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Request form for extract of data from the European Registry for Patients with Mechanical Circulatory Support (EUROMACS)

Overview of EUROMACS and Data Access Request Form
As described in the EACTS QUIP EUROMACS Hospital Sharing Agreement, EUROMACS has been established to collect and store the EUROMACS Data.  Participants and EACTS members have access to a range of tools within EUROMACS enabling them to run basic queries on their own data, comparing it with the aggregated data of the whole database.  
EACTS recognises that there may be circumstances where requests for extracts of data from the ACDEUROMACS arise which cannot be met using the inbuilt tools.  In such cases, a request for such an extract may be submitted to EACTS using form included within this document.
Conditions and procedures of the Data AccessExtract Request are set out in the Data Access Request protocol.

Handling of data accessextract request
All requests for data extracts will follow the approach documented and detailed within the EACTS Data Access Request protocol.  This protocol has been established to ensure that all such data access requests:
· Are handled consistently, fairly and with care and propriety, and in line with best practice according to the Five Safes framework
· Are governed to ensure that EACTS team members are protected from the risks of improper data access requests
· Are reviewed fairly where any charges are levied for the production of the data
The principles of data queries are set out fully in the protocol, but for the avoidance of any doubt, it is expressly confirmed that:-
· All data within EUROMACS is anonymised on EACTS level.  EACTS has no access to individual patient or surgeon records and it is not possible to provide any query output that identifies any such individual
· Any request that endeavours to identify any individual will be rejected
· Any data query output will be compliant with GDPR regulations
· Data AccessExtract Requests for scientific research, industry or commercial reports, or similar, will be subject to review by the Scientific Lead, QUIP Director or their deputies, to ensure that there is public benefit from the data use, in line with the Five Safes Framework principles.  Additionally, data access requests will be subject to review by the data participants (who supplied the data for inclusion in the ACD) who may opt out from the inclusion of their data in that extract



Data Access Request form
for data from the European Registry for Patients with Mechanical Circulatory Support (EUROMACS)
This form is to be used to request data from EUROMACS 

1. GENERAL INFORMATION
	Name of Applicant
	<name of applicant>

	Applicant Role
	EACTS member/ACD Participant Organisation/Internal EACTS Staff Member (delete as appropriate)/non EACTS member

	Applicant Job Title
	<applicant job role>

	Applicant organisation
	<surgery centre of applicant if applicable, or name of third party organisation>

	External Partners 
	<names of any third-party or collaborators in the study scientific research, specifying if they are to be co-authors of scientific publications or other outputs  including, industry or commercial reports, or articles for journals etc.or publications>

	Other relevant information
	<detail here any related or supporting research qualifications or history that you or the organisation hold, or any relevant skills that support your request>





2. TYPE OF REQUESTOR 
	Category
	Description
	Check the Category that applies

	Participant 
	One of the Surgery Centres whose registration to EUROMACS has been accepted by EACTS. 
	

	EACTS member
	An paying EACTS member, registered in the EACTS information system, not being designated an Industry Member. This includes EACTS paid personnel. 
	

	Non-EACTS member
	Not a paying EACTS member, but a medical professional or researcher employed by a non-profit organization.
	

	Industry Representative 
	Individual representing a for-profit organization.
	







3. SUMMARY OF THE STUDY OR RESEARCH
Please provide text inside the text box; you may remove the text currently in the box. Please provide a summary of the study that you are undertaking.  Please keep this summary to less than 20 lines of information
Please include the Title of your Research, what information you are looking to obtain from this Data extract, and how and where you will be using any information provided



4.  INTRODUCTION OF THE STUDY OR RESEARCH
Please provide text inside the text box; you may remove the text currently in the box. Please provide a full description of the study that you are undertaking.
Please include:-
· Introduction of research problem/research question
· What is already published in literature 
· What hypothesis are you investigating? 
· What does current research add to the published research/literature
· What is the intended public or patient benefit from your research?
· How do you intend the share the outputs and results from your research?



5. DATA PARAMETERS
Please provide text inside the text box; you may remove the text currently in the box. What specific data do you wish to obtain from the EUROMACS?
Please include:-
· Which fields do you wish to be included in the extract? (If necessary, please refer to the EUROMACS Data Dictionary, a copy of which can be obtained from the EACTS Data Administrator)What patient and/or medical parameters or filters do you wish to be applied?
· What timescale period do you wish to be included in the extract?
· What format do you wish the data to be provided in? 






