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1. Scope and Purpose
The PVRI collects data through the work of its Task Forces, IDDI Workstreams and special projects. This policy is designed to ensure fair, transparent and ethical access to PVRI data for high quality research and to inform and improve diagnosis, care, quality of life and clinical outcomes of people living with pulmonary vascular disease (PVD). 

This policy applies equally to requests from individuals and organisations that have participated in PVRI data gathering and those who have not. 

Requests for data which support studies to further the development, availability, or evaluation of new therapies for people with PVD will be considered.
Requests for data for the purposes of marketing or promotion of products will not normally be considered.

PVRI is registered with the Information Commissioners Office (Reg No ZA684050). PVRI is the Data Controller for the purpose of GDPR, and the Chief Executive is responsible for all aspects of data compliance.


2. Available datasets
The following datasets are available for access requests:

a. PVRI Patient Engagement & Empowerment Workstream Global Patient Survey 2023-24.

Only the minimum required data will be provided in report format: full raw data extracts will not be shared. All data will be anonymised and no patient identifiers will be included. 

PVRI aims to comply with UK Office of National Statistics guidance on small denominators. Where a denominator is less than five for any requested variable, data will either be aggregated or suppressed based on the variable type and the denominator reported as <5.  This must be noted in any publication deriving from the data.


3. Submitting a request
Data requests must be submitted using PVRI’s Data Request Form.



4. Decision
Data requests will be considered by PVRI’s Data Use Committee. When evaluating your request, the Committee will consider factors including: 

· the appropriateness of the research question
· whether the proposed methodological approach is appropriate and scientifically valid
· the ethical approach, ad whether the relevant ethical or other approvals are in place
· the appropriateness of the members of the research/project team and any collaborators
· whether the request demonstrates an understanding of the available data 
· the anticipated outputs and impact of the project
· ability to comply with the requirements of UK Data Protection Legislation and information governance standards
· whether the team has appropriate clinical and statistical expertise 
· whether similar work is already being undertaken as part of another data request 

The Committee will aim to provide applicants with a decision within 4 weeks of receipt of a request. The Committee’s decision on whether to provide data, and whether to make a charge for it, will be final.

All requests and decisions will be reported to the PVRI Board of Trustees.

Data will normally be provided within 4 weeks after a positive decision has been confirmed, provided the Data Sharing Agreement has been signed.


5. Data release conditions
Where approval is given, the lead applicant will be asked to sign a data sharing agreement (Appendix 2). 


6. Project completion and data destruction
Upon project completion applicants will provide details of their project outputs to PVRI’s Head Office.


7. Data fees
The PVRI will charge a fee for covering the administrative cost of data extraction and cleaning, application processing and related administration. Fees will be charged on a sliding scale according to the complexity of the request and the status of the applicant.  

There are 3 fee bands:

a. Reduced charge for academic research (participating organisations)
Applications for data made by an individual or group that has actively participated in designing the study and gathering the data. Here the fee may be 50% or less of the standard charge, or may be waived entirely.

b. Standard charge for academic research
This will apply to research groups making an application for access to one dataset for a single time period.

c. Charge for commercial applications
This will apply to research groups where the financial sponsor is a commercial organisation (biopharma, independent healthcare providers etc).

The fee structure is designed to be fair and proportionate, whilst furthering PVRI’s aim of stimulating use of the data for the benefit of people living with PVD. There is an expectation that non-commercial research use of PVRI data will be grant funded, and that such a grant will incorporate reasonable costs.































Appendix 2
Template Data Sharing Agreement


BACKGROUND
(A) PVRI has received a completed data request form from the Applicant which requests access to PVRI Data for the Purpose.
(B) This agreement (“Agreement”) relates to the sharing of the PVRI Data between the parties, to ensure such sharing complies with the requirements of the UK Data Protection Act 2018, the Human Rights Act 1998 and the common law duty of confidentiality.
(C) PVRI has agreed to share the Data with the Applicant for the Purpose, on the terms of this Agreement.

1. [bookmark: _bookmark0]DEFINITIONS AND INTERPRETATION
1.1 In this Agreement the following definitions and rules of interpretation shall apply:
“Data Protection Legislation” means the Data Protection Act 2018, the General Data Protection Regulation (originally (EU) 2016/679, and now the ‘UK GDPR’) and all other legislation and regulatory requirements in force from time to time which apply to a party relating to the use of Personal Data (including, without limitation, the privacy of electronic communications); capitalised terms used but not otherwise defined in this Agreement shall bear the meanings given to them in the Data Protection Legislation; and any words following the terms including, include, in particular, for example or any similar expression shall be construed as illustrative and shall not limit the sense of the words, description, definition, phrase or term preceding those terms.

