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	For internal use only
	SDE Project Number:      



Thames Valley and Surrey Secure Data Environment 
Data Access Request Form (DARF) - Part B

This Part B form is the second part of the TVS SDE application process. Only submit this form if you have received feedback following submission of Part A. When completed, return the form to enquiries.tvssde@ouh.nhs.uk.

Projects approved for access to TVS SDE data are listed on our Data Use Register, which is publicly available on our website.
	[image: ]
	This icon shows fields from which information will be extracted to create the listing in our Data Use Register. Information from these fields will also be included in the Data Access Agreement. Do not include any confidential or sensitive information in these fields.



	Primary contact details. This person must be authorised to make project-level decisions.

	Name
	     
	Email address
	     



	Project Details

	[image: Checklist with solid fill]B1
	 Project Title
The title should: 
· simply describe the main area of your proposed work so that a member of the public would understand what you plan to do
· be the same as the title used on any other documents submitted for regulatory purposes (eg IRAS if submitted in the UK)
	[bookmark: Project_Title]     



	
	Legal and Ethical Review

	B2
	Has the proposed work been submitted for ethical review by an independent committee and/or expert(s)?
Guidance on Ethical Review

	|_| Yes – provide details and attach documentation e.g. IRAS form, approval letter, to application:      
|_| No (I acknowledge that the SDE will make an assessment of each request in accordance with REC Research Database Conditions.) 

	B3
	a) Will you use the SDE’s legal basis for processing personal data?

b) If no, specify the legal basis you will be using:
   i) GDPR Article 6
   ii) GDPR Article 9   
iii) Common law duty of confidentiality 
Guidance on Legal Basis

	a)  |_| Yes
     |_| No

b) If no, pick one item from each category below, and attach approvals to application:
ii) GDPR Article 6:  Choose an item.
iii) GDPR Article 9 Choose an item.
iii) Common law duty of confidentiality Choose an item.




	Value

	Before completing this section, read the Guidance on Value

	B4
	Who is expected to derive value from the proposed use of this data? 
Choose at least one, and all that apply.
For each option selected, describe the expected value and how it may be realised.

	|_| Individual patients, carers or families – describe what and how:      

|_| The population in general or specific communities – describe what and how:      

|_| The health and care system – describe what and how:      

|_| Health and care staff – details:      

|_| Society, including economic benefits and/or benefits to industry/companies – describe what and how:      

|_| Other – describe what and how:      

	B5

	What kind of value could the use of this data potentially deliver? 
Choose at least one, and all that apply.
	|_| Further understanding of the health and care needs of populations
|_| Lead to the identification and progress of treatments and therapies to treat illness
|_| Further understanding of regional and national trends in health and social care needs
|_| Address healthcare inequalities
|_| Support the quality and safety of services
|_| Inform planning health services and programmes
|_| Inform design of prevention interventions and evaluation interventions
|_| Inform decisions on how to effectively allocate and evaluate funding according to health needs
|_| Other – specify:      







	PPIE and Disseminating Results 

	B6
	Describe what patient and public involvement has already been undertaken.
If no PPIE has been undertaken, provide details.

Guidance on completing the PPIE section

	a) Has PPIE already been undertaken?: |_| Yes   |_| No
b) If Yes, complete all of the below:
i) Have you involved patients and the public in:
	Governance
	|_| Yes   
	|_| No

	Design
	|_| Yes   
	|_| No

	Delivery
	|_| Yes   
	|_| No

	Dissemination
	|_| Yes   
	|_| No

	Evaluation
	|_| Yes   
	|_| No


       
ii) What sorts of people were involved?
|_| People with lived experience of the condition - specify:      
|_| People from specific communities- specify:      
|_| Family/friends
|_| Carers
|_| Members of the public
|_| Voluntary Community and Social Enterprise (VSCE) organisations
|_| Other - specify:      

iii) Age range of people involved
|_| Under 18
|_|18-65
|_| 65+
	
iv) How many people have been involved:      

v) What you did with them (select all that apply):

|_| Workshop
|_| Focus group
|_| Survey
|_| Interviews
|_| Small discussion group
|_| Steering group membership
|_| Social media
|_| Development of proposal
|_| Development of pt information
|_| Literature review
|_| Other

vi)  When was this work undertaken:      

vii) What difference did involvement make to this proposal:      


	
	
	c) If No:
Details of why no PPIE undertaken: 
     
Have you explored relevant patient or public experiences related to this work, for example through a literature review or discussions with relevant VCSE organisations?  Please describe:         


	B7
	Describe what patient and public involvement work is planned
If no PPIE is planned, provide details.

