
SMC Terms of Reference

1. Purpose
1.1 Primary objective
The role of SMC is to provide advice to NHS Boards across Scotland about the status of newly licensed medicines and new indications for established products.
1.2 Aims
SMC aims to ensure that medicines which offer benefits to patients and value for money are accepted for routine use as quickly as possible.

1.3 Statutory responsibilities
Healthcare Improvement Scotland (HIS) has specified functions, under the Public Services Reform (Scotland) Act, 2010, for the evaluation and provision of advice to the health service on the clinical and cost effectiveness of new and existing health technologies including drugs (hereafter described as medicines). SMC provides this key function for medicines.

2. Function
SMC has two primary functions:

· To provide early advice to NHS Boards and their Area Drug and Therapeutics Committees (ADTCs) about the status of newly licensed medicines as soon as practical after the medicine is available for prescribing, on a “Once for Scotland” basis. SMC assesses the clinical and cost-effectiveness of new treatments by appraising submissions provided by pharmaceutical companies on the health benefits of a medicine and justification of its price. SMC takes into account the views of clinical experts as well as evidence submitted by patient group partners. SMC’s remit covers prescription-only medicines (POMs) and excludes some types of medicine such as vaccines, generics and blood products. 

· To improve financial and service planning within NHS Boards, an annual ‘Forward Look’ report is sent in strict confidence to key Health Board personnel to provide early intelligence on new medicines in development (horizon scanning).  
	
3. Membership

SMC Committee
The SMC Committee is the decision-making body and is made up of clinicians and senior managers from across NHSScotland, public partners, and representatives of the pharmaceutical industry. 

SMC Committee was set up as a consortium of stakeholders from ADTCs and representation is derived from these ADTCs.

SMC Committee composition:
Three public partner representatives. 
Three pharmaceutical industry members; recruitment is facilitated through the Association of British Pharmaceutical Industry (ABPI).
Up to two Health Economists who are recruited via academic channels. 
There are up to two Directors of Finance and up to two Chief Executive Officers (CEOs) of health boards.
The remainder of the SMC committee is comprised of representatives from ADTCs from a range of health boards which include nurses, allied health professionals (AHP), pharmacists and doctors.

One ABPI member and two Scottish Government staff members from the Medicines and Policy Team are in attendance as Committee Observers. 


New Drugs Committee (NDC)
The New Drugs Committee (NDC) is a sub-committee of SMC Committee, tasked with the initial assessment of the clinical and health economic evidence in the company submissions. Membership of NDC is also based on expressions of interest received from ADTCs. As with SMC committee membership, two representatives from pharmaceutical companies are part of NDC, again with their nominations facilitated by ABPI and one Health Economist who is recruited via academic channels. 


SMC Team
Both SMC and NDC Committees are supported by a core SMC team staff, including pharmacists, health economists, health service researchers, public involvement professionals and administration support, based in the Evidence & Digital Directorate within Healthcare Improvement Scotland (HIS).

All members of SMC Committee and NDC must abide by the HIS Code of Conduct. 


SMC / NDC Chair and Vice Chairs
The SMC / NDC Chair and Vice Chairs form the membership of the SMC Executive, alongside senior members of SMC staff. 

SMC Executive
The remit of the SMC Executive team is to lead the development and ratification of SMC strategy and policy and to support SMC staff in the implementation of methodology and process.

A current list of membership is accessible at: 

https://www.scottishmedicines.org.uk/about-us/who-we-are/
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3.2 Role of the SMC & NDC Chair and Vice-Chair(s)
Detailed job descriptions for the Chair and Vice-Chair(s) are set out in Appendix 1 and 2, but there are some general requirements as follows:
· The Chair is responsible for the direction, conduct, progress and completion of SMC business, both during meetings and between the meetings, and in this task is supported by SMC Senior Management Team and the SMC Executive.
· The Chair will approve the draft minutes, which are prepared by the SMC secretariat.
· The Chair ensures that declaration of interests forms from all SMC members are scrutinised and any issue of concern discussed with the individual concerned and/or the SMC Executive. The Chair must also ensure that at the beginning of each meeting members are asked to declare any additional recently acquired interests, and is expected to exercise judgement in the conduct of Council business in the event of any potential conflicts of interest.
· The Vice-Chair(s) will chair meetings of SMC / NDC if the Chair is unable to attend, and will substitute for the Chair at other meetings where appropriate.
· The Chair and Vice-Chair(s) will work with SMC Executive and the SMC Senior Management Team to facilitate the collective achievement of its terms of reference.

3.3 Role of members
The New Drugs Committee (NDC) is tasked with the initial assessment of the clinical and health economic evidence in the company submissions. Members of the SMC committee consider a broad range of evidence in order to decide which medicines should be accepted for use by NHSScotland. The SMC Committee has delegated accountability for the advice published.

