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City Research Ethics Committees
Application for Approval of Research Involving Human Participants

Please tick the box for which Committee you are submitting your application to
	 FORMCHECKBOX 

	Senate Research Ethics Committee 

	 FORMCHECKBOX 

	Cass Business School

	 FORMCHECKBOX 

	Department of Computer Science

	 FORMCHECKBOX 

	Department of Sociology

	 FORMCHECKBOX 

	School of Health Sciences Research Ethics Committee

	 FORMCHECKBOX 

	The City Law School

	 FORMCHECKBOX 

	Department for Learning Enhancement and Development


For Senate applications: a single copy of the application form and all supporting documents should be emailed to researchethics@city.ac.uk
For Cass Business School applications: a single copy of the application form and all supporting documents should be emailed to: claire.molloy.1@city.ac.uk
For Computer Science applications: a single copy of the application form and all supporting documents should be emailed to J.Dykes@city.ac.uk
For the Department of Sociology, submit all forms in Word format in a single document electronically. For projects falling under Sociology, Media Studies, Criminology, Food Policy and Q-Step, please send to Simon.Susen@city.ac.uk; and for projects falling under CCI, to Diana.Yeh@city.ac.uk
For School of Health Sciences applications: submit all forms (including the Research Registration form) electronically (in Word format in a single document) to A.Welton@city.ac.uk
For The City Law School applications: submit all forms electronically (in Word format in a single document) to jesse.elvin.1@city.ac.uk 
For Department for Learning Enhancement and Development: a single copy of the application form and all the supporting documentation should be emailed to P.M.Parker@city.ac.uk 

Refer to the separate guidelines while completing this form.

PLEASE NOTE THE FOLLOWING:
· Ethical approval MUST be obtained before any research involving human participants is undertaken. Failure to do so may result in disciplinary procedures being instigated, and you will not be covered by City’s indemnity if you do not have approval in place. It may also result in the degree not being awarded or the data not being published in a peer review journal.
· The Signature Sections MUST be completed by the Principal Investigator (the supervisor and the student if it is a student project).
	Project Title:

	     


	Short Project Title (no more than 80 characters):

	     


	Name of Principal Investigator(s) (if this is a student project, please note that the Principal Investigator is the supervisor and all correspondence will be with the supervisor):

	     


	Post Held (including staff/student number):

	     


	Department(s)/School(s) involved at City:

	     


	If this is part of a degree please specify type of degree:

	     


	Date of Submission of Application:

	     



Tick this box if you do not grant City permission to use your application form for training purposes  FORMCHECKBOX 

	1. Applicant Details


This project involves: 
(tick as many as apply)
	 FORMCHECKBOX 

	Staff Research 
	 FORMCHECKBOX 

	Doctoral Student 

	 FORMCHECKBOX 

	Undergraduate 
	 FORMCHECKBOX 

	M-level Project

	 FORMCHECKBOX 

	Externally funded
	 FORMCHECKBOX 

	External investigators

	 FORMCHECKBOX 

	Other
	

	Provide details of external investigators and/or other
	     


Email address for the Principal Investigator (City email, not private) 
	     


Other staff members involved 
	Title, Name & Staff Number
	Post
	Dept & School
	Phone
	Email

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


All students involved in carrying out the investigation 
	Name & Student Number
	Course / Year
	Dept & School
	Email

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


External co-investigators

	Title & Name
	Post
	Institution
	Phone
	Email

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


Please describe the role(s) of all the investigators, including all student(s)/external co-investigator(s) in the project, especially with regards to interaction with study participants.
	     



If external investigators are involved, please provide details of their indemnity cover.

	     



	Application Details


1.1 Is this application or any part of this research project being submitted to another ethics committee, or has it previously been submitted to an ethics committee? This includes an NHS local Research Ethics Committee or a City local Research Ethics Committee or any other institutional committee or collaborating partners or research site. (See the guidelines for more information on research involving NHS patients.) 



















YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

If yes, please give details and justification for going to separate committees, details of the Secretary of the relevant authority/committee, and, if appropriate, attach correspondence and details of the outcome of the application, including any conditions of approval or reasons for rejection. 
	     



1.2 If any part of the investigation is being carried out under the auspices of an outside organisation, involves collaboration between institutions or individual external researchers, or institutions/organisations where interviews/fieldwork will take place please give details and address of organisation(s).
	     



