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Executive summary 
The Department of Health’s (DH) Triennial Review of the Commission on H uman Medicines 
(CHM) was conducted to provide assurance to the Department and the public that the CHM’s 
functions are required and that it is operating effectively. This review forms one of a series of 
reviews being conducted by the DH between 2014-15 and 2016-17 of all of its arm’s length 
bodies and Special Health Authorities. The review of the CHM was announced by Written 
Ministerial Statement on 30 October 2014.  

Stage One of the review examined the functions and form of the CHM. The CHM performs a 
number of statutory functions supporting Health Ministers and the Licensing Authority. Together 
these play a public health role, ensuring the safety of drugs available in the UK through both 
National and European mechanisms. The review went on t o consider the most appropriate 
delivery model, concluding that the CHM should continue to deliver its functions as an Advisory 
NDPB. 

Stage Two of the review examined the efficiency, governance and performance of the CHM. 
The evidence suggested that the CHM operates efficiently, is mostly compliant with the 
principles of good corporate governance and stakeholders were very positive about the 
performance of the CHM and its members. 

The key concern emerging from the review relates to the ability of Commissioners to secure 
time off work from employers. The report also makes a small number of minor 
recommendations, summarised on the next page.  
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Summary of Recommendations 

Stage One: Function and Form 

Recommendation 1: the CHM should continue to deliver its existing functions as an Advisory 
NDPB.  

Stage Two: Efficiency, Governance and Performance 

Recommendation 2: the CHM Secretariat and Agency should seek to establish more direct 
communication channels with relevant stakeholders in the health system, particularly NICE. 

Recommendation 3: the CHM Chair should be f ormally consulted as part of individual CHM 
Secretariat staff appraisals, with the views of other members of the CHM to be sought as 
appropriate. 

Recommendation 4: the Agency should maintain a s ection of the CHM gov.uk website 
advertising EAG vacancies and allowing experts to express an interest in joining EAGs or the 
Commission. 

Recommendation 5: the Chair and the Agency, through the Secretariat, should be more 
proactive in identifying training needs of Commissioners and EAG members. The possibility of 
retaining some second meeting days for development activity should be considered. 

Recommendation 6: that the CHM Secretariat works with the Agency and the Department to 
establish a process whereby the Chief Medical Officer writes to Commissioner’s employers on 
appointment or reappointment, highlighting the importance of their work and t he value such 
experience provides. 
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1. Introduction  
Aims of the Review 

1.1 It is Government policy that a Non-Departmental Public Body (NDPB) should only be set 
up, or remain in existence, where the model can be clearly evidenced as the most 
appropriate and cost-effective way of delivering the functions in question. 

1.2 In April 2011, the Cabinet Office announced that all NDPBs still in existence following the 
Government’s review of public bodies in 2010 would have to undergo a substantive review 
once in a three year cycle. Triennial Reviews have two principal aims, represented by two 
stages: 

1. To provide a robust challenge of the continuing need for individual NDPBs – both their 
functions and their form; and 

2. Where it is agreed that a body remain as an NDPB, to review: 

a. its capacity for delivering more effectively and e fficiently, including identifying 
potential for efficiency savings and i ts ability to contribute to economic growth; 
and; 

b. the control and governance arrangements in place to ensure that the public 
body and the sponsoring department are complying with recognised principles of 
good corporate governance. This should also include an assessment of the 
body’s performance. 

1.3 Following the health and social care system reforms, set out in the Health and Social Care 
Act 2012 and the Care Act 2014, functions and powers were devolved away from the 
Department of Health (DH) to arm’s length bodies and local health and care organisations. 
As steward of this evolving system, the DH has extended the Triennial Reviews 
programme to all of its arm’s length bodies and Special Health Authorities to provide 
assurance that the system, and the new and reformed bodies within it, are fit for purpose 
and operating effectively. The review of the Commission on Human Medicines (CHM), an 
Advisory NDPB of the Department, was scheduled for 2014/15.  

Review Principles 

1.4 All Triennial Reviews are carried out in line with Cabinet Office guidance “Guidance on 
Reviews of Non-Departmental Public Bodies”, revised in 2014.  This guidance states that 
all reviews should be conducted in line with the following principles:  

Challenge: Reviews should take a f irst principles approach to whether the function of a 
body is still needed, and if it so what then is the best form for delivery of that function. 
Reviews should consider efficiency and performance. 

Proportionality: Reviews must not be overly bureaucratic and should be appropriate for the 
size and n ature of the NDPB. Where appropriate, reviews of similar bodies should be 
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combined or clustered to ensure the maximum benefit in terms of streamlining the review 
process, identifying synergies across departments and NDPBs, and considering efficiency. 

Contextual: Reviews should not be undertaken in silos, but should wherever possible be 
integrated with other departmental policy initiatives.  

Pace: Reviews must be c ompleted quickly to minimise disruption to the business and 
reduce uncertainty about the NDPB’s future. 

Inclusivity: Reviews must be open and inclusive. The NDPB being reviewed must be 
engaged. Users and stakeholders should have the opportunity to contribute. Parliament 
should be informed about the commencement and conclusions of reviews. Departmental 
Select Committees must be given the opportunity to input. 

Transparency: All reviews must be ann ounced formally, both to Parliament and to the 
public. All review reports must be published once clearance has been given by the Minister 
for the Cabinet Office. The results of reviews must be announced to Parliament. 

 

Process 

1.5 The review was conducted by the DH Triennial Review Team. The start of the review was 
announced by Written Ministerial Statement to both Houses of Parliament on 30 October 
2014 in tandem with the reviews of the Medicines and Healthcare Products Regulatory 
Agency, the National Institute for Heath and C are Excellence (NICE), the British 
Pharmacopoeia Commission (BPC), the Administration of Radioactive Substances 
Advisory Committee (ARSAC) and the Independent Reconfiguration Panel (IRP). 

1.6 In accordance with Cabinet Office guidance that Triennial Reviews should be 
proportionate to the size of the body, the CHM review followed a ‘ light touch’ approach 
with evidence gathered simultaneously for both stages of the review. It was agreed with 
the Cabinet Office to ‘cluster’ the governance arrangements with the parallel reviews of the 
British Pharmacopoeia Commission (BPC), another Advisory NDPB of the DH, and the 
Medicines and Healthcare Products Regulatory Agency (‘the Agency’), an Executive 
Agency of the DH, which oversees and supports both the BPC and the CHM.  

1.7 The three reviews were overseen by a DH director-level Senior Review Sponsor (SRS). A 
Project Board made up of the Agency’s Chief Operating Officer, the Agency’s Director of 
Policy, a DH Sponsor Team representative and a member of the Triennial Review Team 
was chaired by the SRS, and was responsible for holding the review team to account and 
ensuring the final report is balanced and evidence-based. 

1.8 In line with Cabinet Office guidance, for the larger reviews of the Agency and NICE a 
Challenge Group was formed to test and challenge the assumptions and conclusions of 
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the review. As the reviews were clustered, the CHM Scoping Document (including Key 
Lines of Enquiry) and emerging findings were put to the group for comment and approval.  

1.9 Additionally, a T riennial Review Steering Group chaired by the Director of the DH 
Assurance Division oversaw the wider review programme of work.  

1.10 The Terms of Reference, membership of the Challenge Group and the Written Ministerial 
Statement announcing the review can be found in Annex D. 

 

Evidence and Stakeholder Engagement 

1.11 A joint Stakeholder Engagement Strategy was produced for the reviews of the BPC, CHM 
and the Agency. Extensive input was provided from the bodies under review, and t he 
document was approved by the Project Board and Challenge Group.  

1.12 Evidence was gathered through a v ariety of means including desk-based research, 
submitted evidence, interviews with key stakeholders and a pu blic Call for Evidence. 
Stakeholder engagement is summarised in Annex C. 

