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[bookmark: _Toc495071893]Main activities of the EACs in Lot 4 Decision support
Including: providing technical support to evaluation programmes; advanced methodological development for all types of health technologies, including pharmaceuticals, medical and diagnostic technologies and related products; providing educational support; providing advanced methodological, analytical and other ad hoc support to NICE and its independent advisory bodies on the assessment of medicines and medical technologies; providing quality assurance of economic models and other EAC outputs.
[bookmark: _Toc494753825][bookmark: _Toc483313605]The following sections list the general approach NICE takes to the work carried out by the EACs, followed by details of work packages issued under each Lot and specific details of the modules of work generally included in standard work packages. 
Table 1 - Work Packages types and modules normally required for standard Work Packages
	Typical work package type
	Modules normally* required 
	Specification Reference

	General methodological, analytical and other support for programme development
	J1 - General methodological advice and analytical support
	2.1

	Rapid response analysis & support
	J2 - Rapid response analysis and support
	2.2

	Advanced methodological research to support NICE’s programmes
	J3 - Advanced methodological research to support NICE’s programmes
	2.3

	Quality Assurance
	J4 - Quality Assurance
	2.4

	Journal Publication
	JP4 – Journal Publication
	2.6


* Please Note: These are indicative only of the modules normally required for each work package type. The modules actually required for each work package will be specified in the instruction to proceed for that work package.
[bookmark: _Toc484419254][bookmark: _Toc484422201][bookmark: _Toc483313633][bookmark: _Toc484419286][bookmark: _Toc484422233][bookmark: _Toc495071894]Lot 4 - Decision support Specification of Requirements
[bookmark: _Ref274492977][bookmark: _Toc358285091]The narrative below describes the activities and other information comprising Lot 4. 
Please see Table 1 for a list of modules usually required to fulfil a Lot 4 project.  EACs bidding under Lot 4 will need to be able to apply appropriate methodological, analytical and other advice to all technology types that are in remit for Centre for Health Technology Evaluation outputs (medicines, diagnostics, medical and digital technologies, combination products etc.) Evidence Searching (ref 2.5) applies to all modules (where required as part of the work package).  Costs for this activity should be included within the modules in Table 1 above.
[bookmark: _Toc495071895]General methodological advice and analytical support 
The EACs are required to be a multidisciplinary team of people expert in the methods of health technology assessment and capable of providing expert advice, educational support and high quality analyses to decision makers across the range of technologies evaluated by NICE. Providing advice may involve activities such as attendance at meetings or workshops with NICE and their partners and advising NICE and its Committees on challenging methodological issues in the development of specific guidance. Methodological support will include:
Contributing to the regular updates of the range of CHTE methods guides by developing reports, briefing papers and participating in stakeholder engagement events.
Providing credible advice, support and education on the development and adoption of new practices within health technology assessment. 
Publishing reports, briefing papers, methodological papers and technical support materials to support the implementation of health technology assessment methods, 
Providing support and training on analytical techniques, such as new developments in methods of economic modelling, to the CHTE technical team, Committees and independent academic groups.
[bookmark: _Ref274492993]The EACs may also be required to attend meetings or workshops with NICE and their partners, prepare reports on areas of interest, and collaborate with NICE staff and advisory body members on the preparation of academic papers and presentations. The EACs may also be required to peer-review or comment on methodologies proposed or used by NICE.  
In addition NICE may require EACs to advise and support its Scientific Advice Programme in the range of services it provides to the life sciences industry.  
[bookmark: _Toc495071896]Rapid response analysis and support
A rapid response capability is required to address technical issues raised by the technical team or the advisory committees in a timely manner. The issues raised during the course of individual appraisals will determine the specific tasks undertaken. Rapid response analysis and support is likely to involve activities such as: 
Primary analysis, for example economic modelling or meta-analysis of randomised clinical trials.
Review and reconciliation of submitted evidence, including economic evaluations, from consultees to assess the robustness of the submitted arguments
Undertaking supplementary reviews and analyses as directed by the Institute. 
Providing expert advice on health technology assessment to the CHTE technical teams, advisory committees and independent academic groups.
Presenting results of complex analyses and other research as required, for example to the CHTE technical teams and advisory committees.
These tasks will require effective project management with the ability to plan and coordinate the delivery of tasks within proposed timescales and to a high quality. All tasks will require liaison with the CHTE technical team and may also require drawing on the skill base of the academic groups assigned to individual appraisals.
[bookmark: _Toc495071897]Advanced methodological research to support NICE’s programmes
EACs are required to contribute to research into the methodological development of the principles and practices of evidence based decision-making.  EACs will be required to support NICE with advanced methodological research and advice, involving analysis and decision support methods for both clinical and cost effectiveness, across all technology types evaluated by NICE.  Some projects will require the development of Technical Support Documents for use by NICE technical teams in managing technical issues in appraisals and other guidance development programmes. Technical Support Documents are of interest to NICE’s stakeholders and the EAC will therefore be required to make these documents publicly available.  
In order to support NICE’s expertise in obtaining and using observational data, EACs may be asked to carry out advanced methodological research exploring the validity and reliability of methods for gathering and analysing observational data.  
[bookmark: _Toc493721246][bookmark: _Toc495071898]Quality assurance of outputs and economic models
There is a requirement for EACs to provide a quality assurance (QA) service for NICE. This may be requested on any stage of EAC activity and may also be used as a check for work produced by NICE, EACs and third parties. It is anticipated that the focus will be on identified deliverables for which specific quality or other concerns have been raised. The Quality Assurance module will include peer-review of the outputs from other evidence services funded by NICE.
Quality assurance of economic models must comply with the recommendations of the McPherson reports, key extracts of which are provided in Appendix B.  There may also be a requirement for separate QA of economic models from different sources e.g. companies, using best practice established in the Macpherson report (see Table 2 below).
Table 2 - examples of appropriate QA at the Model Test stage 
	When to consider 
	Description 