1.3 Has permission to conduct research in, at or through another institution or organisation been obtained?   




YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

If yes, please provide details and attach the supporting correspondence.  
	


1.4 Will personal data collected be shared with the outside organisation? If so, will the outside organisation be a joint data controller with City or a data processor on behalf of City?  

	


1.5 If yes, please detail any collaboration agreements, data sharing arrangements (joint data controller) or data processing contract (data processor on behalf of City) with the outside organisation.  Please attach a copy of the data sharing agreement (joint data controller) or contract (data processor) with your application.  The Information Compliance Team at dataprotection@city.ac.uk can provide further advice.
	


1.6 Duration of Project 



Start date:       

Estimated end date:     
	Conflicts of interest 


1.7 Do any of the investigators listed have any direct personal involvement (e.g. financial, share holding, personal relationship etc.) in the organisations sponsoring or funding the research that may give rise to a possible conflict of interest? YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

If yes, please provide details and attach the supporting correspondence.  
	


1.8 Will any of the investigators receive any personal benefits or incentives, including payment above normal salary, from undertaking the research or the results of the research above those normally associated with scholarly activity?
YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

If yes, please provide details and attach the supporting correspondence.  
	


	Funding Details


1.9 Is the project reliant on funding? If no, please go to the next section. 
YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

If yes, please provide details of the source of financial support (e.g. funding body, charity etc.) for the proposed investigation.
	     


1.9a Has funding been applied for?




YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

1.9b Has funding been approved?




YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

If no, please provide details of when the outcome can be expected
	     


	International Research


1.10 Is any part of the research taking place outside of England/Wales? (if not go to section 2)








YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

If yes, please provide details of where.
	     



1.11 Have you identified and complied with all local requirements concerning ethical approval & research governance and data protection*?





YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

1.11a Please provide details of the local requirements, including contact information.
	     



1.11b Please give contact details of a local person identified to field initial complaints locally so the participants can complain without having to write to or telephone the UK.  

	     



*Please note that many countries require local ethical approval or registration of research projects, further some require specific research visas. You must also ensure you are aware of and abide by the national data protection legislation including legal requirements around research using patient data and transfer of data to and from the UK. If you do not abide by the local rules of the host country, you will invalidate your ethical approval from City, and may run the risk of legal action within the host country.  
	2. Project Details


2.1 Provide the background (including the current state of the art in this field), aim(s) and objectives of the proposed research, 
	     



2.2 Please explain how this project will further existing knowledge.  

	     



2.3 Provide a summary and brief explanation of the design, methodology and plan for analysis that you propose to use.

	     



2.4 Please explain how/if participants will be provided with the findings or outcomes of the project.
	     



2.5 What do you consider are the ethical issues associated with conducting this research and how do you propose to address them?
	     



2.6 How is the research intended to benefit the participants, third parties and/or the local community? Please consider both direct and long term benefits.
The Committee recognises this does not apply to all research projects.
	     



2.7 Will invasive procedures (for example medical or surgical) be used?










YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

2.7a If yes, what precautions will you take to minimise any potential harm?
	     



2.8 Will intrusive procedures (for example psychological or social) be used?










YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

2.8a If yes, what precautions will you take to minimise any potential harm?
	     



2.9 In the course of the investigation might pain, discomfort (including psychological discomfort), inconvenience or danger be caused? 


YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

2.9a If yes, what precautions will you take to minimise any potential harm?
	     



	3. Information about Participants


3.1 How many participants will be involved? 

	     


3.1a What is the age group and gender of the participants?

	     


3.1b Explain how the sample size has been determined. If statistical sampling is relevant to this application, please include details of how the sample size was calculated. 
	     



3.1c Please specify inclusion and exclusion criteria. If exclusion of participants is made on the basis of age, gender, ethnicity, race, disability, sexuality, religion or any other factor, please justify this.
	     



3.2 How are the participants to be identified, approached and recruited, and by whom?

	     



3.3 Describe the procedure that will be used when seeking and obtaining consent, including when consent will be obtained. Include details of (a) who will obtain the consent, (b) how you are intending to arrange for a copy of the signed consent form to be given to the participants, (c) when they will receive the participant information sheet, and (d) how long the participants have between receiving information about the study and giving consent. Please note that if you are relying on consent as the lawful basis for processing special category (sensitive) personal data, consent has to be freely given, specific, informed and unambiguous indication of the individual’s wishes.
	     



3.4 How will the participant’s physical and mental suitability for participation be assessed? Are there any issues related to the ability of participants to give informed consent themselves or are you relying on gatekeepers on their behalf? 
	     



3.5 Are there any special pressures that may make it difficult for participants to refuse to take part in the study? Are any of the potential participants in a dependent relationship with any of the investigators (for instance student, colleague or employee) particularly those involved in recruiting for or conducting the project?  
	     



3.6 Will the participant’s doctor be notified? 


YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

(If so, provide a sample letter to the subject’s GP.)

3.7 What procedures are in place for the appropriate referral of a study participant who discloses an emotional, psychological, health, education or other issue during the course of the research or is identified by the researcher to have such a need?

	     



3.8 Is there any risk (emotional, psychological, health or other issues) to the researcher(s)?

	     



3.9 What steps will be taken to safeguard the participants from over-research (i.e. to ensure that the participants are not being used in multiple research projects including those of other researchers)?  Please consider all research projects whatever their field, not just those performed by you.
	     



3.10 Where will the research take place? 

	     



3.11 What health and safety issues, if any, are there to consider? 

	     



3.12 How have you addressed the health and safety concerns of the participants, researchers and any other people impacted by this study? (This includes research involving going into participants’ homes.)
	     



3.13 It is a requirement that at least an initial assessment of risk be undertaken for all research and if necessary a more detailed risk assessment be carried out. Has a risk assessment been undertaken?*




YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

Please contact the Health & Safety Office (safetyoffice@city.ac.uk) for advice on risk assessments and/or how to complete it.  
3.14 Are you offering any incentives or rewards for participating? 
YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

If yes please give details
	     


3.15 Does the research involve any of the following:

	Children under the age of 5 years 
	YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 


	Clinical trials / intervention testing?
	YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 


	Over 500 participants? 
	YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 


	Are you specifically recruiting pregnant women
	YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 


	Excluding information collected via questionnaires (either paper based or online), is any part of the research taking place outside of the UK?
	YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 



If you have answered ‘yes’ to any of the above questions you will need to check that the City’s insurance will cover your research. You should do this by submitting this application to insurance@city.ac.uk before applying for ethics approval. 

*Note that it is the Committee’s prerogative to ask to view risk assessments. 
	4. Vulnerable Groups


4.1 Will persons from any of the following groups be participating in the study? (If not go to section 5.)
	Adults without capacity to consent 
	 FORMCHECKBOX 


	Children under the age of 18
	 FORMCHECKBOX 


	Those with learning disabilities
	 FORMCHECKBOX 
 

	Prisoners
	 FORMCHECKBOX 
 

	Adults at risk
	 FORMCHECKBOX 


	Young offenders (16-21 years)
	 FORMCHECKBOX 


	Those who would be considered to have a particular dependent relationship with the investigator (e.g. those in care homes, students, employees, colleagues)
	 FORMCHECKBOX 



4.2 Will you be recruiting or have direct contact with any children under the age of 18? 










YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

4.2a If yes, please give details of the child protection procedures you propose to adopt should there be any evidence of or suspicion of harm (physical, emotional or sexual) to a young person. Include a referral protocol identifying what to do and who should be contacted.

	     



4.2b Please indicate how you will comply with the data protection legislation for processing children’s personal information? 
	     



4.2c Please give details of how you propose to ensure the well-being of the young person, particularly with respect to ensuring that they do not feel pressured to take part in the research and that they are free to withdraw from the study without any prejudice to themselves at any time.

	     



4.3 Will you be recruiting or have direct contact with adults at risk? YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

4.3a If yes, please give details of the protection procedures you propose to adopt should there be any evidence of or suspicion of harm (physical, emotional or sexual) to a adults at risk. Include a referral protocol, identifying what to do and who should be contacted.

	     



4.3b Please give details of how you propose to ensure the well-being of adults at risk, particularly with respect to ensuring that they do not feel pressured to take part in the research and that they are free to withdraw from the study without any prejudice to themselves at anytime. You should indicate how you intend to ascertain that person’s views and wishes.