1.13 The review was announced by Written Ministerial Statement and ministers wrote to the 
Health Select Committee to inform them of the review. 

 

Background on the CHM  

1.14 The thalidomide tragedy transformed medicines regulation in the UK. Thalidomide was 
prescribed during the late 1950s and early 1960s to relieve morning sickness in the first 
few months of pregnancy, but caused unpredicted serious birth defects.  

1.15 In order to prevent a similar occurrence, the Committee on Safety of Drugs (also known as 
the Dunlop Committee after its first chairman) was set up in 1963. In 1964 it introduced a 
voluntary adverse drug reaction reporting system, the ‘Yellow Card Scheme’, to monitor 
side effects of marketed medicines.  

1.16 The Committee subsequently became the Committee on Safety of Medicines (CSM) under 
the terms of the Medicines Act of 1968, which provided the legal framework for the control 
of medicines in the UK. The Act required medicines to be licensed before being allowed 
onto the UK market.  

1.17 Ministers established the Commission on Human Medicines (CHM) in 2005 under section 
2 of the Medicines Act 1968, amalgamating the responsibilities of the Medicines 
Commission and the Committee on Safety of Medicines. 
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1.18 The functions of the CHM are set out in regulation 10 of the Human Medicines Regulations 
2012. Its functions are: 

• to advise the Health Ministers and the Licensing Authority on matters relating to human 
medicinal products including giving advice in relation to the safety, quality and efficacy 
of human medicinal products where either the Commission thinks it appropriate or 
where it is asked to do so; 

• to consider those applications that lead to Licensing Authority action as appropriate 
(i.e. where the Licensing Authority has a statutory duty to refer or chooses to do so); 

• to consider representations made (either in writing or at a hearing) by an applicant or 
by a licence or marketing authorisation holder in certain circumstances; and 

• to promote the collection and investigation of information relating to adverse reactions 
to human medicines for the purposes of enabling such advice to be given.  

The Commission is similarly involved in respect of medicinal products to which relevant EC 
legislation applies. 

Structure 

1.19 The CHM has 20 members (including the Chair) appointed by Ministers and meets 11 
times a year. The work of the CHM is supported by 11 Expert Advisory Groups1 (EAGs) 
comprising 133 experts. 

1.20 The Commission undertakes the key work of the organisation, it does not simply provide 
oversight, as is the case for other types of public bodies. Scientific advisory bodies often 
need larger boards in order to cover the range of expertise necessary to perform the work 
effectively. 

1.21 The cost of the Commission is funded from medicines licensing fees applied by the 
Agency. The annual spend on the Commission and its EAGs is approximately £300,0002. 

1.22 The Commission on Human Medicines Secretariat (‘the Secretariat’) is part of the 
Licensing Division of the Agency.  

  

                                            
1 Under regulation 14 of Part 2 of the 2012 Regulations, an advisory body may, with the approval of the Licensing 
Authority (the Agency), appoint one or more sub-committees, or the licensing authority may direct an advisory body 
to appoint an EAG to advise on specific matters. They are chaired by a member of the CHM. 
2 Committee attendance fees, support services, refreshments and travel expenses were £326,000 and £280,000 in 
2012/13 and 2013/14 respectively. 
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2. The Review: Stage One 
2.1 Stage One of the review addresses two fundamental questions: do the functions provided 

by the CHM still need to be performed; and if they do, what is the appropriate delivery 
model for those functions? 

 

Functions 

Advice to Health Ministers and the Licensing Authority  

2.2 The Agency discharges, on b ehalf of ministers, functions that they exercise, singly or 
collectively, as the “Licensing Authority”, “Health Ministers” or the “competent authority.”  

2.3 In practice therefore, the vast majority all of the CHM’s work is with the Agency, though 
advice can be sought from, or given to, the DH and its ministers. In 2013 for example, the 
Cardiovascular, Diabetes, Renal, Respiratory and Allergy Expert Advisory Group and the 
Paediatric Medicines Expert Advisory Group advised on a proposal that schools hold 
supplies of asthma inhalers for emergency use and appropriate protocols for their safe and 
effective use. 

2.4 The CHM may be consulted on proposed changes to a drug's legal status. All authorised 
medicines fall into one of three categories: POM (Prescription Only Medicines), P 
(Pharmacy) or GSL (General Sales List), which differs from the European two-tier system 
of ‘subject to a medical prescription’ or ‘not subject to a medical prescription.’  

 

Considering Applications 

2.5 Before a medicine can be placed on the market, it must be given a marketing authorisation 
(licence) by the Licensing Authority (the Agency, on behalf of ministers). Applications are 
reviewed by the Agency's staff, and if they are considered to be s atisfactory, the 
application will usually be granted without referral to the CHM. For novel or more complex 
products, the Agency may consult the CHM. 

2.6 Where the Licensing Authority decides to refuse an application, they are required under 
Schedule 11 of the Human Medicines Regulations 2012 to seek the CHM's advice. 

2.7 Aside from applications for new marketing authorisations, the Licensing Authority also 
receives applications for changes to the marketing authorisations of existing medicines. 
There is no requirement to consult the CHM before a variation application is refused, but 
the CHM will usually be consulted when an ap plication is for a m ajor change to the 
licensed indications of a product. 
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Considering Representations  

2.8 Where the CHM’s provisional view is to advise the Licensing Authority to refuse an 
application (other than a variation application), the CHM communicates this view to the 
applicant who then has an opportunity to make written or oral representation to the CHM. 

2.9 Since the Licensing Authority cannot refuse an application for a marketing authorisation 
without consulting the CHM, this function acts as an appeals mechanism. 

 

Adverse Reactions 

2.10 The CHM is responsible for promoting the collection and investigation of information 
relating to adverse reactions3. The Agency is responsible for the day-to-day monitoring of 
drug safety and f or recommendations on actions to improve the safety of medicines 
including responsibility for the ‘Yellow Card Scheme.’ Where the Agency identifies signals, 
it seeks the CHM’s advice. 

 

European Role 

2.11 Most marketing authorisations come through the European Centralised, Mutual 
Recognition and Decentralised procedures. The latter two are national authorisations, but 
have harmonised product information. For applications under the Centralised Procedure, 
the Committee on Human Medicinal Products4 (CHMP) appoints a rapporteur and co-
rapporteur from among the Member States. When the UK is appointed, the CHM will 
normally be asked to review the full assessment.  

2.12 In the case of non-rapporteur applications the Licensing Authority will normally seek advice 
from the CHM and EAGs. This entails reading the assessment reports (a summary of the 
company data) of the rapporteur and providing views that form the basis of the United 
Kingdom position.  

2.13 For most applications where the Agency is a non-rapporteur, the view of the CHM is 
sought to inform the Agency’s comments on the applications. 

2.14 Members of the CHM and its Expert Advisory Groups (EAGs) will be asked to attend the 
CHMP meetings when their expertise would be hel pful. The CHMP also has Scientific 

                                            
3 Information for products that are within their remit is investigated by the Advisory Board on the Registration of 
Homeopathic Products and the Herbal Medicines Advisory Committee. 
4 The CHMP is a Committee of the European Medicines Agency which provides the scientific input into the 
European authorisation processes. 
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Advisory Groups (SAGs), similar to the EAGs, and may call expert working groups to 
consider specific issues.  

Assessment: are the functions required? 