The SMC and NDC Committee are responsible for adhering to SMC methodology and processes in the context of decision making. 

NHS Boards and their Area Drug and Therapeutic Committees are responsible for implementation of the advice set out in SMC publications.

All members of SMC Committee and NDC must abide by the HIS  Code of Conduct

3.4 Membership arrangements

Upon receipt of completed nomination forms, the SMC Executive team identifies replacements for those leaving the committee to ensure broad representation from Health Boards.  Clinician members are usually doctors, pharmacists and other non-medical prescribers.

New members are formally invited to join the Committee by the Chair and the term of membership is a period of three years, but may be extended, by mutual agreement between the committee member, their employer and the SMC Executive.



3.5 Voting rights
All SMC members (as noted in the current membership link on the SMC website) are eligible to vote. Decisions will be taken by a simple majority of the voting members. Voting is undertaken formally and if there is a split decision, the Chair has the casting vote.  

See Appendix 3 for voting process.


4. Chair and Vice-Chair recruitment
The appointment of SMC and NDC Chairs is via a formal, open recruitment process. These posts are offered on the basis of secondment from an NHS Board for a period of three years. There are also three Co-Vice Chairs (one for SMC, and two for NDC), and a Clinical Lead, who are also appointed via a formal, open recruitment process.

Recruitment to these positions is as per HIS Recruitment policies and procedures.


5. Meetings
5.1 Frequency
The SMC committee usually meets in public on the first Tuesday of each month and the NDC usually meets on the last Tuesday of each month. Meetings are held at a place (in person or virtual) and time as determined by the SMC Executive. 

Members should aim to attend all scheduled meetings but are expected to attend at least eight meetings per year.

5.2 Agenda
Submissions are scheduled for assessment at specific meetings and added to the agenda by the SMC secretariat and form the bulk of the agenda at both SMC and NDC meetings.  An agenda and supporting meeting papers are uploaded to a secure website 10 days in advance of the meeting.    Additional items for discussion under AOCB may be requested via the Chair.   

5.3 Quorum
The quorum for both SMC and NDC Committees is one third of voting membership of each respectively. There is no stipulation about the composition of voting members that must be present. 
5.4 Declaration of interests
Declarations of interest are collected annually in line with the Evidence Directorate, Declarations of interest definitions and policies for handling of interests at meetings.   
Declarations of interest are also recorded at each meeting prior to discussion for each medicine at the meeting.

5.5 Minutes
Meetings are facilitated by administrative members of the SMC secretariat.  Minutes of the proceedings of SMC and NDC meetings are issued to Committee members with paperwork 10 days in advance of the next meeting.  The minutes of the SMC meeting are published on the SMC website 4 weeks following the meeting.

6. Governance and lines of accountability
Responsibility for the provision of independent advice to NHS Scotland based on health technology assessment (clinical and cost effectiveness) of new medicines is delegated to the SMC committee. SMC is part of the Evidence Directorate of Healthcare Improvement Scotland. 
The governance reporting route, for SMC committee, is through the Quality and Performance Committee to the HIS Board. 
Healthcare Improvement Scotland, through the Director of Evidence & Digital and the SMC Chief Pharmaceutical Adviser, is responsible for SMC operations, including methodology and adequate resources to maintain the integrity of the SMC business and process. The strategic direction and annual work plan of SMC will be set by the SMC Chair and SMC Chief Pharmaceutical Adviser, in collaboration with the Director of Evidence & Digital and Executive Team at Healthcare Improvement Scotland.
Quarterly meetings take place with the Medicines and Pharmacy Team within the Chief Medical Officer Directorate, Scottish Government.   
Terms of Reference will be reviewed every two years or earlier if required.
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Appendix 1: SMC and NDC Chair Role descriptors
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Appendix 2: SMC and NDC Vice Chair Role Descriptors
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Appendix 3: SMC Voting procedure
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Role Specification - Chair of the Scottish Medicines Consortium (SMC)



		Role

		Chair, Scottish Medicines Consortium (SMC)





		Summary

		Healthcare Improvement Scotland (HIS), under the Public Services Reform (Scotland) Act, 2010, is responsible for the evaluation and provision of advice to the health service on the clinical and cost effectiveness of new health technologies including medicines. The Scottish Medicines Consortium (SMC), based within the Evidence and Digital Directorate, provides this key function.   



The purpose of SMC is to improve healthcare through health technology assessment (HTA) of new medicines, with the provision of advice to Health Boards on their clinical and cost-effective use.



This is a senior clinical role within HIS, providing leadership to SMC and NHSScotland in the evaluation and managed introduction of new medicines. 





		Responsibilities



		The SMC Chair provides leadership for a national Committee whose decisions influence access to new medicines and patient care across NHS Scotland. The Chair also has a role in informing the development of new medicines policy for the NHS in Scotland.



