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[bookmark: _Hlk106349297]Definitions 

Access Board: the Our Future Health board responsible for the Access Process.

Access Process: the process for requesting [and being granted] access to the Resource for the purposes of conducting research, such process to be confirmed to the Registered Researcher and Research Institution by Our Future Health in writing.

Applicable Law: any statute, statutory instrument, bye-law, order, directive, regulation, treaty, decree or law; rule, policy, code of practice, guidance or recommendation issued by any governmental, statutory or Regulatory Authority; and/or industry code of conduct or practice or guideline, research governance or ethical guidance or other requirements of Regulatory Authorities, in force from time to time which is or are legally binding on the relevant Party (including Data Protection Laws).

Approved Study: any research project or study that has been approved by the Our Future Health Access Board in accordance with the Access Process.

Business Day: a day that is not a Saturday, Sunday or public or bank holiday in the United Kingdom. 

Cohort Participant: an individual who agrees to join and is recruited to the Our Future Health project.

[bookmark: _Hlk113466522]Commencement Date: the date of acceptance of these Terms and Conditions by the Parties.

Core Cohort Data: any raw and processed data collected by and under the possession or control of Our Future Health that is derived from Cohort Participants and that is contained within the Resource, excluding Results Data and Findings.

Data Protection Laws: means all Applicable Laws, legally binding rules, policies, guidance, opinions, codes of practice or recommendations issued by any governmental, statutory or regulatory body and any legally binding industry codes of conduct or guideline, in each case relating to data protection, the processing of personal data, privacy and/or electronic communications in force from time to time in the UK

Exclusivity Period: on a study-by-study basis (or interim analysis-by-interim analysis basis), the period of exclusivity for the relevant Results Data (during which time the Results Data are not required to be added to the Resource).

[bookmark: _Hlk113451620]Findings: any Intellectual Property, know-how or other information arising out of or in connection with any Approved Study, excluding any Results Data, Core Cohort Data and/or Samples but including any data created, generated or derived from any analysis of such Results Data, Core Cohort Data and/or Samples.

Informed Consent: the consent provided digitally or through other documented means that is given by a Cohort Participant who agreed to join the Our Future Health project and who agreed to the inclusion of data about such Cohort Participant and their associated Samples within the Resource, and all necessary informed consents needed to authorise recontact of Cohort Participants to propose the opportunity to participate in Approved Studies.

Intellectual Property or IP: all intellectual and industrial property rights of any kind whatsoever (whether registered or unregistered) including rights in inventions, patents, supplementary protection certificates, rights in know-how, rights to use and protect the confidentiality of confidential information (including  trade secrets), registered trademarks, registered designs, unregistered design rights, unregistered trademarks, rights to prevent passing off or unfair competition and copyright (whether in drawings, plans, specifications, designs and computer software or otherwise), rights in data, database rights,  topography rights, and applications for and rights to apply for and be granted any of the foregoing, including all applications for and rights to apply for and be granted renewals, extensions, continuations, divisions, reissues, re-examinations and substitutions, and rights to claim priority from, such rights and all similar or equivalent rights or forms of protection which subsist now or in the future in any part of the world.

[bookmark: _Hlk113457381]Our Future Health Charity: the Our Future Health charity with company number 12212468, charity number 1189681 and registered address at 2 New Bailey, 6 Stanley Street, Greater Manchester M3 5GS.

Our Future Health: Our Future Health Trading Limited (registered number 12599493) whose registered office is at 2 New Bailey, 6 Stanley Street, Greater Manchester, United Kingdom, M3 5GS.

Our Future Health Trusted Research Environment (“TRE”): a TRE (including all tools and services) hosted by Our Future Health that will be available to a Research Institution’s Registered Researchers in accordance with the Terms and Conditions, and which hosts the Resource Data in a portable manner.

Party: Our Future Health or the Research Institution (or together, the “Parties”)

Personal Information: personal data as defined under the Data Protection Laws.

[bookmark: _Hlk113457593]Policies: the policies of Our Future Health and the Our Future Health Charity, including those documents with these or similar names and equivalent function, including but not limited to: [Personal Data Protection Policy, Data Disclosure Policy, Airlock Policy, Publication Policy, Data Storage Policy, Information Security Policy, Sample Handling Policy, Whistleblowing Policy, Fraud, Theft, Bribery and Corruption Policy, Information Classification Handling Policy, Brand and Communications Guidelines, and the Our Future Health Ethics Framework], as made available to the Research Institution and their Registered Researcher(s) via the Our Future Health website and as may be updated from time to time.

Registered Researcher: any individual who has successfully completed the relevant registration process for Registered Researchers.

Registered Researcher Terms & Conditions: the terms and conditions agreed between the Registered Researcher and Our Future Health governing the researcher’s use of the Resource.