2.15 The individual functions fulfil statutory requirements under the Human Medicines 
Regulations 2012. 

2.16 Beyond being a s tatutory requirement, the functions are required in order to provide a 
formal source of up-to-date expertise to advise Health Ministers and t he Licensing 
Authority across a range of specialist areas, and to provide a  pool of experts to be called 
on for the meetings of the CHMP and its SAGs. Another strength of having this established 
framework of expertise is that the Licensing Authority can quickly and cost-effectively set 
up Working Groups to examine particular issues. The current Working Groups are: 
Alteplase, Isotretinoin, Nicotine Containing Products, Sodium valproate and a Review of 
non-prescription analgesics. 

2.17 Given the different scales of medicines regulation, there is a potential overlap between the 
CHM at National level and the European Medicines Agency at the European level. For 
example, the Pharmacovigilance Risk Assessment Committee (PRAC) is responsible for 
assessing and monitoring safety issues for human medicines. However since advice from 
the CHM feeds into the PRAC as the UK position for discussion, a robust UK view on EU 
drug safety issues would therefore not be possible without the advice given by CHM. The 
UK is currently a major contributor to European-level discussions.  

2.18 Another area of potential overlap considered by the review was with the National Institute 
for Health and Care Excellence (NICE). Through its Health Technology Appraisals, NICE 
assesses the cost-effectiveness of licensed medicines. Given that the efficacy component 
is examined by the CHM, the review questioned whether the CHM should consider cost as 
well. However all stakeholders who expressed a view felt that the separation of cost from 
safety, quality and ef ficacy was important. Additionally, the NICE position on efficacy is 
informed by the work of the Agency and the CHM, and it was noted that NICE observers 
had attended the meetings of Working Groups in the past, so there was minimal 
duplication of effort and resource.  

2.19 Stakeholders expected continuing or increasing demand, particularly at the European 
level. There are some quality concerns about EU level advice as countries which have a 
small regulatory function may have limited expertise. The amount of work needed to 
influence European positions is high, so this means more work for CHM in a transitioning 
European context. Additionally, work may increase due to a number of widely used 
biosimilars5 coming off patent over the next few years. 

                                            
5 A similar biological or 'biosimilar' medicine is a biological medicine that is similar to another biological medicine 
that has already been authorised for use. 
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2.20 Beyond removing expert advice to minsters and the Licensing Authority, stopping the 
functions would result in a di minished European influence. The CHM facilitates the UK 
contribution to EU regulatory process and helps shape EU Legislation and industry 
requirements (it is important to ensure UK’s complex, devolved, health systems are taken 
into account). The CHM’s clinical expertise is particularly important in European 
discussions, as clinical practice is not internationally harmonised. Stakeholders also 
highlighted that the CHM was the only source of expertise for UK-specific drug 
licensing/post-licensing issues and the CHM plays an important role in helping to advise 
the Agency on associated medical practice issues in the UK.  

2.21 Whilst the CHM directly supports the work of the Agency and the DH, through delivering its 
functions it also performs a public health role, ensuring the safety of drugs available in the 
UK through both National and E uropean mechanisms. This helps support public 
confidence in the regulatory system.  

2.22 Assessment: the individual functions are required. 
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Form 

2.23 It is Government policy that NDPBs should only be set up, or remain in existence, where 
the NDPB model can be c learly evidenced as the most appropriate and cost-effective 
model for delivering the function in question. Cabinet Office guidance has a checklist of 
delivery options reproduced in Table 1. Some of the options were rejected early as being 
inappropriate. For those which remained, further evidence was gathered from stakeholder 
interviews and the Call for Evidence.  

 

Delivery option Initial Assessment 
Abolish Consider – are the functions required? 
Move out of central 
government 

Rejected – works closely with other central government bodies, moving to a local 
level would be ill-suited with its international role. 

Commercial model Rejected – the CHM essentially performs a regulatory function and so would only 
be able to recoup costs from regulated industry. There are no obvious areas for 
wider commercialisation. 

Bring-in house Consider – becoming an Advisory Committee of the DH. 
Merger with another 
body 

Consider – in particular becoming an Expert Committee of the Agency. 

Less formal 
structure 

 

Rejected – the Cabinet Office Categories of Public Bodies list a number of 
options for less formal advisory bodies: Temporary Advisory Bodies, Task Forces 
and Reviews, Stakeholder Groups/Forums, Public Sector Working Groups and 
Internal Advisory Committees. All were rejected as the functions require long-
term, specialist and impartial advice. 

Delivery by a new 
Executive Agency 

Rejected – the CHM does not deliver services. It is very small, costs very little 
and does not employ any staff. 

Continued delivery 
by an NDPB. 

Consider – does it meet one or more of the three tests. 

Table 2.1: Checklist of Delivery Options 

2.24 This review considered abolishment (through the ‘functions’ component of Stage One), 
bringing in-house, merging with another body or continued delivery as an Advisory NDPB. 

 

Bring in-house 

2.25 The DH hosts a number of Advisory Committees which give expert advice to inform policy 
development. All stakeholders who expressed a v iew rejected this delivery model, as 
independence from ministers was seen to be important for delivery of objective advice. 
Furthermore, there are no obvious benefits to such a change. 

2.26 Assessment: moving in-house is not appropriate. 
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Merger with another body 

2.27 As a result of the 2010 review of public bodies by the Cabinet Office, the Advisory Board 
on the Registration of Homeopathic Products and the Herbal Medicines Advisory 
Committee were both merged into the Agency as Expert Committees. The CHM retained 
its Advisory NDPB status on the basis of it performing a function requiring impartiality.  

2.28 All stakeholders who expressed a view thought independence from the Agency was 
important. From an industry perspective, independence from the Agency is necessary 
since the CHM is the appeal body if the Agency intends to refuse a marketing 
authorisation request. Separation ensures the CHM is not perceived as biased by internal 
Agency views and can make recommendations which disagree with them. 

2.29 Similarly, a merger with the other Human Medicines Regulations 2012 Advisory Body, the 
British Pharmacopoeia Commission (also an advisory NDPB) would also be inappropriate 
both because of the risk of a perception of conflicts of interest and because there would be 
no additional synergies to be gained. 

2.30 Assessment: merging with another public body is not appropriate.  

 

Continued delivery as an NDPB: The Three Tests 

2.31 Government policy states that if a public function is needed, it should be undertaken by a 
body that is democratically accountable at either national or local level. A body should only 
exist at arm’s length from government as an NDPB if it meets one or more of three tests:   

i. it performs a technical function which needs external expertise to be delivered – 
for example a f unction that could not be delivered in a dep artment by civil 
servants, and where it would not be appropriate to recruit staff with the necessary 
skills to the department to undertake the function; 

ii. its activities need t o be, and be s een to be, delivered with absolute political 
impartiality – for example where political involvement, or perceived involvement, 
could adversely affect commercial considerations, growth, or the financial 
markets, or could lead to criticism of partiality; or 

iii. it needs to act independently of Ministers to establish facts and/or figures with 
integrity – for example in the compilation of National Statistics. 

2.32 The CHM meets the first test. Members are appointed on the basis of their expertise in 
relevant specialist fields. The expertise in the Agency is not as deep and is not up-to-date. 
The monthly meetings and high market rate for their skills would mean employment is 
neither possible nor appropriate.  
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2.33 The CHM meets the second test. The CHM was retained during the 2010 Cabinet Office 
review of public bodies for this reason. Impartiality ensures both industry and public 
confidence in the medicine regulation process. 

2.34 The CHM meets the third test. The Commission considers scientific medical data relating 
to the safety and efficacy of medicines; this might derive from clinical trials reports on 
safety issues relating to medicines in use, or other sources. The majority of stakeholders 
felt that independence from ministers, or any other external influences, was essential for 
an organisation delivering scientific advice on the safety, efficacy and quality of medicines.  

2.35 No comments were received by the review team calling for anything other than continued 
delivery by an advisory NDPB. 