	Should always be considered 
	Checking against data – checking model outputs against available data, for example recreating historical datasets; 
Reviewing assumptions – checking that assumptions remain valid e.g. circumstances haven’t changed since the assumptions were originally set; 
Limit testing – sample testing of the range of validity of all input variables – this may not be possible for complex models, but parameter ranges of key variables should be tested. Input values outside the accepted ranges should also be included to test any exception and error handling within the model; 
Cross checking – checking model output with similar independent models where available; 
Internal independent testing – independent testing of the full system may be advisable at this stage; 
Reviewing outputs – checking that outputs are sufficient for the purpose of the decisions being taken, including assessment of limitations, alternative scenarios, etc; and 
Transparency – publication of the model itself, or the test schedule and results, may to provide additional external review if appropriate. 

	Should be considered for more high-risk/ complex models 
	External independent testing – external peer-review of the full system; 
Internal audit – a formal audit conducted within the organisation. This would need to be supported by full model specification and test documentation; and 
External audit – a formal external audit. A comprehensive model-based audit would need to be supported by full model specification and test documentation, although a results-oriented audit might be a better alternative in a number of circumstances, particularly where there is regular updating and usage and “lower level” checks such as internal peer review are already in place. 


[bookmark: _Toc495071899]Evidence searching
NICE expects that single or multiple literature searches will be a component of any relevant project types. It will comprise development of a search strategy applied to a range of relevant sources (databases or websites), including specialist sources where appropriate. The output will be a list of literature in a format agreed by NICE, detailed documentation on the search (to enable it to be reproduced) and the supply of copyright-cleared reprints of full-text papers where required. The output may include an independent critique of the literature in the optional format required by NICE.
It is expected that this work will be carried out at the EAC by named information specialists with appropriate professional training (i.e. a postgraduate qualification in library or information science, or equivalent experience working in a health library or information service) and continuing professional development in evidence services (such as is the case with the information services staff at NICE).
Literature searches may be based on prior search strategies and literature reviews from earlier NICE products, which may have been carried out by NICE or by another organisation. The outputs may be used entirely by the EAC or may include a stand-alone report for use by NICE with material supplied in a standard RIS file format for importing into evidence management software (e.g. EPPI-Reviewer). 
[bookmark: _Toc358285069][bookmark: _Toc494357894][bookmark: _Toc495071900]Outputs of the EACs and publication of their work
The primary output from the work packages described in this specification will be a report or other product as specified by NICE which is well-structured and written, and of a quality suitable to be placed on the EAC or NICE website.  The work package specification will normally indicate whether the output will be intended for publication, and NICE expects that manuscripts will be submitted to high impact factor, peer-reviewed publications. The process of publication covers submission or revised versions of the same manuscripts to multiple journals which should normally be open-access journals.  
The EAC will pay all page fees from within the contract sum to ensure that the paper is published as “open access” using a recognised mechanism e.g. Creative Commons. Page fees shall be included in the relevant Journal publication module cost.
Individual academic publications may be commissioned from the EACs where data has been collected but the means to publish the work has been lost e.g., original authors moving to other jobs.
Outputs prepared under the guidance support work package should be of a quality suitable for use in decision-making by a NICE advisory body.

