MHRA can currently issue a notice requiring recipients 
to withdraw unlicensed products from the market or prohibiting their sale in the 
first instance. If recipients do not comply with the notice, they commit a criminal 
offence. In our experience this scheme does not always work, because people 
remove the product in question from the market but then proceed to sell a similar 
one shortly afterwards. In addition, when the product in question does not pose a 
serious risk to health we feel that a prosecution is not a suitable response.  
Accordingly, we would like the ability to issue financial penalties. 
 
For information on administrative sanctions in the advertising area, please 
contact Beryl Keeley at beryl.keeley@mhra.gsi.gov.uk. 
 
For information on administrative sanctions in the borderline area, please contact  
David Carter at david.carter@mhra.gsi.gov.uk. 
 
6. Proportionate prosecution of dispensing errors 
 
We are considering ways to amend medicines legislation to ensure proportionate 
prosecution of dispensing errors, while maintaining the necessary safeguards for 
patient safety and public health.  
 
Section 64 of the Medicines Act 1968 stipulates that any medicinal product sold 
must be “of the nature or quality demanded by the purchaser”. Section 85 
stipulates that the labelling or marking on containers or packages must not 

Page 5 of 10 

mailto:beryl.keeley@mhra.gsi.gov.uk
mailto:%20david.carter@mhra.gsi.gov.uk


falsely describe the product or mislead as to its nature, quality, uses or effects. 
Section 86 contains a similar provision to section 85 but in relation to the leaflets 
provided with medicinal products. It is an offence – punishable by a fine or by 
imprisonment of up to two years – to contravene any of these sections.  
 
A possibility we are considering is whether we should amend these provisions so 
that, where the defendant is a regulated healthcare professional, an offence is 
only committed if they are found to have acted with intent or negligence. We will 
shortly be consulting with the professional regulators to establish their views on 
proposals.  
 
For more information or to provide comments, please contact Judith Thompson 
at judith.m.thompson@mhra.gsi.gov.uk. 
 
Streamlined administrative processes 
 
7. Streamline panels for reviewing licensing decisions   
 
We are considering streamlining three review functions for medicines regulation: 
the right to be heard by a “person appointed”, the review panel for borderline 
medicines and the review panel for advertising.  
 
The person appointed hearing and borderlines panel are currently provided for in 
legislation. As a matter of practice the person appointed function is performed by 
the Medicines Review Panel, although there is no reference in legislation to that 
Panel.  
 
We intend, as far as possible, to amalgamate these three review functions, 
moving away from having separate “panels” established for those functions in 
favour of establishing an overarching independent review process. There will 
remain certain differences between the functions (for example in relation to fees 
charged and timings for seeking review). Our aim is to simplify the existing 
processes and make them more flexible. This will include seeking to detail 
processes in guidance, with as little detail as possible set in legislation. 
 
For more information or to provide comments, please contact Sue Jones at 
sue.jones@mhra.gsi.gov.uk 
 
8. Dispensing with requirement for Commission for Human Medicines (CHM) 

advice to refuse marketing authorisation holder initiated variations 
 
At present, the MHRA has to take an application for a variation initiated by a 
marketing authorisation holder back to the CHM for advice, even when the 
applicant has failed to supply further information that has previously been 
requested. We are considering whether it would be appropriate to allow the 
MHRA to turn down such applications without needing such advice. This would 
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streamline the process. A similar procedure already applies for new applications, 
and this proposal would simply extend its applicability to variations. 
 
For more information or to provide comments, please contact Beryl Keeley at 
beryl.keeley@mhra.gsi.gov.uk. 
 
Simplified processes in relation to herbal medicines 
 
9. Medicines not requiring a marketing authorisation 
 
We believe that there is scope to simplify the provisions which exempt herbal 
remedies (subject to certain conditions) from the provisions relating to the sale of 
pharmacy and general sales list products.  
 
On 30 April 2011, the transitional period permitted under the Directive on 
traditional herbal medicinal products (2004/24/EC) ends. As a consequence, 
section 12(2) of the Medicines Act is not in compliance with the Directive and is 
to be withdrawn3. Therefore, our proposal is that the consolidated provisions 
concerning exemptions for herbal medicines (j505, or regulation 206, in the draft 
consolidated text published in August this year) should cover only products 
supplied under section 12(1). These are products prepared on the practitioner’s 
premises to meet needs identified in one to one consultation. 
 