A key role is the provision of advice and guidance on new medicines to the NHS in Scotland including senior leaders (Area Drug and Therapeutics Committee (ADTC) Chairs, the Scottish Association of Medical Directors, Directors of Pharmacy, and Chief Executives). 



Chairing monthly meetings, (held on the first Tuesday of each month), to ensure that the Committee reaches robust decisions based on thorough appraisal of clinical and economic data and evidence from patients lived experience. This includes preparation and background reading, liaison with the Chief Pharmaceutical Adviser and senior team. Following the SMC meeting, the advice documents for publication (SMC Detailed Advice Document) require to be signed off to tightly controlled timelines.



Leadership of the SMC Executive Team, setting out a strategic direction for SMC that is aligned with the Evidence and Digital Directorate strategy. Chairing monthly teleconferences before the SMC meeting and business meetings every second month.



Provision of support and leadership for the SMC and New Drugs Committee (NDC) Vice Chairs to ensure an effective contribution. 



Work closely with the Administration Team manager, NDC Chair and Chief Pharmaceutical Adviser on Committee membership and succession planning. 



Support the SMC Chief Pharmaceutical Adviser and senior team on evolving work programmes.



Ongoing engagement with SMC members and Area Drugs and Therapeutics Committees members (ADTCs) to ensure their views and issues on the management of new medicines are explored and addressed promptly and appropriately.



Regular meetings (and additional communication as required) with senior representatives of the Scottish Government’s Medicines and Pharmacy Team to discuss SMC strategic issues and other topics of mutual relevance. 



When required, represent SMC at relevant HIS groups (for example, Quality and Performance Committee and Clinical and Care Forum). The role of the Quality and Performance Committee, including the governance structure for SMC is attached in Appendix 1.

 

Lead role in maintaining the profile of SMC within Scotland, including responding to media enquiries and direct representation of SMC to broadcast and print media as appropriate.



When required, liaison with the pharmaceutical industry on new medicines and HTA, principally via the SMC industry User Group Forum and ABPI Scotland. 



When required, liaison with patient groups, principally via the SMC Patient Involvement Network Advisory Group. 



Lead role in ensuring SMC develops its methods appropriately to reflect the complex new medicines landscape in collaboration with the SMC Chief Pharmaceutical Adviser and SMC Executive Team 



Contribute to national policy and strategic initiatives on the use of medicines through participation in the work of the SMC Executive Team and interactions with other relevant stakeholders.



Participation in meetings nationally and internationally and to present on the work of SMC as required.



Contribution to evaluation of the work of SMC and relevant publications. 





		Conditions



		The post holder must be a practising and registered healthcare professional (for example, a medical practitioner or pharmacist), subject to appraisal and revalidation with the relevant professional body and must hold a substantive NHS post. 

The post is offered on a secondment basis for 16 hours per week for a period of three years.

The Chair is subject to, and expected to support, good governance in HIS, especially clinical and care governance. 

The Chair must declare any potential conflict of interest prior to, and during, appointment.

Secondees have professional accountability to the relevant clinical lead (for example, medical practitioners to the Medical Director and pharmacists to the Chief Pharmacist). 

The Chair will meet regularly with the Director of Evidence, SMC Chief Pharmaceutical Adviser and appropriate professional lead who will also contribute to the postholder’s formal ongoing professional appraisal. 

The Chair is responsible to the Director of Evidence.	





		Experience



		Senior healthcare professional (for example, medical practitioner or pharmacist)

Professional credibility within and beyond their professional field



[bookmark: _Hlk206674677]A sound knowledge of health technology assessment, including the principles of health economics, is essential and practical relevant experience by membership of an ADTC, NDC, SMC or equivalent body is highly desirable 

Experience of chairing multi-professional groups and leading national / regional committees or working groups

Experience of working at national policy setting level

Writing, reviewing or editing of clinical publications

Working with patient/carer representatives





		Skills



		Ability to effectively chair complex multidisciplinary groups

The ability to work in a complex, emergent environment 

Proven ability to lead, influence and motivate

Excellent verbal and written communication skills

Understanding of complex political context

Ability to communicate complex issues to differing audiences.





		Knowledge



		Detailed knowledge of medicines regulation and health technology assessment 

An understanding of the workings of NHSScotland and the Scottish Government Medicines Policy team. 





		Recruitment process

		The post will be subject to open competition 












Appendix 1

Terms of Reference: Quality and Performance Committee





1.0   Purpose

 

The Committee shall be responsible for providing assurance to the Board in relation to progress against achieving delivery of the objectives / outcomes of the organisational strategy. The Committee will assure the Board that the organisation is delivering to the highest quality and within agreed timescales, including the appropriate integration of clinical and care governance throughout the organisation.