[bookmark: _Toc484422256][bookmark: _Toc483313657][bookmark: _Toc484419311][bookmark: _Toc484422257][bookmark: _Toc483313659][bookmark: _Toc484419313][bookmark: _Toc484422259][bookmark: _Toc483313661][bookmark: _Toc484419315][bookmark: _Toc484422261][bookmark: _Toc478022700]

[bookmark: _Toc495071901]Appendix A – Examples of published outputs for the main work package types

	LOT 4 – J - DECISION SUPPORT

	Work package
	Published Examples

	J1 - General methodological advice and analytical support
	Managed Entry Agreements

	J3 - Advanced methodological research to support NICE’s programmes
	Technical Support Documents

	
	Quality of Life on Cancer




[bookmark: _Toc494357918][bookmark: _Toc495071902]Appendix B – Quality Assurance of economic models: extract from Macpherson report

Macpherson N (chair) “Review of quality assurance of Government analytical models: final report.” HM Treasury (March 2013).
Extract from table of returns
	Dept

	Model name and type

	Description

	Why model is Business Critical

	Summary of QA


	DH

	NICE technology appraisal - financial evaluation model.[Policy Simulation]

	The model supports assessment of the clinical and cost-effectiveness of medicines and other health technologies. A positive assessment by NICE results (by default) in a statutory requirement on the NHS to fund the intervention in question.
	Drives key funding decisions and very high funding profile.

	Methodological approach maintained by NICE: subject to periodic formal review including stakeholder engagement and full public consultation. Great majority of modelling work / model-busting carried out by independent academic or commercial units under contract to NIHR and applying relevant research governance and QA arrangements. NICE also commissions some modelling and methodological support direct, again from independent and reputable academic units. Public consultation stage is built into NICE appraisals, and this includes visibility of the underpinning evidence review / modelling work.



Recommendations for government departments and their ALBs
Recommendation 1: All business critical models in government should have appropriate quality assurance of their inputs, methodology and outputs in the context of the risks their use represents. If unavoidable time constraints prevent this happening then this should be explicitly acknowledged and reported.
Recommendation 2: All business critical models in government should be managed within a framework that ensures appropriately specialist staff are responsible for developing and using the models as well as quality assurance.
Recommendation 3: There should be a single Senior Responsible Owner for each model (“Model SRO”) through its lifecycle, and clarity from the outset on how QA is to be managed. Key submissions using results from the model should summarise the QA that has been undertaken, including the extent of expert scrutiny and challenge. They should also confirm that the Model SRO is content that the QA process is compliant and appropriate, model risks, limitations and major assumptions are understood by users of the model, and the use of the model outputs are appropriate.
Recommendation 4: The Accounting Officer’s governance statement within the annual report should include confirmation that an appropriate QA framework is in place and is used for all business critical models. As part of this process, and to provide effective risk management, the Accounting Officer may wish to confirm that there is an up-to-date list of business critical models and that this is publicly available. This recommendation applies to Accounting Officers for Arm’s Length Bodies, as well as to departments.
Recommendation 5: All departments and their Arm’s Length Bodies should have in place, by the end of June 2013, a plan for how they will create the right environment for QA, including how they will address the issues of culture, capacity and capability, and control. These plans will be expected to include consideration of the aspects identified in Box 4.A below.



