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[bookmark: _Toc495071461]Main activities of Lot 1 – Secondary data analysis
Including: critical appraisal of submitted evidence to support the development of NICE outputs; evidence synthesis; de novo economic modelling and critiquing and revising existing models; updating information and evidence on technologies to support guidance review; preparation of evidence summaries on new and novel technologies; systematic review and meta-analysis to support NICE’s assessment of the safety and efficacy of new interventional procedures involving medical devices; market intelligence analysis; supporting identification, topic selection and scoping of medtech products, including topics identified by non-commercial sponsors, where a NICE output could be of benefit.
[bookmark: _Toc484419250][bookmark: _Toc484422197][bookmark: _Toc483313605]Table 1 - Standard Work Packages types and modules normally required for the Work Packages
	Typical work package type
	Modules normally* required 
	Lot 1 Specification Reference

	A – Guidance support (Assessment Report) – independent assessment report on the clinical and economic evidence and economic model for use by NICE in developing guidance
	ES1 - Evidence Searching
	2.6

	
	A1 - Summary, critical appraisal and assessment report
	2.1.1

	
	A2 - Economic modelling including critique of model submissions
	2.1.1 & 2.1.1.3

	
	JP1 – Journal Publication 
	2.7 & 2.1.1.4

	E - Systematic review & meta-analysis
	ES1 - Evidence Searching
	2.6

	
	E1 - Systematic review and meta-analysis
	2.2

	
	JP1 - Journal Publication
	2.7

	F - Guidance review – costing update
	F1 - Guidance review – costing update
	2.3 & 2.3.1

	F - Guidance review proposal
	ES1 - Evidence Searching
	2.6

	
	F2 - Guidance review proposals
	2.3 & 2.3.2 & 2.3.3

	G - Rapid response HTA evidence summary (for example medtech innovation briefing or health apps briefing)
	ES1 - Evidence Searching
	2.6

	
	G1 - Evidence summary for publication by NICE
	2.4

	H - Support to topic identification, selection and scoping
	H1 - Support to identifying, selecting and scoping topics for guidance
	2.5