2.0   Remit

 

The Committee is responsible for considering, on the Board’s behalf, progress being made by the organisation to deliver the Strategy, exploring any issues of performance, which may present a risk to achieving the organisation’s objectives/outcomes and managing any associated risks assigned to it. The Board can commission the Committee to scrutinise work where further assurance is required.

 

The Committee will be outcomes focused and will provide appropriate clinical and care assurance underpinned by HIS’ Clinical and Care Governance Framework.

 

In particular, the Committee will:

· Assure the quality and progress of strategically and/or operationally significant areas of work, by undertaking detailed scrutiny of these (including management of risk and delivery of stated outcomes) and escalating concerns to the full Board as required

· Guide the strategic direction of new work or the refocusing of existing work, taking account of the external policy environment and issues in the system and recommending any necessary changes to the Board’s risk register and annual plans, including reviewing programme management arrangements.

· Assure that clinical and care governance arrangements are in place in all programmes of work and working effectively

· Assure the governance and internal alignment of the strategy within and across directorates

· Assure that effective partnership working is in place with other national organisations involved in supporting improvement across health and social care

· Assure that systems are in place for managing and responding to stakeholder engagement, feedback and complaints

· Assure the systems and processes for the regulation of independent healthcare in line with legislation and codes of practice

· Approve annual reports in relation to the Death Certification Review Service, the Complaints and Feedback Annual Report and other reports as delegated by the Board.

 

The Committee will review its own effectiveness and report the results of the review to the Board and Accountable Officer through submission of an annual report.

 

The Committee will report to the full Board on a regular basis on the Committee’s activity in relation to the terms of reference, and specifically on its consideration of performance against the Operational Plan.





3.0   Membership

 

The Committee membership will comprise of a minimum of six Non-executive Board members, one of whom will be the Chair of the Scottish Health Council. The HIS Chair and Chief Executive are ex officio members of the Committee.

 

The Chair of the HIS Clinical and Care Staff Forum will be in attendance to:

· Ensure that the Committee is appropriately hearing views from the wider community of clinical and care professionals

· Highlight specific feedback from the Forum on matters discussed by the Committee

· Recommend (to the Committee Chair) clinical and care professionals to attend Committee meetings on specific items (this is in addition to/alongside those clinical and care professionals invited to attend through their directors/other officers of HIS)



The following officers of HIS will be in attendance:

· Director of Evidence and Digital (Lead Director)

· Representation from the Executive Team (ET)

· Two Public Partners

· other officers of HIS, National Leads and other key staff members will be invited to attend as required

 

A lead officer selected from the ET will be appointed to support the Committee. This appointment will be made jointly by the CEO and the Chair of the Committee.



4.0   Quorum

 

A minimum of 50% of non-executive members of the Committee shall constitute a quorum and no business shall be transacted unless this minimum number of members is present. For the purposes of determining whether a meeting is quorate, members attending by either video or teleconference link will be determined to be present.

 

5.0   Meetings

 

The Committee shall hold at least four business meetings in each financial year to fulfil its remit. Meetings will be held at a place and time as determined by the Committee.



6.0   Information requirements

For each meeting the Committee will be provided with:

· the performance report against the operational plan

· the Committee risk register

· reports from the Clinical and Care Governance Group

· Directors will bring updates

 

As and when appropriate the Committee will also be provided with:

· the Corporate and Operational Plans (draft stage) including the Annual Quality Assurance and Regulation Plan

· reports in relation to the regulation of independent healthcare

· reports in relation to significant adverse events

· the Death Certification Review Service Annual Report

· the Complaints and Feedback Annual Report

· the Clinical and Care Governance Framework (revisions to)

· annual progress reports on key strategies

· Sharing Intelligence for Health and Care

· Healthcare Staffing Programme Annual Report

· regular updates on the National Cancer Medicines Advisory Group. 
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Role Specification - Chair of the New Drugs Committee (NDC) / Vice Chair, Scottish Medicines Consortium (SMC) 


		Role

		Chair of the New Drugs Committee (NDC) / Vice Chair, Scottish Medicines Consortium (SMC)



		Summary

		Healthcare Improvement Scotland (HIS), under the Public Services Reform (Scotland) Act, 2010, is responsible for the evaluation and provision of advice to the health service on the clinical and cost effectiveness of new health technologies including medicines. The Scottish Medicines Consortium (SMC), based within the Evidence and Digital Directorate, provides this key function.   


The purpose of SMC is to improve healthcare through health technology assessment (HTA) of new medicines, with the provision of advice to Health Boards on their clinical and cost-effective use.


This is a senior clinical role within HIS, providing leadership to the New Drugs Committee within SMC and NHSScotland in the evaluation and managed introduction of new medicines. 



		Responsibilities




		Chairing and leadership of NDC (monthly meeting, last Tuesday of each month) to reach robust advice for consideration by SMC based on thorough appraisal of clinical and economic data. Includes preparation and background reading, close contact with assessment teams and final editing of the NDC Detailed Advice Document that requires to be signed off to tightly controlled timelines.


