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Executive summary

Introduction

The Scottish Medicines Consortium (SMC) is a consortium of stakeholders from NHS boards and their
Area Drug and Therapeutics Committee (ADTC) with representatives from the Association of the British
Pharmaceutical Industry (ABPI) and public partners. This report provides a description of how the
establishment of SMC has impacted on NHS board ADTCs in their assessment of new medicines over
time and also the views of the key stakeholders (ADTCs, public partners and pharmaceutical industry) in

relation to SMC engagement past, present and future.

Methods

Impact on ADTCs’ role and function

This involved:

e Areview of reports describing the experiences, approaches and processes of ADTCs before and
after the establishment of the SMC at defined time points (2000, 2002, 2003-2004)

e A structured review in 2006—-2007 of publicly available information on ADTCs and an ADTC workshop
(=60 participants) in 2007 that focused on sharing best practice.

Engagement with stakeholders

This involved:

e Public partners: a postal questionnaire was sent in 2006 to public partner organisations (n=154)
followed by a telephone follow-up survey of non-responders’. A total of 93 responses were received.
In addition, qualitative interviews (n=15) with a representative sample of public partners were
undertaken.

e ADTCs and pharmaceutical industry: two workshops were held separately in 2006—2007 for
ADTCs (=60 participants) and pharmaceutical industry (=100 participants) to explore the successes,
challenges and potential for improving engagement between SMC and ADTCs/pharmaceutical

industry.

Key findings
Impact on ADTCs’ role and function.

Before the inception of SMC (in 2000), some NHS boards had well developed approaches to the
evaluation of new medicines and all NHS boards had a Drug and Therapeutics Committee. In 2000, NHS
boards had no standardised definition of a ‘new medicine’ and there was evidence of variation between

ADTCs in membership, medicines reviewed, skills and processes. By the end of 2002 (first SMC advice

' This study was commissioned from the Scottish Centre for Social Research (ScotCen).



April 2002), some NHS boards had adapted their activities to manage SMC advice and others were in the

process of doing so.

In 2003-2004 all NHS boards had mechanisms in place to manage SMC advice and some ADTCs had
developed categorisation systems for medicines assessed by SMC, to provide clarity for prescribers and
to accommodate evolving formulary systems. The role of ADTCs in monitoring medicines use was

recognised, and available data were exploited where resources permitted.

By 2006—2007 there was evidence of continued evolution by ADTCs with:

e Consistency across ADTCs of medicines considered and a changing focus of ADTCs from evaluation
to assessment of local implications and implementation.

e Integration of SMC advice within local formulary systems.

e Continued development of the scope and type of information available publicly.

¢ Increasing use of information technology to provide more timely communication with prescribers.

e Development of medicines use monitoring mechanisms.

Engagement with stakeholders

Table 1 (page 6) provides a summary of the views of the three key stakeholders (ADTCs, public partners
and the pharmaceutical industry) in 2006—2007 in relation to stakeholder engagement by SMC using
three key themes: successes, challenges, and potential for further improving the engagement process
with SMC.

ADTCs: The SMC was recognised by ADTCs across NHSScotland as the single source of timely advice
about new medicines for local formulary management and financial planning processes. Challenges for
NHS boards remain around medicines introduced before the establishment of the SMC. Suggested
improvements focused on succession planning for SMC membership and on sustained effective
communication with the public and media to develop an understanding of the relative roles and

responsibilities of the SMC and ADTCs in managing the introduction of new medicines.

Public partners: Awareness of SMC and its processes by public partners was limited, with 41% of public
partners indicating that they were aware of SMC itself and 33% aware of its patient involvement
processes and website. Encouragingly, those who had engaged with SMC had a generally positive view

of their involvement.

Pharmaceutical industry: The SMC was viewed by industry as having a robust and transparent
decision-making process. The pharmaceutical industry considered that it had been recognised as a key
partner. Challenges remain around the perception of variation in how NHS boards implement SMC advice
and in maintaining effective communication between industry representatives on the SMC (and its
subcommittees) and the wider pharmaceutical industry. Suggested improvements included earlier access
to the economic checklist, continued development of systems for implementation of SMC advice across

NHSScotland, and continued dialogue with other health technology assessment organisations.