2.36 Assessment: the CHM meets all three tests.  

  



 

 19 

3. Conclusions of Stage One 
3.1 Stage One of the review examined the functions and form of the CHM. The CHM performs 

a number of statutory functions supporting Health Ministers and the Licensing Authority 
(which are in practice discharged by the Agency). Together these play a public health role, 
ensuring the safety of drugs available in the UK through both National and E uropean 
mechanisms. Through making recommendations on m arketing authorisations and 
considering representations, the CHM acts as a c heck and balance on the licensing 
process. 

3.2 Given that the functions are still required, the review went on to consider the most 
appropriate delivery model. After ruling out inappropriate models, the review went on t o 
consider in detail: moving in-house, merger with another body and continued delivery as 
an NDPB.  

3.3 In order to maintain industry and public confidence in medicines regulation, it is necessary 
that the CHM is independent of both ministers and the Agency. 

3.4 Stage One finding: the functions provided by the body are still required and the 
most appropriate form is an Advisory NDPB. The CHM meets the three tests to 
remain an NDPB. 

3.5 Recommendation 1: the CHM should continue to deliver these functions as an 
Advisory NDPB.  
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4. The Review: Stage Two 
4.1 If the outcome of Stage One is that the functions should still be performed by the existing 

NDPB, Stage Two examines the NDPB’s capacity for delivering more effectively and 
efficiently, as well as the control and governance arrangements in place to ensure that the 
public body and the sponsoring department are complying with recognised principles of 
good corporate governance. It includes an assessment of the body’s performance. 

Efficiency  

4.2 As an Advisory NDPB, the CHM employs no staff and has no physical assets so the scope 
for efficiency savings is limited.  

4.3 The CHM was established in 2005 amalgamating the responsibilities of two bodies: the 
Medicines Commission and the Committee on Safety of Medicines. This in itself reduced 
duplication of effort and expertise.  

4.4 There are three ways to increase efficiency: increasing income, decreasing costs or 
increasing the quality or level of output from the same resources. The CHM has no direct 
income and is funded from medicine licensing fees charged by the Agency. There are no 
likely other sources of income and so this review considered the latter two options. 

 

Commission Expenses 

4.5 Under Schedule 2 o f the 2012 Human Medicines Regulations, ministers may pay to the 
members of each advisory body and expert advisory group such remuneration (if any) and 
such allowances as may be determined by the ministers with the consent of the Treasury. 

4.6 According to the Cabinet Office Public Bodies 2014 publication, the Chair’s attendance fee 
(£500 a d ay) is at the higher end o f the spectrum for Advisory NDPBs; there is no 
benchmarking data available to compare member’s attendance fees (£325). These have 
been unchanged for more than three years. The fees are a fraction of the consulting rate 
members could expect for their expertise (£300-400 an hour). In addition, there is a large 
amount of reading and preparation work for meetings which is not reflected in the fee, and 
this has increased 2-3 times over the last few years. 

4.7 Overall, the fees represent exceptional value for money for the level of expertise in the 
CHM. Members are very dedicated and have a strong sense of public service. It is worth 
noting that in order to comply with the requirement for no personal interests, 
Commissioners make an active sacrifice to serve on the CHM. 
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Meetings 

4.8 The Commission meets 11 times a y ear for up t o 2 days. When there is not enough 
business, meetings are reduced to one day. 

4.9 Expert Advisory Groups make use of teleconferencing, videoconferencing and e mail. It 
has been decided that EAGs should meet face-to-face at least once a year in order to 
build working relationships. One response stated that teleconferencing worked well but 
only because these face-to-face meetings had taken place before. Another suggested that 
teleconferencing was preferable to email since it facilitated a di scussion rather than a 
series of comments, and more use could be made of it.  

4.10 All stakeholders who expressed a v iew agreed that it was appropriate Commission 
meetings remain face-to-face as it provides opportunities for informal conversations with 
other members as well as facilitating the formal discussion and effective decision-making. 

 

Expert Advisory Groups 

4.11 As with the Commission itself, members of EAGs are entitled to an attendance fee and 
travel & subsistence expenses. 

4.12 The Commission and Secretariat actively manages the number of EAGs. The overall EAG 
structure was initially decided in 2005-6. This was reviewed after four years, with the 
number of EAGs decreasing from 16 t o 12. In 2013, the Commission merged the 
Biologicals and Vaccines and Clinical Trials Expert Advisory Groups in order to best utilise 
expertise across the groups, resulting in the formation of the Clinical Trials, Biologicals & 
Vaccines Expert Advisory Group. 

4.13 Stakeholders highlighted the need to continually review the need for existing EAGs, as 
well as ensuring coverage of developing areas as new science and advanced therapies 
emerge. It was also suggested there was scope to include specific expertise in over-the-
counter medicines within the EAG structure. 

 

Collaboration 

4.14 Aside from potential to decreasing costs, the review considered whether the expertise of 
the CHM could be used more effectively across the wider health system. 

4.15 The vast majority of stakeholders suggested that there should be m ore effective 
collaboration with NICE. The CHM considers safety, quality and efficacy of medicines and, 
as discussed in Stage One, stakeholders agreed this should remain its remit. However, 
with the potential increase in the use of adaptive pathways and ear ly access schemes, 
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stakeholders believed that there should be closer working and b etter collaboration with 
Health Technology Assessment teams to ensure the best outcomes for patients. 

4.16 Another area highlighted was guidance produced by NICE. Guidance can be quite wide-
ranging, sometimes includes unlicensed medicines. It was felt that NICE could do to more 
to use CHM's knowledge in the practical application of advice, as well as reflecting CHM 
decisions in guidance. 

4.17 There is increasing interaction between NICE and CHM, for example following different 
interpretations of safety data on par acetamol for use in treating osteoarthiritis. A 
Memorandum of Understanding between the Agency and NICE exists, so communication 
goes through these existing channels.  

4.18 Finally, a suggestion was also received that the CHM could put steps in place to see how 
their guidance is being implemented by the NHS (e.g. for prescribing of biologics and 
biosimilars) and be more proactive in monitoring compliance and taking steps where 
necessary to address deficiencies. 

4.19 Recommendation 2: the CHM Secretariat should seek to establish more direct 
communication channels with stakeholders in the health system, particularly NICE. 
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Governance 

4.21 Cabinet Office guidance states that departments must assess the controls, processes and 
safeguards in place in the NDPB against the principles and supporting provisions set out in 
the code of good corporate governance.  

4.22 The full assessment for each principle is detailed in tabular form in Annex A. Overall the 
CHM is fully compliant with one, mostly compliant with four and partially complaint with 
one principle. Non-compliance is acceptable where this is justified by the particular 
circumstances and the appropriate alternative arrangements are in place. This section 
highlights particular themes emerging from stakeholder evidence. 

Accountability 

4.23 Assessment: the CHM is mostly compliant. 

4.24 There are clear lines of accountability for members of the CHM: Commissioners are 
annually appraised by the Chair, the Chair is annually appraised by the Chair of the 
Agency and the Chair of the Agency is accountable to ministers.  

4.25 As established in Stage One, the independence, and perceived independence, of the CHM 
is necessary for industry and publ ic confidence in medicines regulation. Given the close 
working relationship between the CHM and the Agency, it is important that lines between 
the CHM and the Agency do not become too blurred.  

4.26 Secretariat staff are currently appraised as part of the Licensing Division of the Agency. 
This is appropriate since the Secretariat are employees of the Agency. Whilst the 
Secretariat do seek informal feedback, there is no f ormal mechanism for seeking CHM 
members’ views on Secretariat performance. Since delivery of the functions of the CHM is 
heavily dependent upon the work of the Secretariat, it is appropriate that Commission 
members should have an opportunity to contribute to the appraisal of staff. 