* 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: _Toc484419278][bookmark: _Toc484422225][bookmark: _Toc358285072][bookmark: _Toc495071462]Lot 1 – Secondary data analysis Specification of Requirements
The narrative below describes the activities and other information comprising Lot 1.  Please see Table 1 for a list of work packages and modules usually required to fulfil a Lot 1 project.
[bookmark: _Toc483313627][bookmark: _Toc484419280][bookmark: _Toc484422227][bookmark: _Toc495071463]Guidance support (Assessment report)
The following activities under 3.1.1 describe the activities and tasks required in modules A1 and A2. It should be noted that NICE will review its methods and processes for evaluating non-drug technologies, which may affect the services required by NICE under Lot 1 during the contract period to which this specification applies.
Guidance topics will usually be devices, diagnostics, digital or combinations of technologies which may include a pharmaceutical agent.  Health technology assessment from an independent external organization is an essential component of the development of NICE guidance.  The EAC will prepare a report comprising a review and critique of the evidence obtained from multiple sources, including literature, expert testimony, technical assessment, unpublished evidence and an economic model. In some cases the EAC will be expected to conduct data analysis, evidence synthesis or ad hoc modelling to explore the uncertainty associated with the available evidence.  The report is a key part of the overall evidence considered by the advisory committee and is highly influential in helping the committee develop recommendations. 
[bookmark: _Toc495071464]Current process for developing medical technologies guidance (as at September 2017, and subject to change)
In the current process an EAC is commissioned to support the guidance development of a topic when the process is launched. A detailed timeline is sent to the EAC outlining the expected dates for all the stages of guidance development. Documents used in the topic selection are shared with the EAC. The process of guidance development is described in the MTEP process guide. 
The EAC has the opportunity to comment on the draft scope and therefore raise any concerns about the decision problem, possible technical issues or other relevant matters.  
The company completes a submission template which details the clinical and economic evidence available to support their case for adoption.  The submission is sent to NICE in 2 parts, the first part describes the technology, clinical context of use and clinical evidence to support its case and the second part includes the economic evidence including an executable cost model. The EAC prepares a critical appraisal of the submission of evidence in the form of an assessment report, which is presented to the Committee with relevant advice and commentary from expert and patient advisers
The assessment report is prepared within a timescale currently set at 8 weeks, with a draft version of the assessment report sent to NICE at 6 weeks. The assessment report reviews and critically evaluates the completeness and relevance of the information on the decision problem, the clinical and economic evidence and cost analysis elements of the company's submission. The assessment report is prepared using a detailed template which is continually improved using feedback from EACs.  The EAC will routinely approach the company and NICE's Expert Advisers for the technology under consideration when preparing the assessment report.  A correspondence log is kept by the EAC and includes a complete record of clarifications, additional information, or advice sought by the EAC from the company or from Expert Advisers.
The company carries out a factual check of the assessment report which is processed by the EAC, which responds to all company comments using the factual check template and shows any subsequent changes made to the assessment report. 
As required, if the EAC or NICE technical teams consider that the company's submission does not adequately address the issues in the scope, the EAC may suggest to NICE or NICE may request that additional analysis should be undertaken. In these circumstances the additional analysis is carried out by the EAC and forms part of the assessment report or assessment report overview (prepared by NICE).  Any additional analysis is carried out in line with NICE’s Medical Technologies Evaluation Programme Methods Guide, and may include evidence synthesis and modelling of indirect and intermediate clinical and system outcomes.  If changes are made to the submitted de novo cost analysis, the EAC includes details of these amendments, and their impact, in the assessment report.  
The final assessment report should be of a quality that enables the committee to formulate provisional recommendations at a single meeting, on the scheduled date. The EAC should have a demonstrable quality assurance process to ensure the quality of the assessment report. An example of how to develop such a quality assurance process is given in the Aqua Book (UK Government) and its related templates.
In advance of the committee meeting at which provisional recommendations will be developed, the senior author of the EAC assessment report will meet with the MTEP technical team, selected committee members and Expert Advisers.  Two representatives from the EAC, including a senior author, attend(s) the Committee meeting, and should be prepared to present the assessment report to the Committee. They are also required to directly answer questions during the public (Part 1) session of the meeting from the Committee on the clinical and economic evidence and model, to enable the Committee to make its decision. 
Further assessment may be required depending on the extent and nature of comments emerging at public consultation. NICE may ask the EAC to:
· assess significant evidence from relevant studies identified by consultees or otherwise becoming available during the public consultation period
· comment on the validity of public consultation comments relating to the contents of the assessment report, and assist NICE in drafting responses to these
· routinely, update the economic model following the committee meeting or during the guidance development process to reflect changes in model assumptions and figures which are established
· occasionally, following discussion by the Committee of the assessment report, further analysis or modelling may be required in order for the Committee to be able to develop draft recommendations on the technology.
The EAC attends the subsequent Committee meeting at which the Committee considers public consultation comments on its draft recommendations on the product.  Members of the EAC may be asked by the Committee or NICE to comment during the public (Part 1) session of the meeting on the validity or interpretation of public consultation comments on the assessment report.  Infrequently, they may also be required to attend additional Committee meetings, in cases where products do not follow the standard guidance development process. The EAC will ensure that at least one senior member of the EAC with involvement in the topic is present at each of these meetings so that definitive advice can be provided.
