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THIS AGREEMENT SETS OUT THE TERMS AND CONDITIONS ON WHICH ACCESS WILL BE GRANTED TO THE DATA SPECIFIED BELOW.  BY SIGNING THIS AGREEMENT YOU AGREE TO BE BOUND BY THESE TERMS AND CONDITIONS

1. Defined Terms

For the purpose of this Agreement, the following terms shall be understood to mean:

	“Agreement”
	this Data Access Agreement together with the Schedule.

	“Confidential Information”
	any information of a confidential nature disclosed by Edinburgh to You in whatever form (whether written, oral, visual or electronic).

	“Data”
	[please add a relevant description of the data] related data types, stimuli and/or tasks available on the Database.  A list of data items is in the appended Data Request Form.  

	“Database”
	the Theirworld Edinburgh Birth Cohort (TEBC) database containing deidentified data, stimuli and tasks;

	“Derived Data”
	the data, datasets, algorithms and /or derived variables used therein which may be derived from the use or analysis of the Data by You in carrying out the Project.

	“Edinburgh”
	The University Court Of The University Of Edinburgh, a charitable body registered in Scotland under registration number SC005336, incorporated under the Universities (Scotland) Acts and having its main administrative offices at Old College, South Bridge Edinburgh, EH8 9YL.

	“Edinburgh Scientist”
	Prof. James Boardman, Director of the Jennifer Brown Research Laboratory, MRC Centre for Reproductive Health, QMRI, 47 Little France Crescent, Edinburgh EH16 4TJ.

	“Intellectual Property”
	means (i) patents, designs, trade marks and trade names (whether registered or unregistered), copyright and related rights, database rights, know-how and confidential information; (ii) all other intellectual property rights and similar or equivalent rights anywhere in the world which currently exist or are recognised in the future; and (iii) applications, extensions and renewals in relation to such rights.

	“Project”
	the project entitled “[RECIPIENT INSERT]”, a description for which is included at Part 1 of the Schedule.

	“Recipient Institution”
	[RECIPIENT’S INSTITUTION AND ADDRESS].The Data will be kept by the Recipient Scientist.

	“Recipient Scientist”
	[INSERT NAME, POSITION] at the Recipient Institution

	“TEBC Data Access and Collaboration Policy”
	means the Theirworld Edinburgh Birth Cohort policy outlining the initiatives position with regards to the access and use of Data and the dissemination of information resulting from use of the Data, set out at Part 2 of the Schedule.

	“Schedule”
	The schedule is annexed to and dorming part of this Agreement.

	“Term”
	Access will be provided for one year in the first instance and may be extended on application to the TEBC management group. Any extended period will be notified by the TEBC management group to the Applicant in writing. 

	“You”
	the Recipient Institution and/or the Recipient Scientist.




2. Use of the Data 

2.1 The Data and any Confidential Information are provided to You for the internal, exclusive purposes of the Project only and never for use in any research out with the scope of the Project or use the Data form any other purpose, even if those purposes are being pursued in the Recipient Scientist’s laboratory.  You agree that any additional use and or access to the Data will require the prior written consent from Edinburgh.

2.2 You acknowledge and agree that the Data must only be accessed and used: (i) in the Recipient Scientist’s laboratory, at the Recipient Institution’s premises, (ii) by the Recipient Scientist(s), or by persona under the Recipient Scientist’s direct supervision and control.  The Recipient Scientist(s) undertakes that any person involved in the Project or having access to the Data shall be made aware of and bound by the terms of this Agreement. 

2.3 You will comply with all security and operating requirements notified to you by Edinburgh and will use the Data in accordance with all applicable laws, regulations and research governance.

2.4 You undertake to make no attempt to link the Data to any other datasets whatsoever (including, without limitation, any external datasets or any datasets from the same patient cohort) held by different recipients or by You for different projects, without prior written consent from Edinburgh, or to use the Data to identify the Data subjects.

2.5 You will not use the Data for any commercial purpose or any purpose that is subject to consulting or licensing obligations to third parties without prior written consent from Edinburgh.

3. Ownership of Data, Derived Data and Intellectual Property 

3.1 The Data and all Intellectual property rights therein will remain the property of Edinburgh at all times and no right, title or interest in or to the Data is granted to You other than as expressly set out in this Agreement.