Table 1: Scottish Medicines Consortium (SMC) engagement with key stakeholders in 2006-2007

Area Drug and
Therapeutics Committees
(ADTCs)

Public partners

Pharmaceutical industry

Successes of

- Reduction in ADTC

- Current SMC processes

- Robust, transparent

svr;tg'fg:nrgent workload in the quite successful where processes.
evaluation of primary understood by groups. - Timely decisions, globally
evidence. recognised and referenced.

- Effective, transparent - Increased uniformity across
engagement. Scotland.

- Standardised approach to - Reduced delays in patients
new medicines. getting access to medicines.

- Timely, independent - Pharmaceutical industry
advice. recognised as a partner in

- Assists financial planning. introduction of medicines.

Challenges - Variation in - Limited awareness at the - Variations in application of
gzgagement understanding of SMC time of the survey of the SMC advice in NHS boards.
with SMC processes. SMC (41%), its website and - Lack of implementation

- Submissions not always process for submissions process for SMC advice in
made to SMC. (33%). some NHS boards.

- Medicines licensed - Not informed by SMC when - Lack of awareness of the
before SMC was relevant medicines would be formal mechanism for
established are not assessed (66%). companies to contact industry
assessed. - Limited support, guidance representatives on SMC.

- Time commitment and feedback from SMC. - Lack of independent
required as a member of assessors.

SMC. - Short timescales for

- Process for nominations pharmaceutical companies.
for SMC membership.

- Clarity for media and
patients of the role of
local formularies

Improving - Mechanism to increase - Increase knowledge of the - Mechanism to encourage
:I?g]ag:nrgent awareness of SMC SMC assessment process dialogue between SMC clinical

process, and implications
of recommendations.

- Evaluation of selected
‘high cost’ medicines that
were licensed before the
SMC.

- Improvements to the

website.

(59%).

- Email to inform groups that a
medicine relevant to public
partners is being considered
(58%).

- Inviting groups to attend

SMC and provide support.

experts and pharmaceutical
industry.

- Availability of the economic
checklist earlier in the process.

- Inclusion of ‘accepted’
medicines in formularies.

- Collaboration with National
Institute for Health and Clinical
Excellence (NICE) and other
groups to reduce duplication of
effort.

- Regular conferences.




Conclusions

This investigation has demonstrated a clear evolution in the process underpinning the introduction of new
medicines by ADTCs across NHSScotland. The SMC is now accepted as the single source of timely
advice about new medicines by ADTCs, with a high level of confidence in its recommendations, resulting
in substantial reduction in local ADTC evaluation of primary evidence. Work at NHS board level has
moved from primary evaluation to assessment of local implications and implementation. However, local
assessment of the place of a new medicine where clinically similar alternative treatments are already

available to prescribers does lead to appropriate variability, and this needs to be understood.

Effective engagement with public partners remains challenging for the SMC. At the time of the study, a
significant number of public partners were unaware of the SMC, its website or the SMC process for public
partner submissions. Improvements have focused on identifying effective systems to alert groups to
forthcoming medicines of interest and a continuing programme to raise awareness of the SMC and the

role for public partners in its processes.

SMC engagement with the pharmaceutical industry is described as robust and transparent, with its
decisions seen as timely and recognised globally. Better communication, largely within the industry, and

earlier release of some parts of SMC documentation are seen as potential improvements in the process.



Full report

Introduction

The remit of the Scottish Medicines Consortium (SMC) is to provide advice to NHS boards and their Area
Drug and Therapeutics Committees (ADTCs) across Scotland about the status of all newly licensed
medicines, all new formulations of existing medicines and new indications for established products
(licensed from January 2002). This advice is made available as soon as practical after the launch of the

medicine.

SMC'’s assessment process first requires pharmaceutical companies to complete a New Product
Assessment Form (NPAF) and supply the necessary supporting data for consideration. Thereafter, there
is a staged assessment process, which includes internal evaluation of the submission followed by
presentation to the New Drugs Committee (NDC), a scientific committee, which appraises the clinical and
economic case made in the submission and provides draft advice for SMC. The NDC draft is shared with
the submitting company, allowing them to make comments for consideration by SMC. At its monthly
meeting, SMC then considers all the scientific evidence, company comments, public partner group
submissions and any other factors, before issuing its final advice to NHS boards and ADTCs, with a copy

to the submitting company. The advice is released into the public domain approximately one month later.

To evaluate the overall impact of the SMC on medicines utilisation in Scotland, it is necessary to assess
SMC’s engagement with its stakeholders. The SMC is a consortium of stakeholders from NHS boards
and their ADTCs with representatives from the Association of the British Pharmaceutical Industry (ABPI)

and public partners.