The EAC may also be called to assist NICE in drafting responses to resolution requests prior to the publication of the final guidance.
The assessment report, correspondence log and any other relevant papers are made publicly available on NICE’s website at consultation and when the guidance on the technology is published.
[bookmark: _Toc495071465]Device equivalence
Medical devices undergo a continuous product development cycle. This tends to go through many iterative stages at the early design phase. Early clinical trials may be on prototype devices with different human factors and potentially different clinical utility when compared with the commercially-available product line.
In critiquing evidence, EACs will need to use insights on this evolution to comment on whether evidence on one version of a technology is likely to be generalizable to another. If there is sufficient certainty of generalizability, this has the potential for increasing the evidence base in a traditionally evidence-poor landscape. If equivalence is not proven, this will serve to eliminate inappropriate evidence from evaluations.
[bookmark: _Toc495071466]Expert advice/elicitation
EACs will use expert advice to inform its critique of submitted clinical or cost evidence. Advice will be sought in a variety of ways including question-and-answer telephone or email correspondence, semi-structured interviews and questionnaires (paper or digital). EACs may also, where appropriate methods are available, use expert elicitation to derive quantitative likelihood estimates.
[bookmark: _Toc495071467]Economic evaluation
EACs will need the necessary skills and experience to critique, and where necessary, revise inputs and parameters in existing economic models, and to construct de novo economic models.  The principal economic method may be cost- minimisation or cost-utility analysis. 
The critique and production of economic models will fulfil the requirements for quality assurance as defined by the MacPherson report, including demonstrable capability and capacity for quality assurance.  It is anticipated that this quality assurance will include peer-review of the outputs from other EACs and evidence services funded by NICE.  The EAC will be expected to provide a report to appropriate standards suitable for independent audit. An example of an appropriate standard is the Aqua Book (UK Government). The EAC does not have to be accredited to the standards.
[bookmark: _Toc495071468]Publications based on critical appraisals
The EAC will usually prepare a manuscript for publication based on the technical challenges of the critical appraisal, the purpose of which is to add to the body of knowledge on health technology assessment of medical technologies. 
[bookmark: _Toc495071469]Systematic review and meta-analysis
NICE’s Interventional Procedures Programme develops guidance on the safety and efficacy of interventional procedures.  Evidence for consideration by the Interventional Procedures Advisory Committee is assessed and presented by the NICE team, but there is an occasional requirement for systematic reviews of evidence on a specific interventional procedure.  This is generally where the body of evidence is too great for rapid review by the internal team, or there are questions that cannot be resolved without meta-analysis.  The EACs will deliver this service using the standards, methods and timelines of the Interventional Procedures Programme.  The EAC will be responsible for seeking appropriate advice in preparing the systematic review from individuals and organisations, including but not limited to:
· companies, if a medical device or devices are involved in the procedure
· patient groups, for example, in the interpretation of patient‑reported outcomes
· regulators such as the Medicines and Healthcare products Regulatory Agency and the US Food and Drug Administration, in relation to the regulatory status of products and safety reports.
· clinical specialists and specialist societies.
The EAC will produce a systematic review, with meta-analysis if required. As well as producing the systematic review the EAC will produce a summary document in the format of an “overview” document (as outlined in the Interventional Procedures Programme Manual) for presentation to the Interventional Procedures Advisory Committee.  The final review should be of a quality that enables the Committee to formulate provisional recommendations on the safety and efficacy of the procedure(s) under review at a single meeting, on the scheduled date, which will normally be notified to the EAC at the time the work is allocated. The EAC attends the meeting of the Interventional Procedures Advisory Committee to make a formal presentation of the results of the systematic review, and meta-analysis, if carried out.  Representatives of sufficient seniority to directly answer questions will attend relevant committee meetings.
The EAC may also be called on to comment on the validity of public consultation comments relating to the contents of the systematic review (and meta-analysis, if carried out), and to assist NICE in drafting responses to these. The EAC may also be asked to assist NICE in drafting responses to resolution requests prior to the publication of the final guidance.
The systematic review is made publicly available on NICE’s website at consultation and when the guidance on the procedure is published.  NICE anticipates that reports on systematic reviews for the Interventional Procedures Programme will be published in high impact peer-reviewed journals.
[bookmark: _Toc495071470]Support to the NICE guidance review process (Guidance Reviews)
NICE normally initiates a review of guidance within 3 years of the publication date. A review may be initiated earlier where, for example, NICE is aware of significant developments in the evidence base or other emerging technologies relevant to the topic.  The purpose of the guidance review process is to support NICE decision making on the need or otherwise for the guidance to be updated. 
The EAC could be commissioned to support guidance reviews for Diagnostics or Medical Technologies Guidance, and, occasionally, other forms of NICE guidance involving a medical technology.
The main elements of this work package are likely to include:
· Updating the literature search to identify new evidence relevant to the scope of the guidance.
· Identifying relevant changes in clinical practice through review of published guidelines and contact with specialist committee members and professional societies