Acting as a Vice-Chair of SMC (one of two) supporting the SMC Chair and deputising for the SMC Chair at SMC.


Participation in monthly teleconferences of the SMC Executive and quarterly business meetings.


Attendance at SMC (monthly meeting, first Tuesday of each month) to present NDC assessments to ensure clarity of understanding and fully informed decision-making by SMC and provide support to other members of the NDC team and NDC lead-assessors.

Provision of support in responding to media enquiries and interest in the work of SMC, including possible direct representation of SMC to broadcast and print media.

Undertaking meetings with pharmaceutical companies following unsuccessful SMC submission to provide background and advising on resubmission options.

Contribution to national policy and strategic initiatives on the use of medicines through participation in the work of the SMC Executive and interactions with other relevant stakeholders. 


Attendance at relevant national and international meetings on behalf of SMC and to present on the work of SMC as required.


Contribution to evaluations of the work of SMC and relevant publications.

When required, represent SMC at relevant HIS groups (for example, Quality and Performance Committee and Clinical and Care Forum). The role of the Quality and Performance Committee, including the governance structure for SMC is attached in Appendix 1.


When required, liaison with the pharmaceutical industry on new medicines and HTA, principally via the SMC industry User Group Forum and ABPI Scotland. 

When required, liaison with patient groups, principally via the SMC Patient Involvement Network Advisory Group. 



		Conditions




		The post holder must be a practising and registered healthcare professional (for example, a medical practitioner or pharmacist), subject to appraisal and revalidation with the relevant professional body and must hold a substantive NHS post. 


The post is offered on a secondment basis for 16 hours per week for a period of three years.


The Chair is subject to, and expected to support, good governance in HIS, especially clinical and care governance. 


The Chair must declare any potential conflict of interest prior to, and during, appointment.


Secondees have professional accountability to the relevant clinical lead (for example, medical practitioners to the Medical Director and pharmacists to the Chief Pharmacist). 


The Chair will meet regularly with the Director of Evidence, SMC Chief Pharmaceutical Adviser and appropriate professional lead who will also contribute to the postholder’s formal ongoing professional appraisal. 


The Chair is responsible to the Director of Evidence.




		Experience




		Senior healthcare professional (for example, medical practitioner or pharmacist)


Professional credibility within and beyond their professional field


Experience of chairing multi-professional groups or leading national / regional committees or working groups

A sound knowledge of health technology assessment, including the principles of health economics, is essential and practical relevant experience by membership of an ADTC, NDC, SMC or equivalent body is highly desirable 


Writing, reviewing or editing of clinical publications


Working with patient/carer representatives



		Skills




		Ability to effectively chair complex multidisciplinary groups


The ability to work in a complex, emergent environment 


Proven ability to lead, influence and motivate


Excellent verbal and written communication skills


Ability to communicate complex issues to differing audiences.



		Knowledge




		Detailed knowledge of medicines regulation and health technology assessment. 


An understanding of the workings of NHSScotland and the Scottish Government Medicines Policy team. 



		Recruitment process

		The post will be subject to open competition 





Appendix 1


Terms of Reference: Quality and Performance Committee

1.0   Purpose


 


The Committee shall be responsible for providing assurance to the Board in relation to progress against achieving delivery of the objectives / outcomes of the organisational strategy. The Committee will assure the Board that the organisation is delivering to the highest quality and within agreed timescales, including the appropriate integration of clinical and care governance throughout the organisation.


2.0   Remit


 


The Committee is responsible for considering, on the Board’s behalf, progress being made by the organisation to deliver the Strategy, exploring any issues of performance, which may present a risk to achieving the organisation’s objectives/outcomes and managing any associated risks assigned to it. The Board can commission the Committee to scrutinise work where further assurance is required.


 


The Committee will be outcomes focused and will provide appropriate clinical and care assurance underpinned by HIS’ Clinical and Care Governance Framework.


 


In particular, the Committee will:


· Assure the quality and progress of strategically and/or operationally significant areas of work, by undertaking detailed scrutiny of these (including management of risk and delivery of stated outcomes) and escalating concerns to the full Board as required


· Guide the strategic direction of new work or the refocusing of existing work, taking account of the external policy environment and issues in the system and recommending any necessary changes to the Board’s risk register and annual plans, including reviewing programme management arrangements.


· Assure that clinical and care governance arrangements are in place in all programmes of work and working effectively


· Assure the governance and internal alignment of the strategy within and across directorates


· Assure that effective partnership working is in place with other national organisations involved in supporting improvement across health and social care


· Assure that systems are in place for managing and responding to stakeholder engagement, feedback and complaints


· Assure the systems and processes for the regulation of independent healthcare in line with legislation and codes of practice


· Approve annual reports in relation to the Death Certification Review Service, the Complaints and Feedback Annual Report and other reports as delegated by the Board.