4.27 Recommendation 3: the CHM Chair should be formally consulted as part of 
individual Secretariat staff appraisals, with the views of other members of the CHM 
to be sought as appropriate. 

 

Role of the sponsoring Department 

4.28 Assessment: the CHM is partially compliant. 

4.29 The DH delegates scrutiny and oversight to the Agency, an Executive Agency of the DH. 
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Role of the Chair 

4.30 Assessment: the CHM is fully compliant. 

 

Role of other members 

4.31 Assessment: the CHM is mostly compliant. 

4.32 Stakeholders agreed that lay members played an i mportant role advocating the patient 
voice, and determining the risk appetite of patients. The CHM has recently reduced the 
number of lay members from two to one. In part this was because the Commission is quite 
large and the Secretariat had identified two areas of overlap (lay and clinical 
pharmacology). A concern was raised that the lay voice would not be as effective when 
reduced to a single member on the Commission, since in the highly technical environment 
two lay members are able to discuss issues together to come to a lay view.  

4.33 However, there is a l ay Patient and Public Engagement EAG, and lay members sit on 
other EAGs. Given that there are constraints on the size of the Commission, the review 
team considered that as long as these lay members were able to input effectively into the 
Commission, the reduction to one Commissioner shouldn’t diminish the lay voice. 
Therefore, this review does not make a specific recommendation on the issue, but 
suggests the Commission and Secretariat monitor the situation going forward. 

4.34 Another issue considered by the review team was the appointment of members to the 
Expert Advisory Groups, who unlike Commissioners are not public appointments by 
ministers. The CHM and i ts EAGs draw members from a small pool of qualified people, 
which means filling vacancies can be challenging. 

4.35 In practice, vacancies are typically filled by existing members referring contacts. A number 
of stakeholders expressed a preference for a more open system. A disadvantage of this 
would be the additional workload for the Secretariat. When the CHM was established in 
2005 there was an open process to fill EAG roles. More recently an open process was 
used when the Patient and Public Engagement Expert Advisory Group was created. These 
recruitment exercises are resource intensive: the Patients and Public EAG campaign, for 
example, took 6 months complete. A risk of not filling vacancies quickly is that the quality 
of advice is potentially diminished. 

4.36 The Secretariat has approached the Royal Colleges for candidates in the past with some 
success. The review team considered that Royal Colleges were a good potential source 
for members and the Secretariat should consider developing this avenue further under the 
second recommendation of this review.  

4.37 Additionally, a resource-effective way of increasing the number of applicants to be 
considered for EAG vacancies would be to maintain a page on the website to publicise the 
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different roles within the Commission and its EAGs and the required qualifications and 
experience for those roles. 

4.38 Recommendation 4: the Agency should maintain a section of the CHM gov.uk 
website advertising EAG vacancies and allowing experts to express an interest in 
joining EAGs or the Commission. 

4.39 Another area considered was training. Commissioners request training and once a year a 
portion of a CHM meeting has an hour allocated to a general discussion or a presentation 
from a Commissioner on a specific topic. The review team considered that the present 
system of training was reactive rather than proactive, and an approach emphasising 
continuous development should be implemented.  

4.40 One suggestion was that some second meeting days could be retained for training or 
development activity even if there is no l icensing business to undertake. This could also 
reduce uncertainty on the part of Commissioners and employers about whether second 
days are required, and strengthen the case for members receiving getting the time off. 

4.41 Another suggestion was received that EAGs would benefit from training on r egulatory 
issues as they meet less regularly.  

4.42 Recommendation 5: the Chair and the Agency, through the Secretariat, should be 
more proactive in identifying training needs of Commissioners and EAG members. 
The possibility of retaining some second meeting days for development activity 
should be considered. 

Communications 

4.43 Assessment: the CHM is mostly compliant. 

4.44 There is a wider trend of transparency across the health system, for example NICE's 
advisory committee meetings, technology appraisal appeal hearings, public board 
meetings and a range of other meetings are open to the public to observe.  

4.45 The CHM produces two sets of minutes for Commission Meetings. A number of comments 
were received suggesting that the content of the publically available minutes should be 
reconsidered. In particular, it was suggested that the justifications for their decisions and 
the nature of the input from their EAGs could be made more explicit6. A suggestion was 
also received that the CHM could align with the EMA policy of making trial data accessible. 

4.46 Any change in the content of the minutes would have to be handled carefully due to the 
commercially sensitive information discussed. The matter is being considered by the 
Secretariat as well as a transparency working group in the Agency. 

                                            
6 Although drug safety topics are described more fully in the CHM Annual Report. 
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4.47 There was a range of views on the potential for holding one or more open meetings. Aside 
from the issue of commercially sensitive information being discussed, there was a question 
of whether having patients or treatment activists present would be c ompatible with 
scientific discussion of potentially emotive topics. In addition, there is a r isk that 
Commissioners would be unwilling to contribute as openly on particular issues in public. 

4.48 One suggestion of potential middle-ground was to hold an o pen meeting on a second 
meeting day, with less commercially sensitive issues on the agenda. Past agenda items 
which were suggested as potentially compatible were: driving when using drugs, changing 
the availability of drugs to over the counter and di scussions on safety signalling. The 
review team considered that there were positive and negative aspects to holding open 
meetings, and is no clear recommendation to be made one way or the other. However, the 
Commission may wish to consider regularly inviting individuals from other bodies in the 
health system (e.g. Royal Colleges), which would align well with recommendation 2 and 
could be used to build awareness of the work of the Commission and its EAGs for 
recruiting purposes.  

4.49 The CHM’s industry engagement was also considered. In terms of membership, 
Commissioners are not allowed to hold personal interests and so no commissioners are 
drawn from industry. A suggestion was received that CHM experts should be involved in 
discussions when company experts meet with Agency assessors. Beyond potential 
logistical issues (given the difficulties obtaining time off from employers for meetings), the 
vast majority of stakeholders thought that separation of the CHM from industry was 
important. The review team heard that during the CSM years experts had been contacted 
by industry for consultancy purposes. The CHM does meet with trade associations where 
there is business to be considered. The Agency may include committee members in 
clarification meetings if required. Overall, the review team considered that there was an 
appropriate level of industry access to the CHM. 

Conduct and Behaviour 

4.50 Assessment: the CHM is mostly compliant. 

4.51 Commission members are volunteers, not paid employees. As such, the CHM has no 
formal restrictions in place regarding the acceptance of appointments or employment after 
resignation or employment. However, the Rules Governing Proceedings make clear their 
confidential nature. 

4.52 Similarly, there is no formal system in place to ensure compliance with guidance on 
political activity. However, members are required to adhere to the Cabinet Office Code of 
Conduct for Board Members of Public Bodies as a c ondition of appointment, which is 
considered appropriate given the size of the CHM. 
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Performance 

4.53 As part of the review, the performance of the CHM was considered. Metrics from the last 
three published annual reports are summarised as Annex B. 

4.54 Overall, stakeholders were extremely positive about the quality of advice given, the 
strength of expertise and the volume of work accomplished. It was noted that members 
could be relied upon to respond even when papers were sent shortly before deadlines. It 
was clear from stakeholder feedback that the CHM and i ts members are respected 
internationally. 

 

Concerns 

4.55 The key issue highlighted by stakeholders was the difficulty for members in securing time 
off from employers. This is particularly true for clinicians and academics. The Commission 
meets 11 times a y ear for up to 2 days at a time, which represents a large time 
commitment.  

4.56 In the current financial climate, NHS Trusts have become less flexible with staff and don’t 
necessarily recognise the benefits membership provides to the individual’s experience and 
expertise. Higher Education Institutions face comparable financial pressures, with staff 
encouraged to focus on c ore activities, particularly research and research income 
generation. This has been compounded by changes to how academic research quality is 
assessed7. Consequently, external commitments, such as serving on the CHM may not be 
supported by institutions, and can be perceived by individuals as unhelpful and potentially 
damaging to their academic careers. 