In relation to these section 12(1) products, the provision should, as now, disapply 
the general provisions relating to general sale or pharmacy sale. We would 
propose to retain a schedule listing potent herbal ingredients which are subject to 
specific restrictions – as are currently set out in SI 2130/1977. But other 
requirements, notably those relating to the requirement to notify the enforcement 
authority that a person is selling or supplying listed herbs, would be removed. 
These provisions have not been applied in practice, and it would be a useful 
simplification to remove them. 
 
These changes could serve as a worthwhile interim reform. In the medium term, 
subject to a decision on regulation of herbal practitioners, we would envisage 
some restructuring of controls on potent herbs to align with the principles of 
better regulation, including targeting and achieving an appropriate balance 
between professional and medicines regulation.  
 
For more information or to provide comments, please contact Andrea Farmer at 
andrea.farmer@mhra.gsi.gov.uk.  
 
10. Aligning the domestic definition of herbal medicine with the definition in 

Directive 2001/83/EC that was introduced by the Directive on traditional 
herbal medicinal products (Directive 2004/24/EC) 

                                                 
3 Consultation MLX 372 on proposals to revoke section 12(2) 
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We are considering the possibility of aligning the definition of a herbal remedy 
used in relation to section 12 products (currently contained in s132 of the 
Medicines Act 1968) with the definition of herbal medicine used in the Directive 
on traditional herbal medicinal products. This change is not required by European 
legislation, but it could represent a useful simplification. The European definition 
is more comprehensive and offers a more flexible approach to the use of 
excipients.  
 
For the reason explained in the preceding proposal, this change would need only 
apply to section 12(1) products. Also, bearing in mind the weaknesses in public 
health protection in relation to section 12(1) as it currently stands, we would only 
intend to progress this proposal if a decision is taken that herbal practitioners are 
to be brought into regulation. 
 
For more information or to provide comments, please contact Andrea Farmer at 
andrea.farmer@mhra.gsi.gov.uk. 
 
Labels and leaflets 
 
11. Streamlining statutory warnings for labels and leaflets 
 
We are considering how to simplify and rationalise the number of statutory 
warnings and to standardise wordings on labels and leaflets where possible. We 
are also considering removing these requirements from legislation and instead 
placing them within the licences for individual products.  
 
For more information or to provide comments, please contact Beryl Keeley at 
beryl.keeley@mhra.gsi.gov.uk. 
 
Prescribing, sale and supply 
 
12. Sale, supply and administration of medicines 
 
We have been looking at the provisions which allow health professionals and 
others to sell, supply and/or administer medicines by way of exemptions from the 
usual Medicines Act 1968 restrictions. We have previously written to 
organisations and representative bodies informally to seek their views on their 
specific exemptions. On 4 October, we published an informal consultation to 
seek further views on future provisions for the exemptions. The consultation 
closed on 1 November, and we will publish further information in due course. For 
more information, please see the consultation: 
 
http://www.mhra.gov.uk/Publications/Consultations/Medicinesconsultations/Other
medicinesconsultations/CON096763
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13. Patient Group Directions 
 
We are looking at the provisions for Patient Group Directions in the NHS and 
private sector. We have identified a number of issues around their use across 
both sectors, and on 22 October we published an informal consultation to seek 
views on future arrangements to address these issues. The consultation closed 
on 19 November, and again we will publish further information in due course. For 
more information, please see the consultation:  
 
http://www.mhra.gov.uk/Publications/Consultations/Medicinesconsultations/Other
medicinesconsultations/CON099706
 
 
 

Page 9 of 10 

http://www.mhra.gov.uk/Publications/Consultations/Medicinesconsultations/Othermedicinesconsultations/CON099706
http://www.mhra.gov.uk/Publications/Consultations/Medicinesconsultations/Othermedicinesconsultations/CON099706


Annex B – prompts for considering how to reduce regulatory burdens or 
administrative costs 

 
a. Where appropriate, can we reduce data/evidence/qualification requirements, 

without compromising the safety/efficacy/quality of products? 
 
b. Could Directive provisions be implemented in a way that is less onerous? 
 
c. Are domestic rules that do not have a basis in the Directive in fact required in 

their current form? 
 
d. Could we accept post-market notifications for certain licensing decisions? 
 
e. Could the time limits on regulated parties for providing information or 

responding to requests be reviewed? 
 
f. Could we develop online mechanisms where there is currently only a paper 

option? 
 
g. Could we devolve responsibility to professional statutory bodies? 
 
h. Could we replace regulation with non-legislative administrative processes? 
 
i. Would self-assessment rather than inspection be appropriate in any area? 
 
j. Could regulations be replaced with reference to third party publications? 
 
k. What benefits would result from making specific changes to the current 

regulatory regime. Are these benefits of reduced costs or streamlined 
administrative procedures? How can these be quantified and costed? 
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