Guidance on completing the PPIE section


	a) Is any PPIE planned?: |_| Yes   |_| No

b) If Yes, 

i) Do you plan to involve patients and the public in:

	Governance
	|_| Yes   
	|_| No

	Design
	|_| Yes   
	|_| No

	Delivery
	|_| Yes   
	|_| No

	Dissemination
	|_| Yes   
	|_| No

	Evaluation
	|_| Yes   
	|_| No



ii) What sorts of people do you plan to involve: 
|_| People with lived experience of the condition - specify:      
|_| People from specific communities- specify:      
|_| Family/friends
|_| Carers
|_| Members of the public
|_| Voluntary Community and Social Enterprise (VSCE) organisations
|_| Other - specify:      

ii) Age range of people you plan to involve

|_| Under 18
|_| 18-65
|_| 65+

	
iii) How many people do you plan to involve:      

iv) What you plan to do with them (select all that apply):

|_| Workshop
|_| Focus group
|_| Survey
|_| Interviews
|_| Small discussion group
|_| Steering group membership
|_| Social media
|_| Development of proposal
|_| Development of pt information
|_| Literature review
|_| Other

v) When will this work happen?      

vii) What difference do you expect this involvement to make:      




	
	
	c) If No: 

Details of why no PPIE planned:      

Do you plan to explore patient/public experience literature, resources or platforms of relevance to this work and/or discussions with relevant VSCE organisations? Please describe:       


	B8
	How will the results and outcomes of the proposed work be published and/or disseminated to stakeholders and interested parties, including patients and the public?

Guidance on Impact and disseminating results
	|_| Journal publication 
|_| Conference presentation or poster 
|_| Report to NHS/stakeholders 
|_| Organisation’s Website
|_| Newsletter, blog or social media post 
|_| Patient/public or stakeholder event/webinar
|_| Other – specify:      




	Methodology

	There are a number of sources of bias to consider, for example selection bias is a particular problem inherent in case-control studies, where it gives rise to non-comparability between cases and controls. In case-control studies, controls should be drawn from the same population as the cases, so they are representative of the population that produced the cases. Also consider causal and other types of bias.
Further guidance: Biases and Confounding | Health Knowledge and  FOR-EQUITY – tools and resources to help reduce social and health inequalities

	B9
	a) Have you identified any potential bias related to the patient cohort or data requested? Please describe how this will be managed, for example in relation to ethnicity, age or sex

b) Have you identified any potential bias related to the proposed methodology? Please describe how this will be managed.
	a)      
	b)      




	Hazards

	A hazard is something about the proposed work that could result in harm or an unacceptable outcome. 
Complete this section with reference to the project, data, methods and outputs already described in TVS SDE DARF Parts A and B. Select “Unsure” where information is incomplete. The SDE will undertake its own review and may require additional controls. 
Guidance on Hazards

	B10
	Project characteristics
Select all characteristics that apply.
This section helps identify features of the project that may increase the risk of harm, disclosure or misuse. 