3.2 The Recipient Scientist shall be responsible to notify the Edinburgh Scientist of any potential errors discovered while accessing and/or using the Data.

3.3 The Derived Data and all Intellectual property rights therein will be owned by Edinburgh.  You will promptly notify the Edinburgh Scientist of any Derived Data generated under the Project, and shall provide Edinburgh with copies of such Derived Data as well as any other underlying information which will allow for the future analysis of such Derived Data.

3.4 Edinburgh shall notify You prior to making the Derived Data available to any third party and provide You with the opportunity to comment on the anticipated use of the Derived Data by a third party.

3.5 Edinburgh hereby grants to You a non-exclusive, non-transferable, royalty-free perpetual licence to use the Derived Data for health research purposes.

4. Confidentiality

4.1 You shall keep confidential the Data and any Confidential Information for so long as such Data and/or Confidential Information remain confidential in nature, notwithstanding termination or expiry of this Agreement.

4.2 The obligation in Clause 4.1 shall not apply where You can prove that the Data and/or Confidential Information:

a. has become public knowledge, other than through an unauthorised disclosure by You;
b. was already known to You prior to disclosure by Edinburgh or was independently developed by You without use of or recourse to the Data and/or Confidential Information;
c. was disclosed to You by a third party not under any obligation of confidence to Edinburgh; or
d. is required to be disclosed by law or by requirement of a regulatory body or court order.

5. Publications 

5.1 You agree that any public communication of results (abstracts, papers, posters, book chapters, oral presentations, digital media) publications made by You of results arising from Your analysis of the Data will be produced in accordance with normal academic practice including (without limitation) appropriate acknowledgement and always in accordance with the publication policy described in the TEBC Data Access and Collaboration Policy, as detailed in Part 2 of the Schedule, as well as to follow the TEBC Post Publication SOP, as set out in  Part  3 of the Schedule. 

5.2 Specifically, printed and digital Publications derived from TEBC data will include in the acknowledgement section “Results were obtained using data made available from the Theirworld Edinburgh Birth Cohort Study (Boardman JP, Hall J, Thrippleton MJ, et al.  Impact of preterm birth on brain development and long- term outcome: protocol for a cohort study in Scotland. BMJ Open 2020;10:e035854. doi:10.1136/ bmjopen-2019-035854).  We are grateful to the families who participate in the Theirworld Edinburgh Birth Cohort study”. You agree to cite relevant publications describing methods used by the TEBC researchers study group to acquire and access the data. Appropriate citations in any Publication will depend on the type and use of TEBC data. An annotated and up-to-date list of TEBC publications for consideration is available at www.tebc.ed.ac.uk

5.3 You agree to provide authorship to appropriate TEBC researchers if they have made an academic contribution to the Publication according to the terms described in the publication policy described in the TEBC Data Access and Collaboration Policy, as detailed in Part 2 of the Schedule.  You will provide a pre-submission copy of the Publication for the authors to approve/comment two weeks prior to submission.

6. DISCLAIMERS 

6.1 YOU ACKNOWLEDGE AND AGREE THAT ACCESS TO, AND USE OF, THE DATA AND DERIVED DATA IS PROVIDED BY EDINBURGH ON AN “AS IS” BASIS. EDINBURGH GIVES NO WARRANTY, EXPRESS OR IMPLIED, THAT:

a. THE DATA AND DERIVED DATA IS ACCURATE OR COMPLETE;
b. THE DATA AND DERIVED DATA IS FIT FOR ANY PARTICULAR PURPOSE; 
c. YOUR USE OF THE DATA AND DERIVED DATA WILL NOT INFRINGE ANY THIRD PARTY INTELLECTUAL PROPERTY OR OTHER RIGHTS.

6.2 EACH PARTY AGREES THAT NEITHER PARTY SHALL BE LIABLE FOR ANY INDIRECT OR CONSEQUENTIAL DAMAGES INCURRED BY THE OTHER PARTY UNDER OR IN CONNECTION WITH THIS AGREEMENT HOWSOEVER CAUSED.

6.3 Nothing in this Agreement excludes, restricts or otherwise limits either party’s liability for any death or personal injury arising from its negligence or for any loss suffered by the other party as a result of its fraud.