 


The Committee will review its own effectiveness and report the results of the review to the Board and Accountable Officer through submission of an annual report.


 


The Committee will report to the full Board on a regular basis on the Committee’s activity in relation to the terms of reference, and specifically on its consideration of performance against the Operational Plan.

3.0   Membership


 


The Committee membership will comprise of a minimum of six Non-executive Board members, one of whom will be the Chair of the Scottish Health Council. The HIS Chair and Chief Executive are ex officio members of the Committee.


 


The Chair of the HIS Clinical and Care Staff Forum will be in attendance to:


· Ensure that the Committee is appropriately hearing views from the wider community of clinical and care professionals


· Highlight specific feedback from the Forum on matters discussed by the Committee


· Recommend (to the Committee Chair) clinical and care professionals to attend Committee meetings on specific items (this is in addition to/alongside those clinical and care professionals invited to attend through their directors/other officers of HIS)


The following officers of HIS will be in attendance:


· Director of Evidence and Digital (Lead Director)


· Representation from the Executive Team (ET)


· Two Public Partners


· other officers of HIS, National Leads and other key staff members will be invited to attend as required


 


A lead officer selected from the ET will be appointed to support the Committee. This appointment will be made jointly by the CEO and the Chair of the Committee.

4.0   Quorum


 


A minimum of 50% of non-executive members of the Committee shall constitute a quorum and no business shall be transacted unless this minimum number of members is present. For the purposes of determining whether a meeting is quorate, members attending by either video or teleconference link will be determined to be present.


5.0   Meetings


 


The Committee shall hold at least four business meetings in each financial year to fulfil its remit. Meetings will be held at a place and time as determined by the Committee.


6.0   Information requirements


For each meeting the Committee will be provided with:


· the performance report against the operational plan


· the Committee risk register


· reports from the Clinical and Care Governance Group


· Directors will bring updates


 


As and when appropriate the Committee will also be provided with:


· the Corporate and Operational Plans (draft stage) including the Annual Quality Assurance and Regulation Plan


· reports in relation to the regulation of independent healthcare


· reports in relation to significant adverse events


· the Death Certification Review Service Annual Report


· the Complaints and Feedback Annual Report


· the Clinical and Care Governance Framework (revisions to)


· annual progress reports on key strategies


· Sharing Intelligence for Health and Care


· Healthcare Staffing Programme Annual Report


· regular updates on the National Cancer Medicines Advisory Group. 
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Role Specification – Co-Vice Chair, Scottish Medicines Consortium



		Role

		Co-Vice Chair, Scottish Medicines Consortium (SMC)





		Summary

		Healthcare Improvement Scotland, under the Public Services Reform (Scotland) Act, 2010, is responsible for the evaluation and provision of advice to the health service on the clinical and cost effectiveness of new health technologies including medicines. The Scottish Medicines Consortium (SMC), based within the Evidence Directorate, provides this key function.   



The purpose of SMC is to improve healthcare through health technology assessment (HTA) of new medicines, with the provision of advice to Health Boards on their clinical and cost-effective use.



This is a senior clinical role providing leadership to SMC and NHSScotland in the evaluation and managed introduction of new medicines. The SMC Chair has two Co-Vice Chairs, this post and the New Drugs Committee Chair.





		Responsibilities



		Voting member of SMC to ensure that the Committee reaches robust decisions based on thorough appraisal of clinical and economic data. This includes preparation and background reading and presentations to Committee as required. Support NDC, as required. 



Participation in monthly pre-SMC teleconferences to discuss forthcoming SMC meeting agenda (approx.1.5 hours).



Contribute to SMC Executive business meetings (every 2 months) to consider process, methodology and strategy.



Chairing Patient and Clinician Engagement (PACE) meetings convened by SMC (usually every three months).



Decision maker, on behalf of SMC executive, for abbreviated submissions (usually every three months).



On behalf of SMC, take a lead role in strengthening relationships with Area Drug and Therapeutics Committees (ADTCs), other clinical networks and the NHS in Scotland more broadly as required. Promote the ongoing engagement of ADTCs with SMC and to ensure that any issues raised are considered and addressed appropriately.



Make an active contribution to national policy and strategic initiatives on the clinical and cost-effective use of medicines through participation in the work of the SMC Executive Team and interactions with other relevant stakeholders.



Chairing meetings with pharmaceutical companies following not recommended advice to provide advice on resubmissions.

 

Deputise for the SMC chair as required, at (i) meetings with senior representatives of Scottish Government, organisational meetings e.g. Represent SMC at the Quality and Performance Committee and participation in other relevant HIS groups (e.g. Clinical and Care Forum). The role of the Quality and Performance Committee, including the governance structure for SMC is attached in Appendix 1.