	Characteristic
	Examples
	Select

	
	
	Population and data detail
	Small or highly specific population; rare disease, treatment, procedure or event; detailed dates, geography or demographics; longitudinal information. 
	|_|

	
	
	Sensitive or potentially identifying content
	Genomic information; medical images; clinical photographs; free text; safeguarding, mental health or other potentially stigmatising information. 
	|_|

	
	
	Existing knowledge or other access
	NHS staff or other individuals known to the team; team access to clinical systems, research datasets or other information that could aid identification. 
	|_|

	
	
	Data combination
	Linkage of datasets; external or bring-your-own data; data from more than one organisation. .
	|_|

	
	
	Advanced analytics
	AI, machine learning, natural language processing, computer vision, model training, fine-tuning or another novel method. 
	|_|

	
	
	Outputs
	Small numbers; rare categories; row-level or case-level outputs; model, embedding, synthetic data or another analytical artefact proposed for export. 
	|_|

	
	
	Use and impact
	Commercial product, service or intellectual property development; potential for unequal impact, stigma, safety concerns or loss of public trust. 
	|_|

	
	
	Other or none
	Another relevant characteristic / None identified.
Specify:      
	|_|





	B11
	Hazard assessment
For each hazard, select the rating that reflects the most serious consequence that could reasonably occur.
Select “Not applicable” only where the hazard cannot reasonably arise. 

Rating guide: 
Low = limited consequence that is readily managed
Moderate = meaningful harm or governance concern requiring specific safeguards
High = serious harm, significant confidentiality breach or major impact requiring escalation
Unsure = further information or expert assessment is required 
 

	Hazard
	What could happen
	Rating

	
	
	Inadvertent identification
	An individual could be recognised from the cohort, variables, dates, geography, images, text or unusual characteristics. 
	Choose an item.
	
	
	Identification using other knowledge
	A team member could recognise an individual or combine SDE data with information available through another role or system. 
	Choose an item.
	
	
	Identification through linkage or external data
	Combining datasets could reveal identity or additional confidential information. 
	Choose an item.
	
	
	Inappropriate access or use
	Data, code or functionality could be used beyond the approved project purpose. 
	Choose an item.
	
	
	Misleading or unreliable findings
	Missing, inaccurate, incomplete or poorly understood data or methods could produce misleading conclusions. 
	Choose an item.
	
	
	Bias, unfairness or unequal impact
	Cohort selection, exclusions, data quality or analysis could under-represent groups or produce unfair outcomes. 
	Choose an item.
	
	
	Harm to individuals or communities
	Findings or use of data could cause stigma, discrimination, distress, safety impact or other disadvantage. 
	Choose an item.
	
	
	Loss of trust or effect on care
	The work could reduce confidence in data use or willingness to seek care or speak frankly with professionals. 
	Choose an item.
	
	
	Disclosure through outputs
	Statistics, tables, visualisations, text, images, code or other outputs could reveal confidential or individual-level information.
	Choose an item.
	
	
	AI/model-specific disclosure or unsafe use
	A model or artefact could memorise, reproduce, infer or expose confidential information, or be used without adequate validation or human oversight.
	Choose an item.


	
	
	Any other
	[bookmark: Text22]Describe:      
	Choose an item.



	B12
	Controls and safeguards
a) Do you consider that this project requires any additional controls beyond the standard TVS SDE access, monitoring and output-checking arrangements? 

b) If Yes or Unsure, explain what additional control may be needed and why.

	TVS SDE applies a range of standard safeguards to all approved projects. These safeguards are designed to make sure projects are appropriate, users are authorised, data is protected, the working environment is secure, and outputs are checked before release. The examples below are not exhaustive and the SDE may add project-specific controls where needed. 

	
	
	Five Safes Area
	Outline of standard TVS SDE safeguards 

	
	
	Safe projects
	Projects are reviewed before approval to check that the purpose, public benefit, data requested, legal basis and proposed outputs are appropriate. 

	
	
	Safe people
	Access is limited to named, approved users who have completed required checks, training and terms of use. 
Access is reviewed and removed when no longer needed. 

	
	
	Safe data
	Only the data needed for the approved project is provided. 
Data is minimised, managed securely and de-identified where appropriate before use. 

	
	
	Safe settings
	Work takes place in a controlled SDE environment with technical restrictions, monitoring, secure workspaces and controlled data import and export routes. 

	
	
	Safe outputs
	Outputs are reviewed before release to reduce the risk that results, tables, figures, code, models or other materials could disclose confidential information. 

