MEMORANDUM OF AGREEMENT
Purpose
This template is provided as part of the External Assessment Centres Terms and Conditions of Contract. 
[bookmark: _GoBack]

MEMORANDUM OF AGREEMENT
Between EAC NAME External Assessment Centre (EAC) and NAME, Register Owner, REGISTRY NAME).
In respect of NICE work package RXnnn – REGISTER NAME.
1. Scope and aims of the Project
Registers or databases for interventional procedures or medical devices normally comprise either: 
· established national registers whose datasets might be modified to collect data relating to the device or procedure of interest, or 
· dedicated databases established by professional bodies, individual practitioners or manufacturers.
NICE’s Interventional Procedures (IP) Programme assesses the safety and efficacy of interventional procedures and develops guidance on their use in the NHS. NICE specifies in its interventional procedures guidance that for certain procedures, data should be collected on their use in the NHS. Normally NICE specifies submission of such data to an existing register, but on occasion a bespoke register may need to be established. In order to review and update guidance it may also be necessary to carry out validation exercises of the registers using, for example, Hospital Episode Statistics (HES) data. Register data may be used for a variety of purposes, including determining longer term device failure, researching longer term patient outcomes, gaining information about implementation in the NHS or reviewing guidance. NICE commissions a data collection and register development service from its External Assessment Centres (EACs). NICE may use the outcome of this activity to decide whether to review its guidance on the procedure.
Insert statement of aims and objectives for the work package.
2. Statement of Intent
NICE has awarded a contract to the NAME External Assessment Centre to provide services in connection with the assessment of novel medical technologies. Under this contract, the EAC is commissioned to deliver particular projects. The details of each project (including specification and timescales) are set out in Memoranda of Agreement between NICE and the EAC.
For register projects, NICE may require the EAC to work with the owner of an existing register (the Register Owner). This Memorandum of Agreement (MoA) defines the terms under which the EAC and the Register Owner will work together to achieve the aims of the project, as specified by NICE.
Following the allocation of a project from NICE, the EAC will draft an internal Project Initiation Document (PID) which sets out the tasks, responsibilities, milestones and deliverables of the project. The PID tasks relating to this MoA shall be agreed between the EAC, the Register Owner, NICE and any other essential stakeholders, prior to signing this MoA. The Project will cover only and all of the tasks which are contained in the PID, developed by the EAC in compliance with the specifications contained in their contract with NICE, and developed and delivered in accordance with NICE’s Policies and Methods.
This Memorandum may only be varied with the prior written agreement of the EAC, NICE and the Register Owner. Milestones and deadlines for deliverables are as stated in section 4 of this MoA. If a Milestone or Deadline is missed, it becomes a potential break-point for the separate, overarching Memorandum of Agreement between the EAC and NICE for this project. In the event of NICE terminating its overarching MoA with the NAME EAC, then this Memorandum of Agreement between the EAC and the Register Owner concurrently terminates.
3. Responsibilities of the Parties and key tasks for delivery
[bookmark: _Toc274730414]The Register Owner will assist the EAC in meeting its obligations to NICE. Key responsibilities are divided into tasks for the EAC to lead and tasks for the Register Owner to lead, as outlined below.
Responsibilities
The EAC will:
3.1 engage with specialists, other NHS staff and relevant manufacturers to agree appropriate datasets to capture relevant details of patients, outcomes and impacts on the service of specified technologies and procedures
3.2 consider whether a dataset proposed or used for national data collection has appropriate information governance arrangements and independent oversight for use in NICE evidence reviews
3.3 arrange and undertake cross-checking and validation of register data with routine information systems (eg HES) in order to a) assess coverage of the register, b) check for extra safety and efficacy information and c) to meet any other objectives set by NICE
3.4 consider the arrangements for ensuring that the register is sustainable and recommend ways in which the activity can be continued once NICE’s involvement ends
3.5 recommend the breakpoint / handover date and arrangements to ensure that NICE does not enter into an open-ended contract or agreement with the Register Owner.
The Register Owner will:
3.6 collaborate with the register host / database developer in order to monitor numbers of patients and amount of data accrued; ensuring that reports are delivered to the EAC when scheduled and in a timely manner
3.7 be involved when requested in analysis and presentation of appropriately analysed data to NICE advisory committees.
Key tasks for delivery
In order to meet the above responsibilities, the EAC and Register Owner will:
3.8 	Confirm Governance arrangements
Task Lead – Register Owner: 
· completion of the Information Governance Statement of Compliance (IG SoC) process to the satisfaction of the Health and Social Care Information Centre (HSCIC) (more information at http://systems.hscic.gov.uk/infogov/igsoc), if applicable.
· demonstration of adherence to Data Protection Standards
· completion of System Level Security Policy forms to comply with the National Information Governance Board’s requirements for Section 251 approval, if applicable.
· any other compliance requirements for accessing relevant data sets from the HSCIC and Office of National Statistics (ONS).
3.9 	Administer Steering Group meetings and teleconferences
Task Lead – EAC:
· scheduling, invitations, preparation of minutes and dissemination of papers.
3.10 	Finalise data fields and undertake stakeholder consultation on the dataset
Task Lead - EAC:
· define core data fields to be captured to meet NICE requirements for outcome measures relating to safety and efficacy of the procedure
· production and distribution of consultation response documents to stakeholders
· compilation of all comments received for Register Owner response.
Task Lead – Register Owner: 
· respond to all stakeholder comments with clear accept / reject reasoning. NICE Gateway review will confirm that the dataset and register will deliver outcome measures to (insert relevant objectives)
· use outcomes of the consultation to finalise the register specification document and instruct final updates by the contracted register host / database developer to go live.
3.11 	Undertake data surveillance & statistical analysis:
Data analysis to answer NICE questions is the responsibility of the EAC, supported where required by the Register Owner. Data analysis for any other purpose is governed by the Register Owner and the EAC may support such activities if mutually agreed.
Task Lead – Register Owner: 
· periodic data extraction from the register to schedule
· data cleansing and preliminary data accuracy checks
Task Lead - EAC:
· confirm data accuracy checks performed by the Register Owner
· compare data with national healthcare datasets (such as HES)
· liaise with device manufacturers to identify new users
· compare coverage of the register against known cases identified from active surveillance information
· follow up any missing data by contacting the provider sites.
3.12	Reporting to NICE:
Task Lead - EAC:
· data analysis and interim progression reporting to NICE and its advisory committees
· final report to NICE