7 Term and Termination of Access

7.1 You agree that You will access the Data during the Term only. You accept and agree that:

a. Edinburgh may terminate Your access to the Data forthwith upon any breach of this Agreement by You; and
b. Edinburgh may terminate Your access to the Data upon giving You one month’s written notice.

7.2 On termination or expiry of this Agreement You shall immediately destroy all tangible copies of the Data in Your possession and (to the extent possible to do so) delete all copies of the Data from Your computer systems and confirm in writing to Edinburgh that this has been done.  

7.3 You acknowledge and agree that the provisions of this Agreement will continue in full force and effect following expiry of the Term or termination of Your access to the Data by Edinburgh pursuant to Clause 7.1.

8 Additional Data

8.1	If agreed with the Edinburgh Scientist, additional data items may be supplied to the Recipient Institution to facilitate the analysis as part of the Project, on the same terms as are contained in this Agreement.

9 Applicable law and jurisdiction

9.1 You agree that Scots law shall govern this Agreement and the Scottish courts shall have exclusive jurisdiction over any matter relating to it.


Edinburgh hereby accepts the foregoing terms and conditions:

For and on behalf of Edinburgh:
	
	Signed:
	
	
	Date:
	

	
Name:
	

	
	
Title:
	








The Recipient Institution hereby accepts the foregoing terms and conditions:

For and on behalf of the Recipient Institution:

	

	Signed:
	
	
	Date:
	

	
Name:
	

	
	
Title:
	





As the Recipient Scientist, I acknowledge receipt of a copy of this Agreement and confirm that I will abide by its terms insofar as those terms are applicable to me:

	

	Signed:
	
	
	Date:
	

	
Name:
	

	
	
Title:
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This is the Schedule referred to in the attached agreement between the University Court of the University of Edinburgh and the Recipient Institution


Part 1

Data Access Request Form



	Provisional title of study



	Principal applicant (including instituion)



	Provisional author list



	Rationale for study (150 words)



	Variables to be analysed



Research Questions




	Which journal(s) are you considering?



	How is the study funded?







If approval granted:


For and on behalf of TEBC management group:

	

	Signed:
	
	
	Date:
	

	
Name:
	

	
	
Title:
	














Part 2

	

Theirworld Edinburgh Birth Cohort (TEBC)
Data Access and Collaboration Policy
Version 1.7_20200310

Purpose of the policy
This Data Access and Collaboration Policy sets out the terms and conditions on which TEBC (deidentified) data, stimuli and tasks will be accessible.  It clarifies the process for requests for data, stimuli or tasks as well as requests to collaborate on nested studies.  It also provides guidance on intellectual property rights and matters relating to authorship and publication.  

Sharing with established repositories
Imaging, genetic and epigenetic data will be made available through repositories: BRAINS and NCBI Gene Expression Omnibus GEO[footnoteRef:1],[footnoteRef:2].  Requests for access should be made directly to the appropriate repository.  Terms and conditions of access on which the data are accessible as set out by these repositories will apply.   [1:  Job DE, Dickie DA, Rodriguez D, et al. A brain imaging repository of normal structural MRI across the life course: Brain Images of Normal Subjects (BRAINS). NeuroImage. 2016 Jan 18.]  [2:  Gene Expression Omnibus (https://www.ncbi.nlm.nih.gov/geo/ accessed 30/05/2017)] 


Process for data, stimuli or tasks request 
TEBC has a data dictionary (available at www.tebc.ed.ac.uk) to assist applicants to discern whether the data types, stimuli or tasks they wish to use are present. Availability of data types for sharing will be dependent on planned TEBC analyses having taken place.  All requests for access to data, stimuli or tasks should be made using the ‘Data Access Request Form’ (also available on the study website) and submitted to the Study Co-ordinator.  Acceptance of the terms and conditions set out in the aforementioned should be signed by the principal applicant.  Applicants should include the proposed study title, contact details for the principal applicant as well as other named researchers, funding status, provisional author list, a brief rationale for the study, data types, stimuli or tasks requested and the journal(s) being considered for publication.   All proposals will be reviewed by the TEBC Study Management Group (SMG).   Applications will be authorised (or not) within two months of receipt of application, although data retrieval may take longer depending on the nature of the request.  All applications will be reviewed using standardised criteria: scientific justification of the research plan; readiness of TEBC data for sharing; and evidence of resource and capacity to analyse the data.  If access is refused, feedback will be provided.  The decision of the TEBC SMG is final and no appeal will be entered into.  If access is granted, the data should be used only for the purposes detailed in the application however, requests for permission to make a minor amendment to the purposes set out in the application may be made directly to the SMG.   All other requests should be submitted in a fresh application.  Approved requests will be conducted in collaboration with appropriate members of the TEBC study team. For data requests from outside the University of Edinburgh, data will be released upon receipt of the Data Access Agreement.