6. RESEARCH END DATE
Please provide text inside the text box; you may remove the text currently in the box. What is the expected research end-date? In case of no enrichment of the data this should be 6 months after receiving the Data Extract

7. ANALYSIS TO BE PERFORMED
Please provide text inside the text box; you may remove the text currently in the box. What analysis do you intend to perform on EUROMACS data extract that you receive?
Please be specific on (if applicable): 
· What is the primary outcome of the study. 
· What are the secondary outcomes of the study
· Are you comparing groups? If so, specify exactly which groups.
· Which summary metrics are you going to use for different types of data (e.g. proportion, mean/median).
· How will you handle missing (baseline) data (e.g. complete case analyses, multiple imputation)? 
· Which statistical tests / models are you going to use?
· Which methods are you going to use to adjust for confounders (e.g. multivariable analyses, propensity score adjustment etc. etc.)?
· Will you include data outside EUROMACS too?
· How will you validate your analysis (internal, external)?
· Which statistical programs will you use to carry out the analyses?




8. PUBLICATION
Please provide text inside the text box; you may remove the text currently in the box. · Will the data be used for a Publication. Publication is defined as:  dissemination of the analysed data to any individual or entity external to the Requestor's organization(s).This includes, but is not limited to: (scientific) journals, conferences, third parties and social media.
· In case of Publication, what type of publication to you intend? 



9. CONDITIONS FOR PROVISION OF DATA EXTRACTSEACTS works closely with its Participants, who supply data to EUROMACS.  EACTS takes very seriously its obligations to protect the use of this data by third parties or members of EACTS.
Supply of data extracts is therefore conditional on your acceptance of the following points:-
a. The data within EUROMACS is supplied to EACTS in and anonymised format for EACTS.  EACTS does not hold, and cannot provide, and patient or surgeon specific information. Any attempt to request information on any specific procedure, patient or surgeon will be rejected
b. EACTS will review your application for scientific and statistical merit. It will also assess the potential for providing patient and public benefit
EACTS may require you to provide clarification or further information about any of the details of your application.  EACTS may respond to your application with suggestions for enhancing your scientific or statistical analysis 
c. EACTS may need to amend some of the fields that you request – eg it may need to provide an output based on patient age at the time of operation, rather than on date of birth
d. Surgical centres provide data to EACTS for inclusion in EUROMACS.  This data may not be complete and not all data fields may be complete for any given intervention. A data completeness statement may be provided to support your data extract if requested.
e. EACTS is under no obligation to meet your request for data, and may reject your application entirely at its own discretion and without any obligation to provide any explanation for doing so
f. EACTS acts in good faith and with all reasonable endeavours to provide a full and accurate response to data access requests from EUROMACS.  However, EACTS cannot be held liable for the information provided, or for any errors or omissions contained therein
g. Where EACTS data is used or referenced within any Publication,  analysis files and manuscript must be submitted for approval by the EACTS scientific lead or EUROMACS Taskforce chair prior to publication
h. Non-EACTS members and Industry representative Requestors may be charged for Data Extracts.  Requestors will be advised if this is the case and will be able to withdraw their application without charge should they wish to do so
i. Any data extract provided is for my own exclusive use, solely for the purposes that I have articulated within this application. I will not seek to sell, share or federate any data provided in any way.
j. Requestor has familiarised itself with the Data Protocol and agrees with the conditions and procedures set out in this document







CONFIRMATION STATEMENT
By submitting this application, I hereby acknowledge my acceptance of the Conditions for Provision of Data Extracts contained within Section 8 of this document and conditions and procedures set out in the Data AccessExtract Request Protocol, and warrant that the rationale and explanations that I have provided within this request are full and accurate.  I hereby indemnify EACTS from any legal or financial claim arising from my data access request, or for my use of any data extract provided by EACTS whether that usage be as described within this document or otherwise.  I warrant that I will take all reasonable steps to ensure that EACTS and its participants are acknowledged within my use of this data extract (where EACTS so require).

Name of Applicant



Signature

Date


Please submit this application to the EACTS Data Administrator:-
QUIPMazen.ahmed@eacts.co.uk
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