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[bookmark: _Toc495071784]Main activities of the EACs in Lot 3
Including: technical assessment of CE marked medical devices to inform effective use, and to support NICE’s adoption advice; technical supplements on products in published NICE guidance; ad hoc technical advice; regulatory analysis including identification of CE marked devices used within new or novel interventional procedures.
[bookmark: _Toc483313605]Table 1 - Work Packages types and modules normally required for standard Work Packages
	Typical work package type
	Modules normally* required 
	Lot 3
Specification Reference

	D - Technical evaluation to inform on effective use
	D1 - Technical assessment
	1.2.1

	D - Technical supplement following guidance review
	D2 - Technical supplement
	1.2.2

	I - Regulatory advice service on CE marking to the Interventional procedures programme
	I3 - Regulatory analysis
	1.2.3


* 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: _Toc483313644][bookmark: _Toc484419295][bookmark: _Toc484422240][bookmark: _Toc495071785]Lot 3 – Technical and regulatory support 
[bookmark: _Toc478022740][bookmark: _Toc478026313][bookmark: _Toc478026630][bookmark: _Toc478022741][bookmark: _Toc478026314][bookmark: _Toc478026631][bookmark: _Toc355616716][bookmark: _Toc355616830][bookmark: _Toc355625176][bookmark: _Toc355625269][bookmark: _Toc355700662][bookmark: _Toc357767438][bookmark: _Toc358279843][bookmark: _Toc358281541][bookmark: _Toc243883531][bookmark: _Toc243883671][bookmark: _Toc269224571][bookmark: _Toc269230904][bookmark: _Toc269224574][bookmark: _Toc269230907][bookmark: _Toc269224576][bookmark: _Toc269230909]The narrative below describes the activities and other information comprising Lot 3.  
Please see Table 1 for a list of modules usually required to fulfil a Lot 3 project.
[bookmark: _Toc495071786]Technical assessment
Some medical technologies have particular features that mean that usability or technical factors will materially affect the product’s performance, and hence its ability to deliver the potential benefits claimed for it. This may apply, for example, to products which depend on compatibility with other equipment - or use in a particular way - for optimal performance.  It could also apply for example to in vitro diagnostics where sensitivity and specificity levels achieved in research settings cannot be replicated in normal laboratory conditions.  In addition, NICE produces guidance and advice on in-scope digital products and apps, which may require technical testing, having regard to current developments in digital technical assessment (see for example: https://developer.nhs.uk/daq/).  
At the guidance scoping stage, issues identified at the selection decisions or from the published literature and expert advice will normally determine whether a technical advice component is required to help formulate draft guidance recommendations. 
At later stages, technical advice may form part of NICE’s implementation advice which is published at the same time as the guidance.  The EAC may be involved in the identification of such issues and may liaise with NICE during the period of guidance development to determine what that advice should contain, and what technical evaluation might be required to achieve this.  This could include bench testing or simulation of performance where no evidence is available. Previous examples of technical testing have included: 
· X-ray transmissibility of a heating blanket;
· Performance of an earth electrode for use in the operating theatre under adverse conditions.
It is expected that staff performing this work will be appropriately qualified and probably Clinical Scientists registered with the HCPC.
[bookmark: _Toc495071787]Technical supplement
A technical supplement may be appropriate where there have been limited developments in the evidence base since the guidance was published, and where an update was unlikely to fundamentally change the recommendations in the guidance but where the development of the product or technologies assessed in the guidance and availability of new technologies relevant to the topic result in the technical features of the guidance being regarded as out of date.  
NICE expects that the output of this module will be a technical supplement report, with its main elements likely to include:
· Key developments to the product or technologies included in the original guidance arising from factors such as new versions of the product(s), updates to associated software, or other changes to the technical specification
· Updated cost information on the product(s) in the original guidance and any new versions
· New technologies relevant to the topic, including cost information
· A list of technologies currently available for use in UK clinical practice that should be considered as consistent with the guidance recommendations.
It is anticipated that technical supplement reports will be published as a supplement to the guidance document following approval by NICE. It should be noted this is a new module which may be subject to further refinement during the life of the contract.
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Medical technologies involved in procedures assessed in NICE Interventional Procedures guidance must have CE marking for the purpose featured in the guidance.  One of the suppliers under Lot 3 will be commissioned to provide the regulatory advice service on whether CE marking for a technology applies to the procedure in which it is proposed to be used. This will involve receiving notifications from the NICE IPP team on procedures on which they are considering producing guidance and which involve the use of a technology. For each technology, the EAC will provide an opinion (using a template supplied by NICE) as to whether the suggested use in that procedure is covered by its CE marking, and that the medical technology company complies with the relevant European Union Directive on safety, quality and performance.  The EAC normally has 1 month to give this opinion on each requested device.  


[bookmark: _Toc478022700][bookmark: _Toc495071789]Appendix A – Examples of published outputs for the main work package types

	LOT 3 - TECHNICAL REGULATORY SUPPORT

	Work package
	Project Example

	D - Technical Evaluation
	Technical assessments
HumiGard Technical Evaluation
HeartFlow Technical Evaluation

	
	Technical supplements
DG3 New generation cardiac CT scanners (Aquilion ONE, Brilliance iCT, Discovery CT750 HD and Somatom Definition Flash) for cardiac imaging in people with suspected or known coronary artery disease in whom imaging is difficult with earlier generation CT scanners

	I - CE Mark Service
	CE marking for NICE Interventional Procedure Programme 
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