2. CONNECTION
2.1 PVRI data will be transferred to the Applicant in electronic form via secure file transfer protocol.

3. SECURITY AND PASSWORDS
3.1 The Applicant shall ensure that the PVRI Data transferred to it are kept secure and in an encrypted form, and shall use all reasonable security practices and systems applicable to prevent, and take prompt and proper remedial action against, unauthorised access, copying, modification, storage, reproduction, display or distribution of the Data. In particular, the Applicant shall ensure that the Data is only accessed by the named members of the Applicant’s research team identified in the Data Request Form, at the locations identified on the Data Request Form.
3.2 [bookmark: _bookmark1]The Applicant shall promptly notify PVRI if it becomes aware of any unauthorised or unlawful processing of the Data, or that the PVRI Data are lost, destroyed or have become damaged, corrupted or unusable. When the Applicant becomes aware of any such incident, it shall without undue delay provide PVRI with:
3.2.1 a description of the nature of the incident, including the PVRI Data records concerned and the likely consequences of the incident;
3.2.2 if relevant, the categories and approximate number of Data Subjects concerned; and
3.2.3 a description of the measures taken, or proposed to be taken to address the incident, including measures to mitigate its possible adverse effects.
3.3 The Applicant shall only make copies of the PVRI Data to the extent reasonably necessary for the Purpose (which includes, for clarity, backup, mirroring (and similar availability enhancement techniques), security, disaster recovery and testing of the Data).
3.4 The Applicant shall not extract, re-utilise, use, exploit, redistribute, re-disseminate, copy or store PVRI Data other than for the Purpose.
3.5 The Applicant will maintain the confidentiality of the Data and will not disclose it to third parties unless PVRI specifically authorises the disclosure, or as         required by law. If a law, court, regulator or supervisory authority requires the Applicant to process or disclose PVRI Data, the Applicant must first inform PVRI of the legal or regulatory requirement and give PVRI an opportunity to object or challenge the requirement, unless the relevant obligation to disclose also prohibits such notice.

4. APPLICANT’S PERSONNEL
4.1 The Applicant shall designate a single point of contact for liaising with PVRI in connection with security matters relevant to the PVRI Data, and notify PVRI of such individual as well as their contact details within one week of the date of this Agreement.
4.2 The Applicant will ensure that all employees:
4.2.1 are informed of the confidential nature of the PVRI Data and are bound by confidentiality obligations and use restrictions in respect of the Data;
4.2.2 understand UK Data Protection Legislation relating to handling Personal Data and how it applies to their particular duties; and
4.2.3 are aware both of the Applicant’s duties and their personal duties and obligations under the Data Protection Legislation and this Agreement.

5. SUBCONTRACTING
5.1 [bookmark: _bookmark2]The Applicant may not authorise any third party or subcontractor to process the PVRI Data unless PVRI provides prior written consent to the appointment of each subcontractor. 

6. INTELLECTUAL PROPERTY RIGHTS
6.1 The parties acknowledge that:
6.1.1 all Intellectual Property Rights in the PVRI Data are and will remain the property of the PVRI or its licensors, as the case may be;
6.1.2 the Applicant shall have no rights in or to the PVRI Data other than the licence to receive and use it for the Purpose in accordance with this Agreement; and
6.1.3 references in any element of the PVRI Data and the Applicant Data respectively to trade names or proprietary products where no specific acknowledgement of such names or products is made does not imply that such names or products may be regarded by the Applicant or PVRI (as the case may be) as free for general use, outside the scope of the Purpose.
6.2 The Applicant grants to PVRI a non-exclusive, royalty-free, transferable, irrevocable, perpetual, sub-licensable licence to use the reports provided by the Applicant to PVRI pursuant to this Agreement (including in combination with other materials) for its general operational and charitable purposes.
6.3 The Applicant assigns to PVRI its Intellectual Property Rights in any data it may create under this Agreement that derives from the Applicant having processed the Data under this Agreement (whether or not in combination with any other data) by way of present assignment of future rights. The Applicant shall execute such confirmatory assignments as PVRI may require.

