




National Institute for Health & Care Excellence

Medical Technologies Evaluation Programme

External Assessment Centre Framework
Lot 3
[bookmark: _GoBack]Tender Submission

Invitation to Tender Response Document







[bookmark: _Toc142451954][bookmark: _Toc147288617][bookmark: _Toc147289230][bookmark: _Toc248202963][bookmark: _Toc250536875]
Contents

1.	Introduction	3
2.	Bidder Instructions	3
3.	Requirements	4

 External Assessment Centre Framework
Invitation to Tender Response Document

Page 6
[bookmark: _Toc313605714][bookmark: _Toc313629874][bookmark: _Toc468449914]Introduction 
This document forms part of the Invitation to Tender Pack issued to Bidders. The Tender Submissions Instructions and Guidance, Statement of Requirements and the Terms and Conditions documents should be read in conjunction with this document. 
The Invitation to Tender (ITT) document describes the detail NICE requires in the Bidder’s submission of final offer. The ITT document relates to the Specification of Requirements and references all sections and questions to this document. 
[bookmark: _Toc468449915]Bidders Instructions
Full instructions for the submission tender / final offer from Bidder is detailed in the Tender Submissions Instructions and Guidance document. Bidders must ensure they familiarise themselves in full with the Instructions and Guidance before responding to this document. 
Those instructions as described must be followed and adhered to. Any deviation from the instructions may result in your tender being rejected. 
The tender submission offer must be returned no later than 17:00 (5.00pm) UK time on 20 November 2017.
All questions in this document must be addressed in the Bidder’s submission / final offer. Should no response be submitted to any question herein; the Participant must provide an explanation of why they are unable to provide a response.



To be completed by the Bidder
[bookmark: _Toc468449916]Requirements
Bidders are required to complete the formal Invitation to Tender questions below in line with the Tender Submissions Instructions. 
Where appropriate please use diagrams and/or screenshots to support your response.
	Question number
	Criteria / Sub-criteria / Question
	Specification Reference

	
	Cost
	

	L3 - Q1
	Bidders must deliver the service within the allocated budget.
Please provide a breakdown of costs in 0a3_Appendix 1_Pricing Schedule Response Document. 
The bidder may add additional lines to the pricing mechanism where appropriate.
Bidders are required to indicate milestone payments, in line with the Terms and Conditions of Contract.
Bidders must provide complete pricing for each individual module in the relevant Lot.
Bidders must complete pricing per year and provide overall cost for the full term of the contract.
Bidders must also include pricing for the 1 year option extension
	

	Respond Here: Please provide the full contract price and a confirmation that the breakdown of costs in Pricing Schedule Response Document Lot 3 has been completed and attached




		

	
	Lot 3 – Technical and Regulatory support
Expertise in technical assessment
Note: All question responses must clearly demonstrate that the Suppliers solution meets each area of the specification to which it relates as referenced in the right hand column.
	

	
	Experience of designing and carrying out technical assessment on innovative health technologies.
	

	L3 – Q2
	Describe the approach that you would take to performing:
· technical assessments (‘benchtests’) of non-drug technologies (including devices, diagnostics and digital). This should include a detailed description of and rationale for the expertise and facilities required;
· technical supplements (using technical and scientific specification data) including comparing alternative technologies.
	Specification Ref:
2.1, 2.2

	Respond Here:


	L3 – Q3
	Describe your organisation’s/individuals’ expertise and publications in technical assessment and supplements (as defined above) as it relates to carrying out the work of a NICE External Assessment Centre.
	Specification Ref:
2.1, 2.2

	Respond Here:


	
	Experience in providing advice on usability of medical technologies.
	

	L3 – Q4
	Describe the approach that you would take to providing technical advice to NICE on usability of health technologies. This should include human factors considerations as described in regulatory standards relevant to the medical devices regulations (e.g. IEC 62366-1).
	Specification Ref:
2.1, 2.2

	Respond Here:


	
	Experience in development of high-quality methodology in technical evaluation or assessing usability of health technologies.
	

	L3 – Q5
	Describe your organisation’s/individuals’ expertise and publications in the development of methodologies for technical evaluation and assessing usability as it relates to carrying out the work of a NICE External Assessment Centre.
	Specification Ref:
2.1, 2.2

	Respond Here:


	
	Experience in undertaking regulatory analysis of devices and diagnostics.
	

	L3 – Q6
	Describe your organisation’s/individuals’ expertise in analyzing the CE marking of devices and diagnostics and providing advice on its applicability to specific clinical procedures or uses.
	Specification Ref:
2.3

	Respond Here:


	
	Employment of staff with expertise in general and Lot specific disciplines
	

	[bookmark: _Toc300054624]L3 – Q7
	Describe the staff assigned to the work of a NICE External Assessment Centre. This should include brief and relevant Curriculum Vitae, which includes an explanation of why each of these staff are qualified to undertake the work and the role they would assume, across the following areas of expertise:
General
· clinical research
· evidence searching and systematic review, including investigation of a variety of sources of evidence not normally included in systematic reviewing
· medical statistics
· project management and quality assurance of health technology assessment projects and outputs

Lot 3
· performing technical evaluation of medical devices and diagnostic and digital technologies
· undertaking regulatory analysis of medical devices and diagnostic and digital technologies

Guidance notes:
· Please provide CV’s as separate document as an annex
· bidders applying for more than 1 lot need only submit the CV’s that apply to more than 1 lot once in their overall submission. 
· Please provide references to CV’s specific to this Lot below
 
	Specification Ref:
All


	Respond Here:




