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RESEARCH GOVERNANCE COMMITTEE

SUBMISSION FORM

Please refer to the Guidance Notes at the end for help with filling in this form.
Please complete the following checklist before submitting the completed form:

□
I have completed all relevant sections of the Submission Form having read the ‘Guidance Notes’.
□
I have signed my Submission Form.
□
[Student submissions only] My Supervisor(s) have read and signed my Submission Form
□
I have attached all supporting documents (information sheet, consent form, etc.) to my Submission Form.
□
I agree to inform the HSRGC of any major changes to my research.
GENERAL INFORMATION

1. Please give the full title of your study and provide a short title for reference.

	Full title
	

	Short title
	


2. If you are an academic member of staff, please provide the following details about yourself.
	Name and title
	

	Post
	

	Institution (including address if other than Health Sciences)
	

	Email and telephone number
	


3. If you are a research student, please provide the following details.

	Your name and title
	

	Name and level of course/degree
	

	Institution (including address if other than Health Sciences)
	

	Email and telephone number
	

	Name and email address of supervisor(s)
	


4. Please briefly describe the specific expertise, including experience and training, you and your research team will bring to the study.

	


5. If the research is funded, please provide the following details.
	Name of funding body
	

	Duration of the grant
	

	Describe any external influence the funding body has on the conduct or dissemination of the research
	


6. If the research is to be reviewed by an ethics committee other than HSRGC, please provide details.
	


THE PROJECT

7. Explain the aims, objectives and scientific justification of the research, in a maximum of 200 words, and in language comprehensible to a layperson.
	


8. Please provide a brief summary of the research design/method, in a maximum of 200 words, and in language comprehensible to a layperson.
	


9. Please outline any patient and public involvement (PPI) in the study, indicating potential risks or harms created by PPI, and measures in place to ameliorate these.
	


10. If the study requires statistical analysis, please explain your statistical methods.
	


11. For qualitative studies, please outline your method of analysis. 

	


RECRUITING PARTICIPANTS
12. Please explain how research participants will be (a) identified (b) approached and (c) consented.

	


13. If participants are to receive incentives to take part in the study, or reimbursement of expenses, please give details and rationale.

	


14. If your study includes participants from vulnerable groups, please provide details and rationale.
	


15. Please explain any arrangements for participants who do not understand English well.
	


ETHICAL ISSUES
16. Please clarify and justify potential harms to participants.

	


17. If your study is likely to elicit information requiring disclosure – such as incidental medical findings, evidence of professional misconduct or neglect, or criminal behaviour – please explain how you will proceed.
	


18. Please explain and justify any deception of participants required by the study.
	


19. Please describe any potential benefits to participants.

	


20. Please clarify and justify potential harms to researchers.
	


21. Please provide details of any conflicts of interest created by the research and explain how they will be resolved.
	


22. Please provide details of any personal material benefits researchers will receive for undertaking the study, including personal payment over and above their normal salary.
	


23. Please describe any other ethical problems you think the proposed study raises, explaining what steps you will take to address them.  
	


DATA MANAGEMENT
24. Please explain what, where, and for how long data will be stored.
	


25. Please explain the process by which data will be transferred.
	


26. Please set out how anonymity of data will be ensured; if data are not anonymised, explain why not and describe how data confidentiality will be maintained.
	


27. Please state who will have access to data generated by the study.

	


28. Please state who will act as custodian of data generated by the study.

	


29. Please confirm that a Data Protection Impact Assessment (DPIA) has been completed for the study or, if a DPIA has not been completed, please justify this.
	


30. All information held in Health Sciences has to be put on the Health Sciences Information Asset Register.  Please confirm this has been completed for your study and returned to the Department’s IT manager.
	 


DISSEMINATION
31. Please explain how you plan to disseminate your results.

	


32. If results will be made available to participants and the communities from which they are drawn, please explain how.
	


INDEMNITY
33. Please confirm the indemnity arrangements for your study.
	Standard University of York indemnity arrangement
	

	Other indemnity arrangement
	


Your signature:

Supervisor(s)’ Signature:
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RESEARCH GOVERNANCE COMMITTEE

GUIDANCE NOTES TO HELP COMPLETE THE SUBMISSION FORM

[PLEASE DELETE THESE GUIDANCE NOTES BEFORE SUBMITTING YOUR FORM]

General guidance
· The HSRGC web pages contain further details about the committee’s procedures – including upcoming deadlines and dates of meetings, and an explanation of who should complete, and how to submit, the Submission Form – and links to other key documents: https://www.york.ac.uk/healthsciences/research-information/rsg/
· To decide whether your study needs NHS REC review/approval go to: http://www.hra-decisiontools.org.uk/research/  To decide whether a study that needs NHS approval requires full NHS REC review or is eligible for a lighter touch ‘proportionate review’ go to: Proportionate Review Toolkit - Health Research Authority.
· 
Copies of all additional relevant material – e.g., information sheets, consent forms, questionnaires, topic guides, and ethics approval given by external bodies – should be attached to the Submission Form as appendices.  All appendices must have a date and version number.
· Templates of the sort of information sheets and consent forms the committee expects are included at the end of these Guidance Notes, but note that these are for guidance only and should be amended or replaced to suit your study.
· Provide references for publications cited on the form, but not a general bibliography of your area of research.
· Substantial amendments to a project will require further approval.  Inform the HSRGC Chair of significant changes to the protocol; to discuss whether a change is sufficiently substantial to require further approval, contact the HSRGC Chair.
· In order to request permission to access Department of Health Sciences’ staff or students as participants, you must first contact the Head of Department with a brief one-page summary of your research before submitting the study to the HSRGC for approval.
Question-specific guidance
	Box number
	Guidance

	4
	Provide brief evidence of competence to complete the study (not extensive biographies or full CVs).
Students (and less experienced research staff) should refer to specific modules, courses, etc., relevant to their study (e.g., a research student who completed the Qualitative Methods module at Masters level should cite the module if their study involves qualitative research).

	5
	For example, describe any restrictions on who can access your data, where and whether it can be published, etc., imposed as a condition of funding.

	6
	For details as to whether a study being reviewed externally also requires HSRGC approval, please see the section, ‘Terms of reference and application procedures’ at: https://www.york.ac.uk/healthsciences/research-information/rsg/
If your study requires both HSRGC and external approval, please send the outcome of the decision by the external committee to the Chair of HSRGC once it is known.

Some studies take place in cultures different to ours, including different research ethics standards and processes.  The view of the HSRGC is that research ethics concerns are universal, but these can be met in ways appropriate to the research locale.  For example, that participation is in accordance with participants’ wishes is a universal concern; but how this is ensured – by acquiring ‘voluntary, informed consent’, by signing consent forms, etc. – will depend on the local research context.  Researchers must demonstrate that universal research ethics concerns are met, albeit in locally appropriate ways.  

	7
	The committee wants evidence that your study will build on the existing knowledge base, so show how relevant evidence has been considered, for example, by citing systematic reviews, databases and search strategies you have utilised.

If your study has been done before, explain why it is worth repeating.  

	8
	This section, and the form in general, must be written in plain English so as to be intelligible to the HSRGC’s lay member(s).
Make clear what will happen to anyone who participates in the research.  

Give an indicative timeline for the study.

If you plan to make audio or visual recordings of participants, provide details such as how participants will be informed of and consented to this, and what will happen to the recordings during and after the study.
Give details of any interventions or procedures – clinical or non-clinical – that will be provided to, or withheld from, participants in the course of the study.
Make sure the information given in this section matches up with the documentation attached to the Submission Form as appendices (e.g., letters, information sheets, consent forms, questionnaires, etc.).

	9
	The Department supports patient and public involvement (PPI) in research.  Briefly outline any PPI relating to the study, and if a decision was made not to include PPI, explain why not.  PPI can create ethical risks and potential harms - e.g., involving particularly vulnerable contributors, sensitive topics, etc. - so clearly state any risks or harms.  Explain the measures taken to ameliorate these, such as offering alternative ways of contributing, sources of support in the event of distress, etc.

	10
	State the primary and any secondary outcome measures for the study.  

If the size of the study has been informed by a statistical power calculation, give sufficient information to allow the committee to replicate the calculation. 

If you have consulted a statistician, provide their name, position, and email address, and clarify their input to your study.
If your study involves a randomisation process, or cases and controls, give details, including inclusion and exclusion criteria.

	10-11
	Include the rationale for the sample size of the study.

	12
	State and justify any inclusion or exclusion criteria, with special regard to gender, race/ethnicity, age, social condition, sexual preference, faith or disability.
If you need to access Department of Health Sciences’ staff or students as participants you must contact the Head of Department with a brief one-page summary of your research in order to request permission.
The committee expect potential recruits to be first approached by a third party – i.e. someone other than the researcher (e.g., a clinician) – who will inform them of your study, inviting them to contact you if they are interested in participating.  Any initial approach other than this must be justified.

Include copies of patient information sheets, consent forms, and any other materials related to participant recruitment, as numbered appendices to your submission.

Information sheets and consent forms should clearly reflect the study protocol, in language suitable for a layperson (e.g., technical words should be avoided or fully explained); the tone of information sheets should be invitational and not coercive.

Information sheets and consent forms must be on University headed paper; they must both carry a date and version number, and any cross-reference between the two must include the relevant date and version number.
It is good practice to provide copies of the information sheet and consent form for participants to keep for reference.

The information sheet and consent form should have details of who to contact if a participant wants further information.  In the case of research staff, this should be the PI or another member of the research team; research students should provide their own or their supervisor’s contact details. 

The information sheet and consent form should have details of who to contact if a participant wants to make a general complaint.  In the case of research staff, this must not be a member of the research team (you can put down the Chair of Health Sciences’ Research Committee or HoD); research students should provide their supervisor’s contact details.
The information sheet and consent form should have details of who to contact if a participant wants to make a complaint specifically about how their data has been handled.  This should include the University’s Data Protection Officer at dataprotection@york.ac.uk and the Information Commissioner’s Office at www.ico.org.uk/concerns. 
No personal contact details – home address, personal mobile phone number, etc. – should be provided on the information sheet or consent form.
If you do not intend to provide a written information sheet about your study or obtain a signed record of consent from participants, explain and justify your recruitment method.
Explicit opt-in consent is the default; other form of consent, such as opt-out consent, are not ruled out but would require strong justification.

Non-written consent – such as a thumb print of a non-literate participant – would normally be formally documented and witnessed.

Distinguish (i) a participant’s right to withdraw from the study and (ii) a participant’s right to withdraw their data from the study.  The default is that (i) participants can withdraw from a study at any time, without requiring a reason, and without any repercussions.  But what happens to (ii) data already collected on participants who withdraw can vary: there might be a time limit on when participants can ask for their data to be destroyed (e.g., up to two weeks since data collection, after which it will have been analysed); and some data can’t be withdrawn (e.g., an individual’s contribution to a focus group discussion).  Both (i) the right to withdraw and (ii) the right to withdraw data must be made clear on the information sheet and consent form.

Describe any training or experience you will draw on when gaining consent to participate in the research.

	13
	Examples of incentives to participate include cash payments, and cash equivalents such as vouchers and gift cards.  

As a rule of thumb, incentives should not encourage people to take part in studies against their better judgement.

Concerning reimbursement, participants should not be substantially out of pocket as a result of taking part in a research study.  All costs to the participant of involvement in the study, and reimbursement for expenses, must be clear in the information sheet.  

	14
	Examples of vulnerable groups include: children under 18; learning disabled; mentally ill; severely physically or terminally ill; elderly and dementia patients; patients in emergency situations; substance users; prisoners and young offenders.
When research participants have a dependent relationship with the investigator (e.g., that of student and course tutor) explain how you will ensure that consent is voluntary and non-coerced.

	15
	Examples of arrangements include providing translations of written information, such as information sheets, and involving translators/interpreters in focus group discussions.

	16
	Harms include any risks to participants’ wellbeing, such as pain, discomfort, distress, embarrassment or inconvenience.  
The presumption is that people should not be harmed by participating in research, but where harm, or risk of harm, are unavoidable, this should be clarified and justified, including describing procedures to minimise risk of harm, and to ameliorate unavoidable harm.

	17
	Describe any training or experience you can draw on when dealing with disclosure of sensitive or ‘special category’ data.

	18
	The presumption is that participants should not be deceived, so deception requires strong justification.  Give details of whether – and if so, how – deceived participants will be debriefed at the end of your study.

	19
	Benefits to participants can be direct, including positive experiences from involvement in a study, such as meeting people with shared interests in focus groups.  

Indirect benefits to participants include contributing to the knowledge base, and potential future treatment, of a condition in which they have an interest.

	20
	The presumption is that researchers should not be harmed by undertaking research, but where harms – or risk of harm – are unavoidable, this should be clarified and justified, including describing procedures to minimise risk of harm, and to ameliorate unavoidable harm.
Researchers should be aware of, and comply with, the Department’s Lone Worker Policy which mitigates risks to researchers: see ‘Key documents’ at https://www.york.ac.uk/healthsciences/research-information/rsg/

	21
	Conflicts of interest might arise from, for example, researchers’ direct personal or financial involvement in the organisation sponsoring or funding the research.

	22
	Benefits include ‘in pocket’ financial rewards or additional benefits, such as free equipment, paid to researchers for conducting a study; as a rule of thumb, such benefits should not be at a level to cause undue influence.

	23
	This is an opportunity to show that you are aware of ethical issues raised by your study, especially issues not covered elsewhere on the Submission Form, and how they will be dealt with.

Describe any training or experience you can draw on in addressing ethical issues raised by your research.

Address any ethical issues raised by Public and Patient Involvement.

Ethical issues include risks to the University of York’s or the Department of Health Sciences’ reputation.

	24-29
	Data management must be compliant with the UK General Data Protection Regulation (GDPR) and the UK Data Protection Act (2018), and with Health Sciences’ data management policies, and the University of York data management policies.  
For a list of links to websites to be included on Information Sheets, see the Participant Information Sheet template, below.

Research must abide by the principle of data protection by design and default, including collecting the minimum amount of data necessary for the project, and anonymising or pseudonymising data wherever possible.
Writing a Data Management Plan (DMP) is not required but strongly recommended, especially for student submissions.  Further information about DMPs is available at https://www.york.ac.uk/library/info-for/researchers/data/planning/

	24
	Storage of personal and sensitive or ‘special category’ data – for example, use of personal addresses, postcodes, faxes, emails or telephone numbers – should be clearly explained and justified.  For further guidance on data storage go to:

https://www.york.ac.uk/library/info-for/researchers/data/storing/
https://www.york.ac.uk/library/info-for/researchers/data/sharing/
Describe and justify any unusual data storage methods (e.g., on websites). 

Clarify and justify the examination of medical records.

	25
	Personal and sensitive or ‘special category’ data must be transferred in a way that ensures it is protected (e.g., via the University’s secure server).
If data is to be exported outside the European Union, explain the steps taken to ensure that it is protected.

	26
	Distinguish between identifiable, anonymous, and pseudonymised data.  Identifiable data is linked to an individual (e.g., a signed consent form).  Anonymous data cannot be linked to an individual (e.g., responses to a Qualtrics survey).  Pseudonymised data could be linked to an individual (e.g., by using a code such as a unique participant ID).  Anonymous data does not come under GDPR; identifiable and pseudonymised data do come under GDPR.  Which data are identifiable, anonymous, and pseudonymised must be clearly communicated to participants.
Data must be anonymised wherever and as soon as possible; if you need to gather personally identifiable or pseudonymised data – as opposed to anonymised data – this must be clearly justified.
The minimum amount of personal and sensitive or ‘special category’ data required to meet the research objectives should be collected.  Collecting personal and sensitive or ‘special category’ data will be scrutinised especially closely by the committee, so this needs to be clarified and justified.

If data will be published in ways that might allow re-identification of individuals – for example, direct quotation – explain how confidentiality will be preserved.

	27
	The names of individuals and institutions with whom you will share data must be provided.

The details of data sharing agreements, including how shared data will be protected, must be provided.

If anonymised data will be reused by the research team or third parties for research purposes this should be clearly stated, including how this will be communicated to participants.

	28
	The custodian of data is the contact point for any data management queries; typically, this will be the Principal Investigator (or the most senior member of a research team).

	29
	The General Data Protection Regulation (GDPR) introduced a new legislative requirement to undertake a Data Protection Impact Assessment (DPIA) before conducting ‘data processing likely to result in a high risk to individuals’ interests’.

For the information needed to decide when to conduct a DPIA and the process to be followed go to:

https://www.york.ac.uk/records-management/dp/dataprivacyimpactassessments/
If you have any further questions, email dataprotection@york.ac.uk; if you are still unsure, discuss this with the Chair of HSRGC.

	30
	For further information about the  Health Sciences Information Asset Register please go to the Information Governance Wiki page at: https://wiki.york.ac.uk/display/DOHS/Information+Governance

	31-32
	Examples of dissemination methods include reports, conference presentations, peer reviewed academic journals, other academic publications, submissions to regulatory authorities.
Participants should be informed of dissemination arrangements and, as far as possible, results of research should be disseminated in a way that can be easily accessed by research participants and the communities from which they are drawn.

	33
	Research undertaken in Health Sciences is usually covered by standard University of York indemnity arrangements.  If this is not the case, or if you have indemnity cover in addition to the University’s, provide details.  Indemnity arrangements should be included in the information sheet.  

	Signatures
	Where the applicant is a student, a signature is also required from their supervisor(s).  
The committee will not consider submissions unsigned by applicants or supervisor(s).
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[Enter Name of Study]

Participant Information Sheet

Title of Study

Introductory statement (e.g., we would like to invite you to take part in the above named study but before you decide, please read the following information).

What is the purpose of this study?
Include a brief introduction to the area (background information), explaining the aim of your study and why it is important.

Who is doing the study? 
Provide details of who will be doing the study and where they are located.  State whether your study is being conducted as part of an educational qualification and include the names of any supervisors.  Explain who is organising and funding the research.

Why have I been asked to participate?

State the criteria for inclusion in study and explain why you are recruiting specific groups/individuals.

Do I have to take part?

State that taking part in the research is entirely voluntary, and explain the process by which participants will consent to participate. 

What will be involved if I take part in this study?

Describe the research methodology, including what the participant will be required to do and how much of their time will be required, where the study will take place and any potential risks.

What are the advantages or benefits of taking part?

Briefly explain any advantages/benefits of taking part (e.g. whether expenses or other remuneration will be paid, etc.) and disadvantages/risks of taking part (e.g. side effects of treatment received, etc.).  If there are none, state this.
What are the disadvantages or risks of taking part?
Briefly explain any disadvantages/risks of taking part (e.g. side effects of treatment received, etc.).  If there are none, state this.
Can I withdraw from the study at any time? 

Ensure the participant knows if/when they can withdraw from the study.  Include details of when they can withdraw (e.g. at any time/mid-interview/up to [state number] weeks post-interview) and state that they do not have to give a reason for withdrawing.  Inform them of any consequences which may arise due to their withdrawal.  Fully explain what will happen to any data/information already obtained from them.  Note that it is acceptable to use data collected from a participant who withdraws if, and only if, this is clearly stated on the Information Sheet and explicitly consented to on the Consent Form. 
How will the information and personal data I give be handled?

Please note that in order to be GDPR-compliant all Information Sheets for studies which collect identifiable data on EU citizens must provide links to the following University webpages: 

https://www.york.ac.uk/records-management/dp/
https://www.york.ac.uk/records-management/dp/guidance/gdprcompliantresearch/
https://www.york.ac.uk/records-management/dp/your-info/generalprivacynotice/
In addition, all Information Sheets should include the following two links to Health Sciences’ webpages that contain generic information about GDPR and data management:

https://www.york.ac.uk/healthsciences/research/trials/trials-gdpr/ 

https://www.york.ac.uk/healthsciences/research/trials/trials-gdpr/research-partcipants/
For all studies, details specific to your project must be provided on all of the following, as relevant: 
· Which data will be collected
· How data will be stored
· When and how data will be anonymised (or pseudonymised, etc.)

· How data will be transferred; note that if data will be transferred outside the EU, explain how personal or special category data will be handled in accordance with the principle of the General Data Protection Regulation (GDPR)

· With whom data will be shared, including details such as names of individuals and institutions
· If anonymised data will be reused by the research team or third parties for research purposes, this should be clearly stated
· When and how data will be destroyed
· If information is to be audio- or video-recorded state clearly that this is the case.  Explain what will happen to the recordings, and how that data confidentiality will be maintained.
What will happen to the results of the study?

Provide details of how the results will be used and disseminated, including any plans to debrief participants.

Who has reviewed and approved this study?

State who has granted ethical approval (bear in mind that the correct full name of the HSRGC is the University of York’s Health Sciences Research Governance Committee).
Who do I contact for more information about the study?
Provide contact details for more information (typically, the Chief Investigator or research student); these must include work not personal addresses, mobile phone numbers, etc.
Who do I contact in the event of a complaint?

For general complaints, provide contact details of someone other than the researcher(s): typically, Health Sciences’ Head of Research Committee or Head of Department or, for student submissions, the supervisor(s).  Also, state that participants who are unhappy with the way their personal data has been handled have a right to complain to the University’s Data Protection Officer at dataprotection@york.ac.uk; if they are still unsatisfied, they have a right to report concerns to the Information Commissioner’s Office at www.ico.org.uk/concerns.  
Thank you for taking the time to read this information sheet.
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Participant Consent Form

Title of Study:

	
	Please confirm agreement to each statement by putting your initials in the boxes below

	I have read and understood the participant information sheet [date ..., version ...]
	

	I have had the opportunity to ask questions and discuss this study
	

	I have received satisfactory answers to all of my questions
	

	I have received enough information about the study
	

	I understand my participation in the study is voluntary and that I am free to withdraw from the study: -
1 At any time/up to X number of weeks post-interview

2 Without having to give a reason for withdrawing
3 Include a statement regarding what will happen to data already provided following withdrawal from the study
	

	I understand that my interview will be audio-recorded/videoed
	

	I understand that relevant sections of my medical notes and data collected during the study may be looked at by researchers.  I give permission for these individuals to have access to my records.
	

	I agree to my GP being informed of my participation in the study
	

	I understand that any information I provide, including personal data, will be kept confidential, stored securely and only accessed by those carrying out the study
	

	I understand that any information I give may be included in published documents but all information will be anonymised
	

	I agree to take part in this study
	


	Participant Signature …………………………………………………………                       Date 


	Name of Participant  


	Researcher Signature ………………………………………………………..                       Date 

	Name of Researcher


Yes





Are you collecting data from the NHS (patients, staff, Trusts, etc.)?





Yes





Does your study involve human participants?
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