Process for collaboration request
Requests to develop a research proposal working with the TEBC to run a ‘nested study’ should be made using the ‘Data Access Request Form’ and submitted to the Study Co-ordinator.  Applicants should include the proposed study title, contact details for the principal applicant as well as other named researchers, a scientific outline of the proposed study, and evidence of funding and capacity to deliver the proposed work.  TEBC is a longitudinal study and as such, any requests to run a nested study will be considered in the context of the need to maintain the integrity of TEBC data.  Governance of a nested study will be the responsibility of the applicant Principal Investigator where appropriate.  Governance approvals must be in place prior to final approval by the TEBC Study Management Group.  The TEBC Chief Investigator will be responsible for the design, conduct and governance of the TEBC platform study.  The Data Access Agreement must be signed and returned before release of data.


Derived data and new data
Applicants must notify the Chief Investigator of any potential errors discovered while using TEBC data.  If derived data or new data are generated (e.g. new variables), these should be lodged with the main TEBC database at the end of the project time or at any time requested by TEBC Chief Investigator.  Derived and new data will remain the property of the TEBC (University of Edinburgh) unless otherwise agreed and will be subject to this data access policy.  The applicant must provide sufficient data about the new variables to allow future analyses.  No investigator will have access to new data produced by an applicant without their prior knowledge and opportunity to comment on appropriateness.  Applicants will be offered opportunity to be involved in future work that uses their variables.  The TEBC Chief Investigator will adjudicate any irreconcilable differences between investigators with reference to the TEBC Scientific Advisory Board if necessary.  The Data Access agreement must be signed and returned before release of data. 

Intellectual Property (IP)
IP derived from the TEBC study is owned by the University of Edinburgh.  Division of IP will be considered where collaborators have made a particular contribution, however this must be considered and agreed before collaboration begins.  

Publications
TEBC should be acknowledged in any presentations or publications using the data.  It should be easily identified (including in electronic searches).
For abstracts, posters and slides, TEBC must be cited as the source of the data [insert protocol paper reference] and include the project webpage (www.tebc.ed.ac.uk).
A study protocol has been published and should be referred to in all methods sections (or equivalent).[footnoteRef:3]  Authorship of papers should follow standard practice according to the recommendations of the International Committee of Medical Journal Editors[footnoteRef:4].   All manuscripts should include TEBC individual authors the identity of whom will be decided on a case by case basis: draft manuscripts that include data from TEBC should be sent to TEBC Study Management Group to decide authorship.  TEBC investigators who meet authorship criteria will be included in the manuscript author list.  Manuscripts should also contain an acknowledgement of the contribution of TEBC participants (‘Results were obtained using data made available from the Theirworld Edinburgh Birth Cohort Study [insert protocol paper reference]. We are grateful to the families who participate in the Theirworld Edinburgh Birth Cohort study.’). Two weeks before anticipated submission of a manuscript or abstract , applicants should send a copy to TEBC SMG to ensure the TEBC is correctly described, authorship is agreed, and for correction of any factual errors.  Applicants must notify the TEBC co-author when a manuscript is accepted by forwarding the acceptance email and a copy of the accepted manuscript. All press releases on research arising from the study must be approved by the TEBC Chief Investigator or University of Edinburgh press office.   [3:  Boardman JP, Hall J, Thrippleton MJ, et al.  Impact of preterm birth on brain development and long- term outcome: protocol for a cohort study in Scotland. BMJ Open 2020;10:e035854. doi:10.1136/ bmjopen-2019-035854
]  [4:  Defining the Role of Authors and Contributors, International Committee of Medical Journal Editors (http://www.icmje.org/recommendations/browse/roles-and-responsibilities/defining-the-role-of-authors-and-contributors.html accessed 11/09/2017).] 