Regulatory Authority: any governmental, statutory or regulatory body and any other competent authority or entity in any jurisdiction having responsibility for the regulation or governance of both or either of the parties and/or the activities which are comprised in all or part of the use of the Resource.

Relevant Personal Information: means any Resource Data and Samples that are Personal Information processed in relation to an Approved Study.

[bookmark: _Hlk107242788]Research Institution: any institution or organisation electing to undertake research as part of an Approved Study under the Our Future Health project and which has agreed to these Terms & Conditions.

Research Registry:  the publicly available register containing details of research studies that are using or have used the Our Future Health Resource.

Resource: the assets comprising the Core Cohort Data and/or associated Samples; the Our Future Health TRE; all Results Data from any Approved Study that is added to the Our Future Health TRE and that is available for use after expiry of the applicable Exclusivity Period; the Research Registry; and the authorisation process for enabling Registered Researchers to approach Cohort Participants for recruitment into an Approved Study.

Resource Data: the Core Cohort Data, and the copy of any Results Data added to the Resource.

Resource Terms & Conditions: the terms and conditions agreed between the Research Institution and Our Future Health governing the Research Institution’s use of the Resource.

Results Data: any primary individual level data created from analysis of Core Cohort Data, Samples, samples collected by a Research Institution and/or data added to the Resource as part of an Approved Study.
[bookmark: _Hlk113451476]Samples: the biological samples collected from Cohort Participants who have provided Informed Consent during the lifetime of the Resource as specified in the Scientific Protocol (which shall include the blood specimen provided as part of recruitment, and other sample related items). 

Scientific Protocol: the final scientific protocol made available to Research Institutions as may be updated from time to time by Our Future Health, which shall include providing for collection of Samples from all Cohort Participants. The Scientific Protocol shall be accessible to the Research Institution and their Registered Researchers via the Our Future Health website.
Term: the term of these Registered Researcher Terms and Conditions.

Terms & Conditions: these terms and conditions, as agreed between the Parties.

Trusted Research Environment or TRE: is an environment, that may be cloud-based, that allows Registered Researchers working on an Approved Study to conduct analysis on pseudonymised datasets in a secure manner, and where export of Results Data and Findings for that Approved Study are permitted but exports of Core Cohort Data or any other such individual level data is not permitted. 





Registered Researcher Declaration 

The Registered Researcher warrants and declares that:

[bookmark: _Hlk107576867]there are no actions, proceedings or investigations pending or, to their knowledge, threatened against them by or before any court, administrative body, arbitration tribunal or Regulatory Authority;

[bookmark: _Hlk107576793]they have not been debarred or are subject to debarment or have otherwise been disqualified or suspended from performing scientific or clinical investigations or otherwise subjected to any restrictions or sanctions by the MHRA, EMA, FDA or any other governmental or Regulatory Authority or professional body in the UK or worldwide, with respect to the performance of scientific or clinical investigations;

they are not aware of any conflict which would impact their use of the Resource;

they have complied with and will continue to comply with the Access Process;

they agree for their name to be included in the Research Registry in connection with their associated Approved Study, as required under the Resource Terms & Conditions;

they have verified their identity in accordance with the Access Process; and

they have been informed of the Research Institution’s obligations concerning the use and disclosure of the data being accessed within the Resource, as set out in the relevant Resource Terms & Conditions.

Registered Researcher Obligations 

[bookmark: _Ref113984151]The Registered Researcher will:

[bookmark: _Hlk113458710]at all times when processing Relevant Personal Information in any way connected with the Resource Terms and Conditions or these Terms and Conditions, comply with Data Protection Laws, all other Applicable Laws, all Our Future Health Policies (as updated from time to time), and the Access Process, where applicable;

[bookmark: _Hlk113458739][bookmark: _Hlk113981322]unless agreed otherwise with Our Future Health, use the Resource for the sole purpose of conducting the Approved Study, in accordance with these Terms and Conditions;

during the term of these Terms and Conditions and after expiry or termination of these Terms and Conditions, keep all Core Cohort Data and Results Data confidential;

[bookmark: _Ref113972116]notify any change to the Registered Researcher’s employer and/or Research Institution as part of the Access Process, including but not limited to, change to the Registered Researcher’s employer and/or Research Institution and/or the location from which they will be accessing Relevant Personal Information; and 

acknowledge that permission to use the Resource shall be suspended in the event of any such change until the Registered Researcher applies for access which shall be at Our Future Health’s sole discretion; 

comply with all training requirements, as confirmed by Our Future Health, including annual information governance training; and

comply with all necessary security procedures and access protocols with respect to any data held within the Resource.