4.57 Recommendation 6: that the CHM Secretariat works with the Agency and the 
Department to establish a p rocess whereby the Chief Medical Officer writes to 
Commissioner’s employers on a ppointment or reappointment, highlighting the 
importance of their work and the value such experience provides. 

4.58 Finally, a number of comments were received regarding the late availability of papers for 
review, resulting from very tight timelines imposed by national and European processes. It 
was not clear from comments received what the solution to this would be.  

                                            
7 Before 2014, research of HEIs was evaluated every five years through the Research Assessment Exercise 
(RAE). Research quality was graded between one and four stars, with each level attracting different Higher 
Education Funding Council for England (HEFCE) ‘Quality-Related Income.’ This was achieved by examining 
research outputs (65%), research environment (20%) and esteem (15%). In 2014, RAE was succeeded by the 
Research Excellence Framework (REF), which entirely replaced esteem and 5% of the research environment 
component with the ‘impact’ of research outside academia. Whereas, under RAE, time spent on CHM (and similar) 
activity contributed to the esteem component, under REF, there is little or no recognition of activities which are not 
directly related to specific research activity. 
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5. Conclusions of Stage Two  
5.1 Stage Two of the review examined the efficiency, governance and performance of the 

CHM.  

5.2 Overall the CHM operates efficiently. The scope for savings is limited but appropriate use 
is made of teleconferencing and t here is active management of the number of EAGs, 
which will be i mportant as new therapies emerge going forward. The CHM is fully 
compliant with one, mostly compliant with four, and partially compliant with one principle of 
good corporate governance. Stakeholders were very positive about the performance of the 
CHM and its members. 

5.3 The key concern emerging from the review relates to the ability of Commissioners to 
secure time off work from employers. The report also makes a small number of minor 
recommendations, summarised below. 

Efficiency 

5.4 Recommendation 2: the CHM Secretariat should seek to establish more direct 
communication channels with stakeholders in the health system, particularly NICE. 

Governance 

5.5 Recommendation 3: the CHM Chair should be formally consulted as part of 
individual Secretariat staff appraisals, with the views of other members of the CHM 
to be sought as appropriate. 

5.6 Recommendation 4: the Agency should maintain a section of the CHM gov.uk 
website advertising EAG vacancies and allowing experts to express an interest in 
joining EAGs or the Commission. 

5.7 Recommendation 5: the Chair and the Agency, through the Secretariat, should be 
more proactive in identifying training needs of Commissioners and EAG members. 
The possibility of retaining some second meeting days for development activity 
should be considered. 

Performance 

5.8 Recommendation 6: that the CHM Secretariat works with the Agency and the 
Department to establish a p rocess whereby the Chief Medical Officer writes to 
Commissioner’s employers on a ppointment or reappointment, highlighting the 
importance of their work and the value such experience provides. 
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Annex A: Compliance with the Principles of 
Good Corporate Governance 

Principles of Good Corporate Governance Findings of Review 

A
cc

ou
nt

ab
ili

ty
 

Principle: 
The minister is ultimately accountable to Parliament 
and the public for the overall performance, and 
continued existence, of the advisory NDPB. 

The CHM is mostly compliant 
overall. 

Provision 1 
The minister and sponsoring department should 
exercise appropriate scrutiny and oversight of the 
advisory NDPB. This includes oversight of any public 
monies spent by, or on behalf of, the body. 

The CHM is fully compliant: 
The CHM is overseen by the 
Agency, an Executive Agency of the 
DH.  

Provision 2 
Appointments to the advisory NDPB should be made in 
line with any statutory requirements and, where 
appropriate, with the Code of Practice issued by the 
Commissioner for Public Appointments. 

The CHM is fully compliant. 
All DH public appointments follow 
the Code. 

Provision 3 
The minister will normally appoint the Chair and all 
board members of the advisory NDPB and be able to 
remove individuals whose performance or conduct is 
unsatisfactory. 

The CHM is fully compliant. 

Provision 4 
The minister should meet the Chair on a regular basis. 

The CHM is not compliant: 
The Chair of the CHM is annually 
appraised by the Chair of the 
Agency, who is accountable to 
ministers. 

Provision 5 
There should be a requirement to inform Parliament 
and the public of the work of the advisory NDPB in an 
annual report (or equivalent publication) proportionate 
to its role. 

The CHM is fully compliant: 
An annual report is published and 
laid before Parliament. 

Provision 6 
 
The advisory NDPB must be compliant with Data 
Protection legislation.  

The CHM is fully compliant. 
The Secretariat is responsible for 
compliance. 

Provision 7 
 
The advisory NDPB should be subject to the Public 
Records Acts 1958 and 1967.  

The CHM is fully compliant. 
The Secretariat is responsible for 
ensuring compliance. 
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Principle: 
The departmental board ensures that there are 
appropriate governance arrangements in place with the 
advisory NDPB. 
 
There is a sponsor team within the department that 
provides appropriate oversight and scrutiny of, and 
support and assistance to, the advisory NDPB. 

The CHM is partially compliant 
overall. 

Provision 1 
The departmental board’s agenda should include 
scrutiny of the performance of the advisory NDPB 
proportionate to its size and role. 

The CHM is partially compliant: 
The CHM is overseen by the 
Agency, an Executive Agency of the 
DH. 

Provision 2 
There should be a document in place which sets out 
clearly the terms of reference of the advisory NDPB. It 
should be accessible and understood by the 
sponsoring department and by the Chair and members 
of the advisory NDPB. It should be regularly reviewed 
and updated. 

The CHM is fully compliant: 
Terms of reference are derived from 
the Human Medicines Regulations 
2012, and are published on the CHM 
gov.uk website and the annual 
report. 

Provision 3 
There should be a dedicated sponsor team within the 
sponsor department. The role of the sponsor team 
should be clearly defined. 

The CHM is not compliant: 
There is no dedicated sponsor team 
for the CHM. Since the CHM and the 
Agency are so closely linked, it 
would be inappropriate to have a 
separate sponsor team. 

Provision 4 
There should be regular and ongoing dialogue 
between the sponsoring department and the advisory 
NDPB. 

The CHM is not compliant: 
However, there is regular and 
ongoing dialogue between DH and 
the Agency, which hosts and 
manages the CHM. 

Provision 5 
There should be an annual evaluation of the 
performance of the advisory NDPB and any supporting 
committees – and of the Chair and individual members. 

The CHM is fully compliant: 
The CHM produces an annual report 
detailing its activity, and that of its 
EAGs which is signed off by the 
Agency and ministers. 
Members are appraised annually by 
the Chair. The Chair is appraised by 
the Chair of the Agency. 
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Principle: The Chair is responsible for leadership of 
the advisory NDPB and for ensuring its overall 
effectiveness. 

The CHM is fully compliant overall. 

Provision 1 
The advisory NDPB should be led by a non-executive 
Chair. 

The CHM is fully compliant. 

Provision 2 
There should be a formal, rigorous and transparent 
process for the appointment of the Chair. This should 
be compliant with the Code of Practice issued by the 
Commissioner for Public Appointments . The Chair 
should have a clearly defined role in the appointment 
of non-executive board members. 

The CHM is fully compliant. 
All DH public appointments follow 
the Code. 
The role of the Chair in the 
appointments process was made 
clear on appointment. 