Support liaison and effective working with the pharmaceutical industry. Includes being SMC Executive representative at the industry User Group Forum (quarterly meeting, second Tuesday of month).



Support liaison and effective working with patient group partners and the public. Includes being SMC Executive representative at the Patient Involvement Network (PIN) Advisory Group (quarterly meeting).



Assist in responding to media enquiries, including direct representation of SMC to broadcast and print media.



Contribution to evaluations of the work of SMC and support peer-reviewed publications.



Participation in meetings nationally and internationally and to present on the work of SMC as required with cognate bodies in pharmaceutical Health Technology Assessment and medicines regulation.

 



		Conditions



		The post holder must be a practising and registered medical practitioner or pharmacist, subject to appraisal and revalidation with the relevant professional body, and must hold a substantive NHS post. The post is offered on a secondment basis for two sessions (one day) per week. 

The appointment is for a period of three years.

The Chair is subject to, and expected to support, good governance in HIS, especially clinical and care governance. 

The Co-Vice Chair must declare any potential conflict of interest prior to, and during, appointment.



The post holder is responsible to the Director of Evidence. Professional accountability is to the Medical Director/HIS Chief Pharmacist as appropriate, who will also contribute to the postholder’s formal ongoing professional appraisal.





		Experience



		Senior healthcare professional (medical practitioner or pharmacist)

Professional credibility within and beyond their professional field

A sound knowledge of health technology assessment, including the principles of health economics, is essential and practical relevant experience by membership of an ADTC, NDC, SMC or equivalent body is highly desirable 

Experience of chairing  multi-professional groups and  leading national / regional committees or working groups

Writing or editing of clinical publications

Working with patient/carer representatives





		Skills



		Ability to effectively chair complex multidisciplinary groups.

The ability to work in a complex, emergent environment 

Proven ability to lead, influence and motivate.

Excellent verbal and written communication skills

Ability to communicate complex issues to differing audiences.





		Knowledge



		Detailed knowledge of medicines regulation and health technology appraisal

An understanding of the workings of NHSScotland and Scottish Government Health and Social Care





		Recruitment process

		The post will be subject to open competition 
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[image: A4logo.jpg]

Role Specification – New Drugs Committee Co-Vice Chair, Scottish Medicines Consortium

		Role

		New Drugs Committee (NDC) Co-Vice Chair, Scottish Medicines Consortium (SMC)



		Summary

		Healthcare Improvement Scotland, under the Public Services Reform (Scotland) Act, 2010, is responsible for the evaluation and provision of advice to the health service on the clinical and cost effectiveness of new health technologies including medicines. The Scottish Medicines Consortium (SMC), based within the Evidence Directorate, provides this key function.   

The purpose of SMC is to improve healthcare through health technology assessment (HTA) of new medicines, with the provision of advice to Health Boards on their clinical and cost-effective use.

This is a senior clinical role providing leadership to SMC and NHSScotland in the evaluation and managed introduction of new medicines. The NDC Chair has two Co-Vice Chairs.



		Responsibilities



		Voting member of NDC and SMC to ensure that the Committee reaches robust decisions based on thorough appraisal of clinical and economic data. This includes preparation and background reading and presentations to Committee as required. 

Participation in monthly pre-SMC teleconferences to discuss forthcoming SMC meeting agenda (approx.1.5 hours).

Contribute to SMC Executive business meetings (every 2 months) to consider process, methodology and strategy.

Chairing Patient and Clinician Engagement (PACE) meetings convened by SMC (usually every two or three months).

Decision maker, on behalf of SMC executive, for abbreviated (therapeutic class) submissions (usually every two or three months).

On behalf of SMC, take a lead role in strengthening relationships with Area Drug and Therapeutics Committees (ADTCs), other clinical networks and the NHS in Scotland more broadly as required. Promote the ongoing engagement of ADTCs with SMC and to ensure that any issues raised are considered and addressed appropriately.

Make an active contribution to national policy and strategic initiatives on the clinical and cost-effective use of medicines through participation in the work of the SMC Executive Team and interactions with other relevant stakeholders.

Chairing meetings with pharmaceutical companies following not recommended advice to provide advice on resubmissions.

Assist in responding to media enquiries, including direct representation of SMC to broadcast and print media.

Contribution to evaluations of the work of SMC and support peer-reviewed publications.

Participation in meetings nationally and internationally and to present on the work of SMC as required with cognate bodies in pharmaceutical Health Technology Assessment and medicines regulation.



		Conditions



		The post holder must be a practising and registered medical practitioner or pharmacist, subject to appraisal and revalidation with the relevant professional body, and must hold a substantive NHS post. The post is offered on a secondment basis for two sessions (one day) per week. 

The appointment is for a period of three years.

The Chair is subject to, and expected to support, good governance in HIS, especially clinical and care governance. 