· Engaging the companies of the technologies considered in the guidance to find information on updates to the technologies, model numbers, software and current NHS costs (requiring company input on the acquisition price to the NHS and NHS expert input on the total price of providing the test for NHS patients) 
· Identifying new technologies of potential relevance to the topic. 
The engagement of the companies, expert advisers and specialist committee members involved in the original guidance production is a key part of this package and potentially impacts the quality of decision making by NICE on the need or otherwise for an update to the guidance and the nature of the update where needed. It is important that the EAC engages these stakeholders in a systematic way. For example, Diagnostics Guidance topics vary in the number of technologies included and in the overall numbers of specialist committee members. Typically, topics involve 2-5 products and 4-8 specialist committee members.
The main output from this work package is a report on the developments in the evidence base since the original assessment was done, including commentary on the significance of the developments.
[bookmark: _Toc495071471] Medical technologies guidance review – costing update
For some guidance reviews NICE will only commission a report providing an update on the costs, savings and figures within the guidance.  The main elements of the work package are likely to include:
· Updating the cost modelling with new prices for the technology, its comparator and other relevant system costs to establish if the cost savings have changed since guidance publication. This will also include advising NICE about which parameters in the cost model have changed. 
NICE will provide a copy of the original economic model used for the EAC to update. The output of the work package is a brief report which includes commentary on the economic changes in relation to the guidance, a table showing the current and updated cost, savings and figures in the guidance. The report is used to inform the guidance review proposal by NICE. 
[bookmark: _Toc495071472]Medical technologies guidance review
The current process for medical technologies guidance reviews is published on the NICE website here, and is subject to change.  EAC support for medical technologies guidance reviews will vary depending on the technology, the new evidence identified and the resources available in the MTEP technical team.  The main elements of the work package are likely to include:
· Updating the cost modelling with new prices for the technology, its comparator and other relevant system costs to establish if the cost savings have changed since guidance publication. This will also include advising NICE about which parameters in the cost model have changed. 
· Literature search to identify new evidence relevant to the scope of the guidance.
· Review and critique of new evidence identified to advise NICE if it supports the current recommendations. 
· Engaging with the company, other stakeholders including experts as required to explore changes in the technology, changes in the use of the technology, changes in the current pathway and any other relevant information.  
The output of the work package is a brief report which includes commentary on the significance of the new evidence and economic changes in relation to the recommendations, and is used to inform the guidance review proposal. 
[bookmark: _Toc495071473]Diagnostic guidance review – evidence updates
For all pieces of guidance an evidence update will be commissioned. The outputs for guidance review activities commissioned under Lot 1 will include reports for NICE which include evidence updates. Reports will include sufficient scrutiny of new evidence to enable NICE to make a decision as to whether the new evidence is likely to have a material impact on the existing recommendations. 
In some circumstances NICE may also commission a technical supplement which details changes to the technologies since the guidance was published. Technical supplements are commissioned separately under Lot 3.
The current processes for diagnostics guidance are published on the NICE website, and are subject to change.
[bookmark: _Toc495071474]Rapid response HTA evidence summary (for example medtech innovation briefing or health apps briefing) 
NICE may require EACs to prepare evidence-focussed summaries of technologies either in support of existing advice and guidance workstreams, or in developing new outputs. Current examples of such outputs include medtech innovation briefings. Evidence summaries generally describe the product, and provide information on the clinical and cost evidence and the care pathway in which it could be used, and include commentary by experts and patients on the potential use of the technology in the pathway of care.  NICE currently develops evidence summaries on a wide range of medical technologies, diagnostic and monitoring devices and digital technologies.  Evidence summaries are published by NICE and are classified as NICE advice.
[bookmark: _Toc495071475]Support to identifying, selecting and scoping topics 
This work package will encompass a menu of activities to support and promote the identification, notification and selection of medical devices and diagnostics, digital or combination technologies that may be suitable for a NICE output.  NICE may also ask for an in-depth examination of a topic or its comparators and their current use.  The menu of activities could include, but would not be confined to:
· interactions with clinical teams using innovative medtech products 
· checking products’ regulatory status
· assessing products’ suitability for future evaluation including gathering clinicians’ views
· exploring interactions between products and current NICE guidance or professional body guidelines
· generating topic ideas from the NHS.
Outputs from this work package type will be individually agreed and may include short reports or situational analysis. The aim of the outputs is to help NICE decide whether technologies are suitable for a NICE output.
In the event that there is uncertainty regarding the decision problem, patient population, clinical context or other requirements for an evaluation to proceed, NICE may ask the EAC for a pre-scoping report. The report may be made available on the NICE website.  
[bookmark: _Toc483313633][bookmark: _Toc484419286][bookmark: _Toc484422233][bookmark: _Toc484422256][bookmark: _Toc483313657][bookmark: _Toc484419311][bookmark: _Toc484422257][bookmark: _Toc483313659][bookmark: _Toc484419313][bookmark: _Toc484422259][bookmark: _Toc483313661][bookmark: _Toc484419315][bookmark: _Toc484422261][bookmark: _Toc494357897][bookmark: _Toc358285112][bookmark: _Toc478022699][bookmark: _Toc495071476]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: _Toc493721243][bookmark: _Toc495071477]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: _Toc478022700][bookmark: _Toc495071478]Appendix A – Examples of published outputs for the main work package types