7. PERSONAL DATA PROCESSING
7.1 This clause shall apply only if the PVRI Data being shared between the parties are Personal Data. 
7.2 The Applicant will reasonably assist PVRI with meeting PVRI’s compliance obligations under the Data Protection Legislation, taking into account the nature of the Applicant’s processing and the information available to the Applicant, including in relation to Data Subject rights, data protection impact assessments and reporting to and consulting with supervisory authorities under the Data Protection Legislation.
7.3 The Applicant must notify PVRI immediately if it receives any complaint, notice or communication that relates directly or indirectly to the processing of the Personal Data or to either party's compliance with the Data Protection Legislation.
7.4 The Applicant must take such technical and organisational measures as may be appropriate, and promptly provide such information to PVRI as PVRI may reasonably require, to enable PVRI to comply with the rights of Data Subjects under the Data Protection Legislation, including subject access rights, the rights to rectify and erase personal data, object to the processing and automated processing of personal data, and restrict the processing of personal data; and information or assessment notices served on the Customer by any supervisory authority under the Data Protection Legislation.
7.5 In the event of a notification to PVRI by the Applicant under clause 3.2 which is also a Personal Data Breach, the Applicant:
7.5.1 shall co-operate with PVRIS in PVRI’s handling of the matter (including assisting with any investigation, providing PVRI with physical access to any facilities and operations affected, and making available all relevant records, logs, files, data reporting and other materials required to comply with Data Protection Legislation or as otherwise reasonably required by PVRI); and
7.5.2 acknowledges that PVRI has the sole right to determine whether to provide notice of the Personal Data Breach to any Data Subjects, Supervisory Authorities, regulators, law enforcement agencies or others, as required by law or regulation or in PVRI’s discretion, including the contents and delivery method of the notice, as well as whether to offer any type of remedy to affected Data Subjects.
7.6 [bookmark: _bookmark3]The Applicant must promptly notify PVRI of any changes to Data Protection Legislation that may adversely affect the Applicant’s performance of this Agreement.
7.7 The Applicant must not transfer or otherwise process Personal Data outside the UK or the European Economic Area (EEA) without obtaining PVRI's prior written consent.
7.8 If PVRI consents to appointment by the Applicant of a subcontractor located outside the UK or the EEA in accordance with clause 8.6, then the Customer authorises the Provider to enter into SCC with the subcontractor in PVRI’s name and on its behalf. The Applicant will make the executed SCC available to PVRI on request.
7.9 The Applicant will permit PVRI and its third-party representatives to audit the Applicant’s compliance with its Agreement obligations, on at least 10 days' notice. The Applicant will give PVRI and its third-party representatives all necessary assistance to conduct such audits.



8. PUBLICATIONS
8.1 PVRI will require a copy of any proposed publication which include or derive from the PVRI Data at least one month before its intended publication date; and
8.2 the publication must contain an acknowledgement of the PVRI as the Data source, and the following disclaimer:
“This publication makes use of data provided by the Pulmonary Vascular Research Institute, which has no responsibility or liability for the accuracy, currency or correctness of this publication.”


9. PVRI’S WARRANTIES
9.1 The Applicant accepts responsibility for the selection of the PVRI Data to achieve its intended results and acknowledges that the PVRI Data has not been developed to meet the individual requirements of the Applicant. The Applicant accepts that the PVRI Data is provided “as is” and expressly subject to the disclaimer at clause 12.2.
9.2 [bookmark: _bookmark4]All other conditions, warranties or other terms which might have effect between the parties or be implied or incorporated into this Agreement or any collateral contract, whether by statute, common law or otherwise, are hereby excluded, including the implied conditions, warranties or other terms as to satisfactory quality, fitness for purpose or the use of reasonable skill and care.


10. LIABILITY & INDEMNITY
10.1 [bookmark: _bookmark5]Neither party excludes or limits its liability to the other for fraud or fraudulent misrepresentation, death or personal injury caused by negligence, or any other liability which cannot be limited by law.
10.2 [bookmark: _bookmark6]Subject to clause 12.1 either party shall in any circumstances be liable, whether in contract, tort (including negligence and breach of statutory duty however arising), misrepresentation (whether innocent or negligent) restitution or otherwise, arising in connection with the performance or contemplated performance of this Agreement for any indirect or consequential loss.
10.3 Subject to clause 12.1, the total liability of PVRI whether in contract, tort (including negligence) or otherwise and whether in connection with this Agreement or any collateral contract, shall in no circumstances exceed £1,000.
10.4 The Applicant agrees to indemnify, keep indemnified and defend at its own expense PVRI against all costs, claims, damages or expenses incurred by PVRI or for which PVRI may become liable due to any failure by the Applicant or its employees, subcontractors or agents to comply with any of its obligations under this Agreement or the Data Protection Legislation


11. TERM AND TERMINATION
11.1 This Agreement shall commence on the date stated on the first page, and shall continue until either party terminates this Agreement with immediate effect by giving written notice to the other.








Please complete and sign:

For completion by the Applicant


Signed:			Date:		


Print Name:		


Position:		


Institution:		




Please return to Karen Osborn, CEO at ko@pvrinstitute.org.
Thank you.
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