The Registered Researcher will assist their Research Institution with:

providing a copy of any Results Data to Our Future Health for inclusion in the Resource by no later than the end of the applicable Exclusivity Period;

providing a written report on the progress of all Approved Studies to Our Future Health;

complying with all Applicable Laws during its conduct of the Approved Study; and

complying with all necessary security procedures and protocols with respect to any data held within the Resource.

Prohibitions 

[bookmark: _Ref107576453]The Registered Researcher is expressly prohibited from:

intentionally reverse engineering, or attempting to reverse engineer, any genomics algorithms, including polygenic risk scores, or integrated risk tools from data contained in the Resource; 

re-identifying or attempting to re-identify any individual from any data or Samples supplied by Our Future Health or information derived from such; 

Using any algorithms generated to re-identify Cohort Participants;

downloading any data held within the Resource to any platform or other electronic repository except in accordance with the Airlock Policy and this prohibition shall include reproductive methods such as taking a photo, reproducing data by hand etc;  

linking any additional data which is not Core Cohort Data, Results Data or Findings and which relates to a Cohort Participant, to any data held within the Resource, except where the Cohort Participant has explicitly consented to such linkage as part of an approved recontact study; and

directly contacting or attempting to contact any Cohort Participant,

and shall take reasonable precautions not to accidentally re-identify any such individual. Our Future Health shall ensure that the Research Institution and its Registered Researchers are not exposed to or given access to (including via the Our Future Health TRE) any code, tools, key or other item which could facilitate, assist with or cause any re-identification. 

Without limiting clause ‎3.1, in the event that any re-identification of any Cohort Participant from any data shared by Our Future Health occurs, the Registered Researcher shall immediately notify the Research Institution who shall then immediately notify Our Future Health and take all necessary corrective actions, at its own cost and expense, to the extent reasonably requested by Our Future Health. Such  notification  must  be  sent  by  email  to securityincident@ourfuturehealth.org.uk.

[bookmark: _Ref55139160][bookmark: _Ref62142666][bookmark: _Ref77354939][bookmark: _Ref113530881][bookmark: _Ref499560304][bookmark: _NN16]Term and Termination 

[bookmark: _Ref107505402][bookmark: _Ref499558276]These Terms and Conditions will commence on the Commencement Date and shall remain in full force and effect for a period of twelve (12) months, unless terminated earlier in accordance with this clause 4 (the “Initial Term”). Subject to the Registered Researcher complying with its obligations as set out in clause 2.1, these Terms and Conditions shall automatically be extended for a further period of twelve (12) months (the “Extended Term”), at the end of the Initial Term and the end of Each Extended Term and will continue in effect until terminated in accordance with this clause 4. 

[bookmark: _Ref485340765][bookmark: _Ref488405812][bookmark: _Ref113530851][bookmark: ref__Ref100000336][bookmark: _Ref485341887][bookmark: _Ref481751267][bookmark: _Hlk89110973]Without affecting any other right or remedy available to it, either Party may terminate these Terms and Conditions by providing no less than 4 weeks written notice to the other Party.

[bookmark: _Ref113531733][bookmark: _Ref62105700]Without affecting any other right or remedy available to it, either Party may terminate these Terms and Conditions immediately by serving written notice to the other Party if the other Party commits a material breach of these Terms and Conditions which cannot be remedied or commits a material breach of these Terms and Conditions which can be remedied but fails to remedy that breach within twenty (20) Business Days of receipt of a notice setting out the breach.

[bookmark: _Ref77321618][bookmark: _Ref113531739][bookmark: _Ref55139555][bookmark: _Ref55131705]If Our Future Health considers that there has been a misuse of Samples or Resource Data by the Registered Researcher, it shall immediately notify the relevant Research Institution and provide its reasons for this view. The Registered Researcher’s access will be immediately blocked until remedial actions are put in place. If the Research Institution does not respond within fourteen (14) Business Days or does not provide sufficient explanation as to why there has not been misuse, Our Future Health may terminate these Terms and Conditions. 

[bookmark: _Ref260168622][bookmark: _Ref100000350][bookmark: _NN17]Consequences of Expiry or Termination 

[bookmark: _Ref113465853]Upon the expiry or termination of these Terms and Conditions for any reason, all rights (including the Registered Researcher’s access to the Resource) and obligations will immediately cease, without prejudice to any rights or obligations which have accrued prior to the termination or expiry of these Terms and Conditions.

Upon the termination of these Terms and Conditions by virtue of clause 4.3 or 4.4, Our Future Health will, in its sole discretion, implement up to a lifetime ban on the Registered Researcher from access to the Resource and will notify the relevant Research Institution of such ban. 

Signed by the Researcher

	Name

	Enter researcher name

	
Job title

	Enter researcher job role/title

	
Email address

	Enter researcher email address

	
Signature A signature request will be sent after submission

		Enter signature

















	Date (DD/MM/YYYY)
	Enter date (DD/MM/YYYY)
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