This report provides a description of how the establishment of SMC has impacted on NHS board ADTCs
in their assessment of new medicines over time and also presents the views of the key stakeholders
(ADTCs, public partners and pharmaceutical industry) in 2006—2007.



Chapter 1: Area Drug and Therapeutics Committees

Background

Across Scotland, NHS boards have established Area Drug and Therapeutics Committees (ADTCs).
These committees have evolved variable roles and remits, to meet local needs, but common to most is
activity centred on the evaluation of new medicines to support their safe and effective use by prescribers

and the local population.

The establishment of SMC in October 2001 drew upon this expertise, with representation from each of
the ADTCs. The aim was to reduce duplication of effort by providing a “single and timely source of advice

about all new drugs, new formulations and new indications”.

ADTC chairs are asked to nominate potential new members for SMC and NDC to the SMC Executive
Group which identifies replacements for members leaving the committee. The term of office is for an initial

three-year period.

Effective engagement with ADTCs is central to the success of the SMC. Consequently a two-stranded
approach was taken to this part of the evaluation: first to understand what impact SMC has had on the
role and functions of ADTCs over time, and second to summarise the views of current ADTC members

across Scotland in relation to the SMC past, present and future.

Method of study

To investigate the impact and engagement of the SMC on NHS board ADTCs’ two separate strands of

work were undertaken:

A) Impact on ADTCs’ role and function — a review of reports describing the experiences, approaches
and processes of ADTCs before and after the establishment of the SMC at defined time points was
undertaken. The published reports reviewed were:

e Year 2000: The results of an MPH project to identify how new medicines were evaluated in the year
2000, before the SMC existed.’

e Year 2002: The results of an MSc project to identify how new medicines were evaluated in 2002, after
the first few months of the SMC.?

e Year 2003—-2004: Key themes identified from the full report and seven individual NHS board reports,

produced following a review of the use of medicines in hospitals by Audit Scotland.?

In addition, in 2006—2007, a review of ADTC processes was undertaken using a semi-structured data

collection form based on key themes identified in consultation with the SMC evaluation reference group.



Evidence used included, where available, ADTC websites, electronic formularies, minutes of
ADTC/formulary meetings and relevant local databases. Data were available for 11 NHS boards. This
was followed in June 2007 by a workshop (sharing best practice) at an NHSScotland ADTC conference,
attended by over 60 delegates, which explored how SMC advice was implemented, communicated and

monitored within NHS boards.

The evidence gathered for each time period was collated using key themes to illustrate the impact of
SMC on the role and function of ADTCs over time within NHS boards.

B) Engagement with ADTCs - A second workshop (engagement of the SMC with ADTCs) was held at
the June 2007 conference to identify:

e Areas where engagement between the SMC and the ADTCs had been successful.

e The issues which may have hindered engagement between the SMC and the ADTCs.

e Possible ways of improving engagement between the SMC and the ADTCs.

The output from this workshop, repeated twice to enable all delegates to contribute, comprised notes of
the discussions documented by the workshop facilitators and members of the SMC evaluation project

team, who acted as observers. The materials were analysed to identify key themes.

Key findings

A) Impact on ADTCs’ role and function

Before SMC, there was no national source of advice about new medicines close to their market launch.
Previously, in 1993, NHS boards had been tasked with establishing Drug and Therapeutics Committees
(DTCs [Scottish Executive MEL 1993]) but as no detailed guidance was given on structure or role of the
DTCs, this had to be developed locally. By 2000, all NHS boards had a DTC.

Table 2 (page 13) provides a profile of the changing processes and approaches of ADTCs, summarised
by key themes, over the period 2000 to 2006-2007.

In 2000, NHS boards had no standardised definition of a ‘new medicine’, ranging from awaiting a clinician
request to more proactive identification of medicines (some to all) close to market launch. There was
evidence of variation between NHS board ADTCs in: membership disciplines and skills; level and extent
of evidence evaluated; decisions made; and extent of communication and dissemination to prescribers.
Evaluation and monitoring were identified as difficult due to limited resource and data availability on

medicines usage.

SMC first issued advice in April 2002. By the end of 2002, some NHS boards had adapted their activities

to manage SMC advice and were beginning to look to wider roles. Others were still developing systems to
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manage the volume of advice from SMC. However, there was evidence of greater consistency in

decision-making where processes existed.