Part 3 

Theirworld Edinburgh Birth Cohort
Post Publication SOP
v.1.1_02.11.2022[footnoteRef:5] [5:  When using this SOP please visit www.accord.scot to guarantee adherence to the latest version] 



INTRODUCTION

It is expected that TEBC researchers will analyse TEBC research data resulting in publications in peer reviewed journals.  Publications will also result from data sharing agreements with researchers both within University of Edinburgh and externally.  All publications, regardless of author affiliation, will be referred to as ‘TEBC publications’.

TEBC researchers and other recipients of TEBC data have responsibilities and obligations in relation to publications including:

· Appropriate acknowledgment of funding source within each TEBC publication (provide suggested text)
· Storing TEBC publication datasets and making them available if requested.
· Keeping University of Edinburgh systems updated with details of TEBC publications.  For example, into PURE which is required for purposes including the REF process.  
· Dissemination of research findings to participants, other stakeholders (including funders) and the wider public and scientific community.  

PURPOSE

This Standard Operating Procedure (SOP) describes the post publication process for TEBC publications.  

SCOPE

This SOP applies to all TEBC researchers and other recipients of TEBC data who are lead authors on TEBC publications.   It also applies to other TEBC team members who have been delegated tasks described in the SOP.  

RESPONSIBILITIES

Responsibilities will include:
· Completion of a plain language summary for published papers.
· Providing a publication dataset that is suitable for long term storage and sharing (on request).
· Inclusion of publication details into University of Edinburgh systems.
· Inclusion of a plain language summary onto TEBC website and Facebook Group.


PROCEDURE

Completion of a Plain Language Summary

The Chief Investigator will notify the TEBC study administrator when a paper is accepted for publication and indicate if a plain language summary needs to be completed by the researcher.  

If a plain language summary is required, the TEBC study administrator will email a plain language summary template to the researcher for completion.  The researcher will complete all sections (and include a suitable photo/ image if applicable) and email the document back to the TEBC study administrator as soon as possible and before publication date.  The TEBC study administrator will send to the Chief Investigator for final approval.

A copy of the plain language summary and a PDF (and/or link to) the full text will be saved to the TEBC folder on DataStore by the study administrator.  


Providing a Publication Dataset

A file with summary data and analysis code for reproducing statistical analyses in the TEBC publication will be shared with the study administrator, Chief Investigator or study coordinator within one month of the study being accepted. 

The dataset file will be saved to the TEBC ‘DataVault’ folder (on DataStore) by the Chief Investigator or study coordinator. 

The dataset will be deposited in the TEBC DataVault by the Chief Investigator (vault owner) or the study coordinator (nominated data manager).


Inclusion of Publication into UoE Systems

The TEBC study administrator will add publication details into the PURE record of the TEBC Chief Investigator.  


Inclusion of Plain Language Summary onto TEBC Website/Facebook

The plain language summary and the link to the full text publications will be added to the TEBC website on the ‘News’ and ‘Publications’ pages by the TEBC study administrator. 

The TEBC study administrator will liaise with the TEBC Facebook administrators to post news of the publication to the Group members.

The TEBC study administrator will liaise with the TEBC study coordinator to include selected plain language summaries in the biannual newsletters.  

	
REFERENCES AND RELATED DOCUMENTS

TEBC Study Administrator: Tatiana White twhite2@ed.ac.uk 

TEBC Study Coordinator: Jill Hall jill.hall@ed.ac.uk
TEBC Facebook Administrators: Amy Corrigan, Yu Wei Chua and Jill Hall.

Plain Language Summary Template: can be found at U:\Datastore\CMVM\smgphs\groups\Edinburgh_Birth_Cohort\Dissemination and outreach activities\Papers

Plain language summaries should be saved on DataStore at U:\Datastore\CMVM\smgphs\groups\Edinburgh_Birth_Cohort\Dissemination and outreach activities\Papers

DataVault (https://datavault.ed.ac.uk/).  Should be cited as:
Boardman, J., Hall, J (19 Apr 2022). Theirworld Edinburgh Birth Cohort (TEBC). Edinburgh DataVault. https://doi.org/10.7488/e65499db-2263-4d3c-9335-55ae6d49af2b  
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