Provision 3 
The duties, role and responsibilities, terms of office and 
remuneration (if only expenses) of the Chair should be 
set out clearly and formally defined in writing. Terms 
and conditions must be in line with Cabinet Office 
guidance and with any statutory requirements. The 
responsibilities of the Chair will normally include: 
• representing the advisory NDPB in any discussions 

with ministers; 
• advising the sponsoring department and ministers 

about member appointments and the performance 
of members ; 

• ensuring that the members have a proper 
knowledge and understanding of their role and 
responsibilities. The Chair should ensure that new 
members undergo a proper induction process and 
is normally responsible for undertaking an annual 
assessment of non-executive board members’ 
performance; 

• ensuring that the advisory NDPB, in reaching 
decisions, takes proper account of guidance 
provided by the sponsoring department or 
ministers; 

• ensuring that the advisory NDPB carries out its 
business efficiently and effectively; and 

• representing the views of the advisory NDPB to the 
general public, when required. 

The CHM is fully compliant:  
All public appointees have terms and 
conditions of appointment attached 
to their offer letter. These are cleared 
by lawyers and any statutory 
requirements would be set out. The 
responsibility to abide with the 
Cabinet Office’s Code of Conduct is 
made clear. 
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Principle: The members should provide independent, 
expert advice. 

The CHM is mostly compliant 
overall. 

Provision 1 
There should be a formal, rigorous and transparent 
process for the appointment of members to the 
advisory NDPB. This should be compliant with the 
Code of Practice issued by the Commissioner for 
Public Appointments. 

The CHM is fully compliant. 
All DH public appointments follow 
the Code. 

Provision  2 
Members should be properly independent of the 
department and of any vested interest (unless serving 
in an ex-officio or representative capacity). 

The CHM is fully compliant: 
The chairman and members of the 
CHM and chairmen of the Pharmacy 
and Standards EAG, the 
Pharmacovigilance EAG and the 
Biologicals and Vaccines EAG (by 
virtue of their membership of the 
CHM) are not permitted to hold any 
current personal interests in the 
pharmaceutical industry, and declare 
non-personal interest. 

Provision 3 
Members should be drawn from a wide range of 
diverse backgrounds, but should have knowledge and 
expertise in the field within which the body has been 
set up to advise ministers. The advisory NDPBs as a 
whole should have an appropriate balance of skills, 
experience, independence and knowledge. 

The CHM is fully compliant: 
All stakeholders who expressed a 
view felt the CHM had the 
appropriate balance of experience, 
independence and knowledge. 
There is one lay member of the 
CHM. 

Provision 4 
The duties, role and responsibilities, terms of office and 
remuneration of members should be set out clearly and 
formally defined in writing. Terms and conditions must 
be in line with Cabinet Office guidance and with any 
statutory requirements. 

The CHM is fully compliant: 
Fees are published in the Annual 
Report. 
All public appointees have terms and 
conditions of appointment attached 
to their offer letter. These are cleared 
by lawyers and any statutory 
requirements are set out. The 
responsibility to abide with the 
Cabinet Office’s Code of Conduct is 
made clear. 

Provision 5 
All members must allocate sufficient time to the 
advisory NDPBs to discharge their responsibilities 
effectively. 

The CHM is fully compliant: 
Stakeholders highlighted the 
responsiveness of members to 
requests, even when papers are sent 
shortly before the deadline. 
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Provision 6 
There should be a proper induction process for new 
members. This should be led by the Chair. There 
should be regular reviews by the Chair of individual 
members’ training and development needs. 

The CHM is partially compliant: 
There is a proper induction process 
covering the role of the CHM and 
Agency, the European Procedures 
and administrative matters. 
Training is provided to 
Commissioners if requested. Each 
year the CHM has an ‘en-college’ 
day when we lay on specific 
presentations/ topics for discussion 
to keep commissioners up to date on 
issues relevant to the regulatory 
process. 
Whilst the annual appraisal of 
commissioners provides an 
opportunity to assess training and 
development needs it is not clear 
that this occurs as a matter of 
course. 

Provision 7 
All members should ensure that high standards of 
corporate governance are observed at all times. This 
should include ensuring that the advisory NDPB 
operates in an open, accountable and responsive way. 

The CHM is fully compliant. 
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Principle: The advisory NDPB should be open, 
transparent, accountable and responsive. 

The CHM is mostly compliant 
overall. 

Provision 1 
The advisory NDPB should operate in line with the 
statutory requirements and spirit of the Freedom of 
Information Act 2000. 

The CHM is fully compliant: 
The Secretariat is responsible for 
ensuring compliance. 

Provision 2 
The advisory NDPB should make an explicit 
commitment to openness in all its activities. Where 
appropriate, it should establish clear and effective 
channels of communication with key stakeholders. It 
should engage and consult with the public on issues of 
real public interest or concern. This might include 
holding open meetings or annual public meetings. The 
results of reviews or inquiries should be published. 

The CHM is fully compliant: 
Stakeholders stressed the 
importance of CHM separation from 
industry. However, the CHM does 
meet with trade associations where 
there is business to be considered. 
The Agency may include committee 
members in clarification meetings if 
required.  

Provision 3 
The advisory NDPB should proactively publish 
agendas and minutes of its meetings. 

The CHM is partially compliant: 
Agendas are not proactively 
published as names of pre-approval 
items (which form the bulk of the 
agenda) cannot be released due to 
commercial sensitivity concerns.  
The CHM publishes minutes with 
commercially sensitive information 
removed.  

Provision 4 
There should be robust and effective systems in place 
to ensure that the advisory NDPB is not, and is not 
perceived to be, engaging in political lobbying. There 
should also be restrictions on members attending Party 
Conferences in a professional capacity. 

The CHM is partially compliant: 
There are no systems in place to 
ensure the CHM is not, or is not 
perceived to be engaging in political 
lobbying. Members can check with 
the Secretariat if they are unsure. 
Given the size of the CHM this is 
appropriate. 
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Principle: Members should work to the highest 
personal and professional standards. They should 
promote the values of the advisory NDPB and of good 
governance through their conduct and behaviour. 

The CHM is mostly compliant 
overall.  

Provision 1 
A Code of Conduct must be in place setting out the 
standards of personal and professional behaviour 
expected of all members. This should follow the 
Cabinet Office Code. All members should be aware of 
the Code. The Code should form part of the terms and 
conditions of appointment. 

The CHM is fully compliant 
All public appointees have terms and 
conditions of appointment attached 
to their offer letter. The responsibility 
to abide with the Cabinet Office’s 
Code of Conduct is set out. 

Provision 2 
There are clear rules and procedures in place for 
managing conflicts of interest. There is a publicly 
available Register of Interests for members. This is 
regularly updated. 

The CHM is fully compliant: 
The rules and procedures are set out 
in the Code of Practice.  
The Code of Practice and the 
Register of Interests are both 
published in the publically available 
Annual Report. 

Provision 3 
There must be clear rules in place governing the 
claiming of expenses. These should be published. 
Effective systems should be in place to ensure 
compliance with these rules. 

The CHM is fully compliant: 
There is a formal expenses policy in 
place. 
Claims are checked by the 
Secretariat and the Agency’s 
Finance staff. 

Provision 4 
There are clear rules and guidelines in place on 
political activity for members and that there are 
effective systems in place to ensure compliance with 
any restrictions. 

The CHM is partially compliant: 
Members are required to adhere to 
the Cabinet Office Code of Conduct 
for Board Members of Public Bodies 
as a condition of appointment. 
There is no formal system in place to 
ensure compliance. This is 
appropriate given the size of the 
CHM. 

Provision 5 
There are rules in place for members on the 
acceptance of appointments or employment after 
resignation or retirement. These are enforced 
effectively. 