	
	
	Ongoing assurance
	Decisions, access, outputs and incidents are logged, monitored, reviewed or escalated where further assurance is needed. 

	
	
	a)  

|_| Yes 

|_| No  

|_| Unsure
	c) If Yes or Unsure, explain what additional control may be needed and why:      







	Safe People

	B13
	List all users who will require access to the project workspace. full name job title and employing organisation. 
If a project team has not yet been appointed, you will be asked to confirm names and email addresses at a later stage of the application process. Additional users and team amendments can be made later in the process. 
Only users who are validated with the SDE network will be able to access the data. 
	User 1 
	Name:      
	Email address:      

	
	
	
	Job title:      
	Employing Org:      

	
	
	User 1 
	Name:      
	Email address:      

	
	
	
	Job title:      
	Employing Org:      

	
	
	User 3 
	Name:      
	Email address:      

	
	
	
	Job title:      
	Employing Org:      

	
	
	User 4
	Name:      
	Email address:      

	
	
	
	Job title:      
	Employing Org:      

	
	
	User 5
	Name:      
	Email address:      

	
	
	
	Job title:      
	Employing Org:      

	
	
	For any additional users, use this box to add as many as required, ensuring you include all the fields above for each:      

	B14
	a) Are any individuals or organisations who will access the data located outside the UK or EU, or subject to non-EU data protection laws?
b) If yes, who, and where will they be located when accessing the data?
	a) |_| Yes   |_| No
b)      

	B15
	a) In relation to specific individuals named in this request, are there any known conflicts of interest?
b) If yes, for each conflict of interest:
· Select the category
· Describe the conflict of interest
· Define the associated risks
· Describe the associated mitigations
	a) |_| Yes   |_| No
	Identify any personal conflicts or interests that the SDE team should be aware of in the context of this request, and associated mitigation.
Interests are categorised as:
· Direct financial (e.g. employment, consultancy, shareholdings)
· Direct non-financial (e.g. advocacy roles, professional memberships)
· Indirect (e.g. interests of close associates)

Some aspects to consider (not exhaustive):
· Could individual patient privacy be compromised? This could happen if a user has access to any other data that might enable reidentification of individuals, even if this data will not be brought into the SDE. Consider if any users have access to clinical systems as part of their employment. 

· Does the Host Organisation (OUH NHS FT), or any of the other provider organisations, have an equity stake in the Lead Organisation)?

	
	
	b) If yes, for each:
	

	
	
	Conflict of interest 1
	

	
	
	Name:      
	

	
	
	Category:  Choose an item.

	

	
	
	Description:      

	

	
	
	Risks:      

	

	
	
	Mitigations:      

	

	
	
	Conflict of interest 2
	

	
	
	Name:      
	

	
	
	Category:   Choose an item.
	

	
	
	Description:      
	

	
	
	Risks:      
	

	
	
	Mitigations:      
	

	
	
	For any additional Conflicts of Interest, use this box to add as many as required, ensuring you include all the fields above for each:      

	






	Transparency
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	Summary of the proposed work, written in plain English. This should include brief descriptions of:
a) Aims
b) Methodology and analysis, including relevant statistical and analytical techniques and key variables.
c) Data requested, ensuring this aligns with completed Dataset Menu
d) Inclusion and/or exclusion criteria
e) Duration of proposed work
f) Potential value of the proposed work, using information from questions B4 and B5
g) Expected outcomes: What do you expect the proposed work to produce? Include any findings, reports, publications, tools, models, recommendations or other outputs.
Diagrams are welcome, if helpful, to summarise the proposed work and data flow. Attach these with your application.
Read guidance for plain English 
	a) Aims:      

	
	
	b) Methodology and analysis:      

	
	
	b) Data requested      

	
	
	d) Inclusion and/or exclusion criteria:      

	
	
	e) Duration:       

	
	
	f) Potential value:      

	
	
	g) Expected Outcome:      
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	‘Further Reading’ to be displayed on the TVS SDE Data Use Register.
This field is for capturing online link(s) that provide additional project information. Examples include the organisation’s website, articles, social media posts, or a project-specific website, where available.
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