	LOT 1 - SECONDARY DATA ANALYSIS 

	Work package
	Published Examples

	A - Assessment Report
	Peristeen anal irrigation system to manage bowel dysfunction

	
	HeartFlow FFRct for the computation of fractional flow reserve from coronary CT angiography

	
	Spectra Optia Apheresis System for automated red blood cell exchange in patients with sickle cell disease

	E - Systematic review & meta-analysis
	Clinical effectiveness and safety of transcatheter aortic valve implantation (TAVI) for aortic stenosis: a systematic review and meta-analysis

	F - Guidance Review
	Guidance Review - costing update 
MTG2 MOOR LDI2 B2 a laser Doppler blood flow imager for
burn wound assessment

	
	Guidance Review proposals
MTG5 The MIST Therapy system for the promotion of wound healing
MTG1 SeQuent Please balloon catheter for in-stent coronary restenosis

	G - Rapid response HTA evidence summary (MIB)
	TheraSphere for treating operable and inoperable hepatocellular carcinoma and
SIR-Spheres for treating inoperable hepatocellular carcinoma

	
	TactiCath Quartz catheter for percutaneous radiofrequency ablation in atrial fibrillation and ThermoCool SmartTouch catheter for percutaneous radiofrequency ablation in atrial fibrillation

	
	Aquilion PRIME CT scanner for imaging coronary artery disease in adults in whom imaging is difficult and
Somatom Definition Edge CT scanner for imaging coronary artery disease in adults in whom imaging is difficult

	H - Support to topic identification
	Diagnostic accuracy of 18F amyloid PET tracers for the diagnosis of Alzheimer’s disease: a systematic review and meta-analysis

	
	Selecting a CT scanner for cardiac imaging: the heart of the matter




[bookmark: _Toc494357918][bookmark: _Toc495071479]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.