4. Project Management and Performance Measurement
The internal PID will set out the project management and performance reporting arrangements between the EAC and NICE. Milestones and deliverables for the RXnnn project, plus dates for NICE Gateway reviews are:
	Milestone / Deliverable
	Responsibility - EAC or Register Owner
	Deadline(s) and NICE Gateway reviews

	Establish Steering Group
	EAC
	

	Stakeholder consultation on the dataset and compile comments received
	EAC
	

	Respond to all comments received and NICE review
	RO
	NICE Gateway review

	Register go-live
	RO
	NICE Gateway review

	Data extraction, cleansing & accuracy checking for delivery to EAC and analysis
	RO
	
AND EVERY FOUR WEEKS THEREAFTER

NICE Gateway review dates:

	Data analysis and interim reporting to NICE
	EAC
	
AND EVERY FOUR WEEKS THEREAFTER

	Write final report
	EAC
	

	Prepare report for publication in academic journal
	RO & EAC
	

	Project close
	EAC & NICE
	



5. Financial Resource/Contributions
It is the responsibility of the Register Owner to secure funding to support development and maintenance costs of the register for the minimum duration of this Memorandum of Agreement.
6. Data ownership, Intellectual Property Management and Distribution Arrangements
The Register Owner will own the register data and maintain all IP rights. All publications for peer-review arising from, and on behalf of, NICE’s involvement in this register will have authorship order agreed at the outset, but including: Register Owner, EAC members (and NICE members where appropriate). Authorship of papers will follow the International Committee of Medical Journal Editors (ICMJE) Uniform Requirements for Manuscripts Submitted to Biomedical Journals: http://www.icmje.org/ethical_1author.html.
7. Duration of the Agreement
This Memorandum of Agreement is held by the EAC NAME EAC and NAME OF REGISTER OWNER Register Owner from date of signature to PROJECT END DATE.
8. Termination of this Agreement
Milestones and deadlines for deliverables are as stated in section 4 of this MoA. If there is a risk that any deadline may be missed, then the Register Owner must notify the EAC of the issue in advance and propose a recovery solution (within 10 working days). NICE Gateway review dates in section 4 are the principal points at which NICE could withdraw EAC support from the Register Owner, although retaining the right in principle to do so for any deadline missed without prior notice. Failure to meet responsibilities described in this MoA, including missed deadlines, will result in NICE having the option to terminate its overarching Memorandum of Agreement with the NAME EAC for this project and withdrawal of EAC resources from the Register Owner. If the overarching Memorandum of Agreement between NICE and the EAC is terminated, then this MoA between the EAC and Register Owner concurrently terminates.
	


______________________________
Signature on behalf of the NICE External Assessment Centre
Name: 
Title: Centre Director
Date: 
	


______________________________
Signature on behalf of the Register Owner
Name:
Title: 
Date: 



CC NICE Programme Manager
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