The Audit Scotland report, examining hospital practice in 2003—2004, demonstrated that all NHS boards
had mechanisms in place to manage SMC advice and some NHS board ADTCs had developed
categorisation systems for medicines assessed by SMC, to provide clear messages for prescribers and to
accommodate evolving formulary systems. ADTCs’ role in monitoring medicines use was recognised and

available data were exploited, where resources permitted.

By 20062007 there was evidence of continued evolution by ADTCs with:

e Consistency across ADTCs of medicines considered and a changing focus of ADTCs from evaluation
to assessment of local implications and implementation.

e Integration of SMC advice within local formulary systems.

e Continued development of the scope and type of information available publicly.

¢ Increasing use of information technology to provide more timely communication with prescribers.

e Development of medicines use monitoring mechanisms.

B) Engagement with ADTCs

Table 3 (page 15) summarises the views of delegates who attended the NHSScotland ADTC conference
in June 2007. These are presented under three key headings: successes in engagement, difficulties with

engagement and improving engagement.

The SMC was recognised by ADTCs across NHSScotland as the single source of timely advice about
new medicines for local formulary management and financial planning processes. Challenges for NHS
boards remain around medicines introduced before the establishment of the SMC, which continue to
require local evaluation to respond to the clinical needs of patients. Suggested improvements focused on
succession planning for SMC membership and on sustained effective communication (in collaboration
with ADTCs) with the public and media to develop an understanding of the relative roles and

responsibilities of the SMC and ADTCs in managing the introduction of new medicines.

Conclusions

This investigation has demonstrated a clear evolution in the evaluation and implementation of new
medicines by ADTCs across NHSScotland. The SMC has served to give a definition to ‘new medicine’
and as a result has increased the consistency of medicine introduction. The SMC is widely accepted as
the single source of timely advice about new medicines by ADTCs, with a high level of confidence in its
recommendations, resulting in reduction in local ADTC evaluation of primary evidence. Work at NHS
board level has moved from primary evaluation to assessment of local implications and implementation.

However, local assessment of the place of a new medicine where clinically similar alternative treatments

11



are already available to prescribers does lead to appropriate variability, and this needs to be understood.

Areas for improvement mainly focused on succession planning for SMC membership and sustained

effective communication with stakeholders and the media.
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Chapter 2: Public partners

Background

From the establishment of SMC it was recognised that the assessment process would benefit from having a
direct input from patients and carers. Consequently, two lay members, now known as public partners, joined
the SMC — a third was subsequently recruited. Recruitment of public partners to the SMC is via advertising
through the SMC website and other relevant bodies, ie NHS Quality Improvement Scotland, Scottish Health
Council, Voluntary Health Scotland and directors of public involvement within NHS boards. A short-list is

drawn up from applications received and an appointment made through an interview process.

To take the public involvement agenda forward, the Patient and Public Involvement Group (PAPIG) was
formed. This group comprises membership from public partners, pharmaceutical industry, NHS board
representatives from SMC and the SMC executive group. PAPIG’s role includes promoting and monitoring
public awareness and involvement in the work of SMC and presenting a summary of the patient/carer

perspective, supplied by public partners, at SMC meetings.

The Scottish Centre for Social Research (ScotCen) was commissioned to evaluate the process of

submissions from public partners to the SMC in March 2006.

Public partner submissions form the main method of involving patients, carers and the public in the work of

SMC. The main aims of the research were to:

e Ascertain the reasons for the variation in response from public partners.

o Examine why some public partners have made submissions whereas others have not.

o |dentify the views of public partners and key stakeholders in relation to the impact of public partner
submissions on actual SMC practice.

e Determine how best to maximise the opportunity for patient and carer voices to be heard in the future in

order to inform SMC'’s strategy.

Method of study

A mixed methods approach was used as follows:

¢ In-depth qualitative interviews were held with key stakeholders (n=4) between April-May 2006 to aid
development of research instruments.

e A postal questionnaire survey was undertaken of patient interest groups (n=154) between May—June
2006. Only 22 responses were received.

¢ A telephone follow-up survey was conducted of the 132 non-responders between July—August 2006. A
total of 93 completed responses were received to both the postal and telephone surveys out of a total of

104 groups who reported that they would consider it part of their remit to offer advice on medicines.
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¢ In-depth qualitative interviews were held between August—October 2006, with representatives of public

partner groups who had and had not made previous submissions to SMC (n=15).