The CHM is not compliant: 
There is no restriction in place. The 
Rules Governing Proceedings make 
clear the confidential nature of 
proceedings. This is appropriate 
given the size and role of CHM.  
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Annex B: Performance 
   2011 

Annual 
Report 

2012 
Annual 
Report 

2013 
Annual 
Report8 

Overview Commission Meetings 
… of which two day meetings 6 6 4 
… of which one day meetings 5 5 7 
Total 11 11 11 

C
on

si
de
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g 
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at
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ns

 Average number of applications considered at each meeting9 8 13 11 

Advice on Applications for 
National Marketing 
Authorisations/ Mutual 
Recognition/ Decentralised 
and Centralised 
Applications 

New Active 
Substances  

Grant 
Advised 12 10 5 

Grant not 
advised 25 59 46 

Abridged 
Applications  

Grant 
Advised 15 18 11 

Grant not 
advised 33 51 59 

Total marketing authorisations considered 85 133 121 
….of which new active substances, or new combinations of 
active substances through the Centralised Procedure 35 69 45 

Appeals Pre-hearings considered (covering x applications) 3 (7) 4 (4) 5 (13) 

Adverse 
Drug 

Reactions 

Total number of UK spontaneous suspected ADR reports 
compared to previous year +7.8% +3% +20% 

Proportion of serious reports 87% 87% 86% 
Validated signals 138 68 73 

Source: annual reports 

 
 

  

                                            
8 The 2014 Report is  
9 In addition to clinical trial applications, appeals, reclassifications, pharmacovigilance issues and other matters. 
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Annex C: List of Stakeholders Consulted 
At part of the review process stakeholders were interviewed or otherwise submitted comments 
on the CHM: 

Professor Stuart Ralston (Chair, CHM) 

Prof Ian Weller (Vice-Chair, CHM) 
Dr Angela Thomas (Commissioner, CHM) 

Mrs Alison Bowser (Commissioner, CHM) 

Prof Munir Pirmohamed (Commissioner, CHM) 
Ms. Swati Singh (CHM Secretariat) 

Dr Krishna Prasad (the Agency) 

Dr Linda Anderson (the Agency) 
Dr Sarah Branch (the Agency) 

Mr Keith McDonald (the Agency) 

Prof Sir Michael Rawlins (Chair, the Agency) 
Dr Ian Hudson (Chief Executive, the Agency) 

Sir Kent Woods (Chair, European Medicines Agency) 

Dr Siu Ping Lam (the Agency) 
Dr June Raine (the Agency) 

Ged Nowlan (Public Appointments Team, DH)  

Charlotte Firth (Public Appointments Team, DH)  
Anya Tahir (DH Agency/NICE Sponsor Team) 

Dr Sunjai Gupta (PHE) 

A public Call for Evidence ran between 1 December 2014 and 13 January 2015. The following 
responses were received: 

Association of the British Pharmaceutical Industry (ABPI) 
The British Pharmacological Society 

Medicines Assessment Ltd.  

Two members of the Review Team attended the December 2014 meeting of the CHM. 

Three workshops were held as part of the Agency review. Comments relating to the CHM were 
received at the 5 January 2015 workshop, attended by the Proprietary Association of Great 
Britain, Roche, Eisai and the ABPI. 

Ministers wrote to the Health Select Committee to inform them of the review.  
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Annex D: Review Governance 
CHM Review Terms of Reference 

In line with Cabinet Office guidelines, this review has two principal aims, represented by two 
stages: 

i. To examine whether there is a continuing need for the functions performed by the CHM 
and, if there is, whether these functions should be delivered by an alternative delivery 
model; 

ii. If it is agreed that the functions of the CHM should continue to be d elivered as an 
Advisory Non-Departmental Public Body, to review the control and g overnance 
arrangements in place to ensure that the CHM is complying with the recognised 
principles of good corporate governance.  This stage will also include an assessment of 
the CHM’s performance. 

The structure, efficiency and effectiveness of the CHM will be considered as part of both stages. 
Stage One  
Stage one of the review will identify and examine the functions of the CHM, assess how the 
functions contribute to the core business of the health and care system, and consider whether 
they are still needed.  
Within this context, the review will consider: 

i. Whether delivery of the functions continues to contribute to wider government policy and 
constitutes a justifiable use of public money; 

ii. Whether there is a demand for the function or activity from users; 
iii. The cost and effects of not delivering the function.  

Where it is concluded that a function is still needed, stage one will go on to examine how this 
function might best be delivered. The review will first examine whether the function would be 
better delivered by an alternative delivery model. 
Stage Two 
If the outcome of stage one is that the CHM should retain its current status, stage two will go on 
to review its control, governance and efficiency. The review will adopt a ‘ comply or explain’ 
approach to examine whether the CHM is operating within the recognised principles of good 
corporate governance in relation to its accountability arrangements, roles and responsibilities, 
communications, and behavioural conduct. 
This stage will also consider the structure, efficiency and effectiveness of the organisation. 
Key Lines of Enquiry 

• Are the functions of the CHM required? 
• What is the best model to deliver these functions?  

o Move into DH or MHRA 
o Merge with another body 
o Continued delivery as an advisory NDPB 

• Where does CHM sit within the health and care system?  Is this the best structure? 
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• Could the CHM operate more efficiently?  What is the scope to reduce costs or generate 
revenues? 

• How is the CHM performing against its objectives? 
• Does the CHM operate transparently? 
• What control and governance arrangements are in place to ensure that the public body 

and the sponsoring department are complying with recognised principles of good 
corporate governance?  

o How well do the appointment processes for the Chair and members of the BPC 
and its Expert Advisory Groups function? 

• Invitations to a r ange of key stakeholders to interviews with members of the Review 
Team. 

• A call for evidence announced on the CHM and DH websites, to include a questionnaire 
and an option to submit written responses. 

 

 

 

Challenge Group Membership 

 

 

 

  

Attendees: 

Catherine Bell (Chair) DH Non-Executive Board Member 

Flora Goldhill (the Agency/BPC/CHM) 

Andrew Sanderson (NICE) 
Senior Review Sponsors, DH 

Jon Rouse DG of Social Care, Local Government and 
Care Partnerships, DH 

Oli Blackaby 

Nisha De Silva 
Cabinet Office 

Dr Anita Donley 

John Jeans 
Key stakeholder representatives 

Kathy Scott (NICE) 

David Dipple (the Agency/BPC/CHM) 
Lead Reviewers (and Secretariat) 
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Written Ministerial Statement 
 

 

Written Ministerial Statement 

 

DEPARTMENT OF HEALTH 

 

Triennial reviews of non- Departmental public bodies 

 

Thursday 30 October 2014 

 
 

The Parliamentary Under Secretary of State, Department of Health (George Freeman): I am 
today announcing the start of the triennial reviews of the National Institute for Health and Care 
Excellence (NICE), the Medicines and Healthcare Products Regulatory Agency (MHRA), the British 
Pharmacopoeia Commission (BPC), the Commission on Human Medicines (CHM), the Administration of 
Radioactive Substances Advisory Committee (ARSAC) and the Independent Reconfiguration Panel 
(IRP). 

All Government Departments are required to review their non-Departmental public bodies 
(NDPBs) at least once every three years. Due to the wide ranging reforms made by the Health and Social 
Care Act 2012, the Department was exempt from the first round of reviews in 2011-14. In order to ensure 
that the Department is an effective system steward and can be assured of all the bodies it is responsible 
for, we have extended the programme of reviews over the next three years to all of its arm’s length bodies 
and executive agencies.  

The reviews of the aforementioned bodies have been selected to commence during the first year of 
the programme (2014-15). The reviews will be conducted in two stages. The first stage will examine the 
continuing need for the function and whether the organisation’s form, including operating at arm’s length 
from government, remains appropriate. If the outcome of this stage is that delivery should continue, the 
second stage of the review will assess whether the bodies are operating efficiently and in line with the 
recognised principles of good corporate governance. 
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