The Co-Vice Chair must declare any potential conflict of interest prior to, and during, appointment.

The post holder is responsible to the Director of Evidence. Professional accountability is to the Medical Director/HIS Chief Pharmacist as appropriate, who will also contribute to the postholder’s formal ongoing professional appraisal.



		Experience



		Senior healthcare professional (medical practitioner or pharmacist)

Professional credibility within and beyond their professional field

A sound knowledge of health technology assessment, including the principles of health economics, is essential and practical relevant experience by membership of an ADTC, NDC, SMC or equivalent body is highly desirable 

Experience of chairing  multi-professional groups and  leading national / regional committees or working groups

Writing or editing of clinical publications

Working with patient/carer representatives



		Skills



		Ability to effectively chair complex multidisciplinary groups.

The ability to work in a complex, emergent environment 

Proven ability to lead, influence and motivate.

Excellent verbal and written communication skills

Ability to communicate complex issues to differing audiences.



		Knowledge



		Detailed knowledge of medicines regulation and health technology appraisal

An understanding of the workings of NHSScotland and Scottish Government Health and Social Care



		Recruitment process

		The post will be subject to open competition 
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SMC Voting Procedure


SMC Meeting Voting Procedure

· After each submission, the Chair will conclude discussion and ask members to retain a note of their vote to cast when required.   

· Voting will be conducted in the closed session at the end of the meeting by use of an online confidential poll.  

· Members who have declared a personal interest during the meeting are permitted to remain in the meeting room but must abstain from voting for that specific medicine.  

· Non-voting participants/attendees  (SMC staff members and invited observers) will be will moved to a breakout room for the duration of this closed session.  

· Members should vote for one of the following options: accepted, not recommended, abstain, abstain due to DoI.

· Individual votes cast are anonymous and the number of votes for each category recorded.

· The Chair has a vote, plus a casting vote, if required 

· Where a submission includes a restriction (positioning) proposed by the company a majority vote to accept the medicine will be in line with this restriction (positioning). 

· To avoid inadvertent disclosure of the likely decision with respect to additional restrictions or in the case of interim conditional accepted advice, a closed session may be required at the discretion of the Chair to explain to members how the vote will be handled (see below).



Eligibility to vote

· Members who declare a personal specific interest are not eligible to vote and must take no part in discussions for that agenda item.

· Members who declare a personal non-specific interest are not eligible to vote and must take no part in discussions for that agenda item, except at the Chairman’s discretion to answer questions from other members.



Announcement of the decision

· When voting on all medicines is complete, the co-host will inform the Chair of the decision for each medicine. 

· Non-voting participants/attendees (SMC staff members and invited observers) will be brought back into the committee meeting room and the Chair will announce the decision for each submission.



Voting on a restriction 

At the discretion of the Chair a closed session may be called in the event that a discussion is needed on restrictions for use of a medicine within sub-populations of the licensed indication (when the case may not be made across the full licensed indication).  

At the discretion of the Chair, if there is no consensus on the population that accepted advice should cover, then two votes may be needed.  



The Chair will ask members to vote in the normal way. 



Vote 1:  If the majority vote is to accept the medicine then a second vote will not be required. The medicine is then accepted for use in line with the indication / broader population.

If the majority vote is to not recommend then a second vote will be required. 

Vote 2:  As per standard voting procedure, an accepted vote will be in line with the restriction agreed in the committee discussion before the vote.  



Voting on interim conditional accepted advice 

At the discretion of the Chair, to avoid inadvertent disclosure of the final decision, a closed session may be called for eligible medicines to discuss the additional decision option of interim conditional accepted advice. 



Two votes may be required.  



The Chair will ask members to vote in the normal way. 



Vote 1:  If the majority vote is to accept the medicine then a second vote will not be required. The medicine is then accepted for use in line with the indication or restricted population as proposed by the company

If the majority vote is to not recommend the medicine then a second vote will be required 

Vote 2:  Members will be asked to vote between interim conditional accepted advice or not recommended advice for the indication or restricted population as proposed by the company.   



Quorum

Meetings will be considered quorate if one third of members are present.  This does not include attendees or observers. 



If a meeting is not quorate, the Chairman will make a decision whether to continue the meeting with those members present and the standard process for review will be adhered to.  Decisions made will be ratified at a quorate meeting the following month. 







1




image2.png
[2) 20200305 Paper 1 Evidence branding.pdf - Adobe Acrobat Reader DC.

R
Home Tools 20200305 Paper 1... X
BABEa ©© 4 NDOO w-B T BLa

Search tools

B comment

A, Fill&sign

#% More Tools

Health i
A inprovenen | Evidence »

Scotland and intelligence

Create, edit and sign PDF
forms & agreements

Start Free Trial

P Type here to search




image3.png
SIVIC

Advice on new
medicines

Improvement