Key findings

The main findings were:

e Only 41% (n=39) of respondents reported that they were aware of the SMC at the time of the survey,
with only 33% (n=31) aware of the SMC website and the process for public partner submissions set up
by SMC.

e Two-thirds (n=62) of groups were unable to state whether the current SMC process for public partner
submissions was successful or not, probably reflecting the lack of engagement that public partners had
experienced with the SMC and its assessment process. However, a majority of those who felt able to

respond perceived that the current process was at least quite successful.

Table 4 (page 18) presents additional findings under three key headings: barriers to making submissions;

facilitating factors to making submissions; and modifications to the submission process.

The single major barrier identified was the lack of a proactive alert system to inform public partners when a
relevant medicine was to be assessed. Support with understanding the submission process for public
partners (including possibly the opportunity to attend SMC meetings as observers), completing the

necessary documentation and providing feedback following the SMC decision would be welcomed.

Conclusions

Effective engagement with public partners remains challenging for the SMC. At the time of the study, a
significant number of public partners were unaware of the SMC, its website or the SMC process for public
partner submissions. Improvements focused on identifying effective systems to alert groups to forthcoming

medicines of interest and a continuing programme of awareness of the SMC.
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Chapter 3: Pharmaceutical industry
Background

The Scottish Medicines Consortium (SMC) engages with the pharmaceutical industry through the Association
of the British Pharmaceutical Industry (ABPI), which is the trade association for more than 75 companies in

the UK producing prescription medicines.

Three representatives from the ABPI sit as full members of the SMC. Representation from the pharmaceutical
industry is also present on the NDC. Recruitment of these members is facilitated through ABPI which co-

ordinates the advertisement, review and appointment process.

There is also an SMC user group forum which comprises membership from: ABPI and non ABPI companies;
NDC; SMC executive group and the SMC internal evaluation team (pharmacist and health economist). The
SMC user group forum’s key function is to ensure effective communication with the pharmaceutical industry
including review of SMC processes which may affect the submission and approval process for a new

medicine.

The report summarises the views of pharmaceutical industry representatives who attended a joint SMC/ABPI

conference in 2006, which included examination of stakeholder engagement by SMC past, present and future.

Method of study

The SMC in collaboration with the ABPI organised a one-day conference in November 2006, attended by over
100 delegates from the pharmaceutical industry (ABPI and non-ABPI members) across the United Kingdom.

The conference consisted of presentations and workshops.

The focus of the presentations were:
a) To provide delegates with a general overview of the SMC evaluation project.
b) To inform delegates on how to make and improve submissions to the SMC.

c) To provide delegates with an overview of the horizon scanning work.

A workshop was organised to identify:

a) Areas where engagement between the SMC and the pharmaceutical industry has been successful.

b) The possible difficulties which may have hindered engagement between the SMC and the pharmaceutical
industry.

c) Possible ways of improving engagement between the SMC and the pharmaceutical industry.
The output from the workshop, repeated twice to enable all delegates to contribute, comprised notes of the

discussions documented by the workshop facilitators and members of the SMC evaluation project team, who

acted as observers. The materials were analysed to identify key themes.
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Key findings

Table 5 (page 20) summarises delegates’ discussion at the workshop under three key headings: successes in

engagement, challenges in engagement, and potential for improving engagement with SMC.

The SMC was viewed by industry as having robust and transparent processes, which provide timely
information that is globally recognised. The pharmaceutical industry considered that it had been recognised as
a key partner, and had supported the development of a decision-making process that is “fairer and simpler in
comparison to other similar organisations”. Challenges remain around the perception of variation in how NHS
boards implement SMC advice and in maintaining effective communication between industry representatives
on the SMC (and its subcommittees) and the wider pharmaceutical industry. Suggested improvements
included earlier access to the economic checklist, continued development of systems for implementation of
SMC advice across NHSScotland, and continued dialogue with other health technology assessment

organisations.

Conclusions

The pharmaceutical industry considered that it had been recognised by SMC as a key partner, which has
shaped robust and transparent processes, providing timely information that is globally recognised.
Challenges identified and improvements proposed include: increased clarity around NHS board processing of
SMC advice; effective communication between industry members on SMC and the pharmaceutical industry;

and earlier access to the economic checklist.
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Scottish Medicines Consortium
Delta House, 50 West Nile Street, Glasgow. G1 2NP
Telephone 0141 225 6999/6989

www.scottishmedicines.org.uk
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