	     



4.3c Please give details of any City staff or students who will have contact with adults at risk and/or will have contact with young people (under the age of 18) and details of current (within the last 3 years) City Disclosure and Barring check. 
	Name
	Dept & School
	Student/Staff Number
	Date of DBS 
	Type of disclosure 

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     



4.3d Please give details of any non-City staff or students who will have contact with adults at risk and/or will have contact with young people (under the age of 18) and details of current (within the last 3 years) Disclosure and Barring check.
	Name
	Institution
	Address of organisation that requested the disclosure
	Date of DBS 
	Type of disclosure

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


4.4 Will you be recruiting any participants who fall under the Mental Capacity Act 2005? 








YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

If so you MUST get approval from an HRA approved committee (see separate guidelines for more information).
	5. Data Collection


5.1 Please indicate which of the following you will be using to collect your data 

Please tick all that apply
	Questionnaire
	 FORMCHECKBOX 
 

	Interviews
	 FORMCHECKBOX 
 

	Participant observation
	 FORMCHECKBOX 
 

	Focus groups
	 FORMCHECKBOX 
 

	Audio/digital-recording interviewees or events
	 FORMCHECKBOX 
 

	Video recording
	 FORMCHECKBOX 
 

	Physiological measurements
	 FORMCHECKBOX 
 

	Digital/computer data
	 FORMCHECKBOX 


	Other
	 FORMCHECKBOX 


	Please give details if you have ticked other

	     



5.1b What steps, if any, will be taken to safeguard the confidentiality of the participants (including companies)? 

	     



If you are using interviews or focus groups, please attach a topic guide. If you are using questionnaire, please attach the questionnaire. 
	6. Confidentiality and Data Handling


6.1 Will the research involve:

	· complete anonymity of participants (i.e. researchers will not meet, or know the identity of participants, as participants are a part of a random sample and are required to return responses with no form of personal identification)?
	 FORMCHECKBOX 


	· anonymised sample or data (i.e. an irreversible process whereby identifiers are removed from data and replaced by a code, with no record retained of how the code relates to the identifiers. It is then impossible to identify the individual to whom the sample of information relates)?
	 FORMCHECKBOX 


	de-identified samples or data (i.e. a reversible process whereby identifiers are replaced by a code, to which the researcher retains the key, in a secure location)? Please note that de-identified data may be treated as personal data under GDPR depending on how difficult it is to attribute a pseudonym to a particular individual.
	 FORMCHECKBOX 


	· subjects being referred to by pseudonym in any publication arising from the research?
	 FORMCHECKBOX 


	· any other method of protecting the privacy of participants? (e.g. use of direct quotes with specific permission only; use of real name with specific, written permission only)
	 FORMCHECKBOX 


	Please give details of ‘any other method of protecting the privacy of participants’ is used

	     


6.1a Which of the following methods of assuring confidentiality of data will be implemented?
Please tick all the options that apply
	· data to be kept in a locked filing cabinet
	 FORMCHECKBOX 


	· data and identifiers to be kept in separate, locked filing cabinets
	 FORMCHECKBOX 


	· access to computer files to be available by password only
	 FORMCHECKBOX 


	· storage at City
	 FORMCHECKBOX 


	· stored on an encrypted device (e.g. laptop, hard drive, USB)
	 FORMCHECKBOX 


	· stored at other site
	 FORMCHECKBOX 


	If stored at another site, please give details.

	     



6.1b Will the data be accessed by people other than the named researcher? 










YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

If yes, please explain by whom and for what purpose.
	     



6.2 Is the data intended for reuse or to be shared as part of longitudinal research, or a different/wider research project now, or in the future?  

YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

If yes, please provide details.

	     


6.2a If the project is funded, does the funding body (e.g. ESRC) require that the data be stored and made available for reuse/sharing?



YES  FORMCHECKBOX 
 NO  FORMCHECKBOX 

6.2b If you have responded yes to any of the questions above, explain how you are intending to obtain explicit consent for the reuse and/or sharing of the data.
	     


	6.3 Retention and Destruction of Data


6.3a Does the funding body or your professional organisation/affiliation place obligations or recommendations on the retention and destruction of research data?









YES  FORMCHECKBOX 
 NO
If yes, what are your affiliations/funding and what are the requirements? (If no, please specify City guidelines on retention.)
	     



6.3b How long are you intending to keep the data? 

Note that the institutional guidelines on retention state a minimum of 10 years but some funding bodies require a longer retention period. 
	     



6.3c Are you intending to destroy the data after this period? 

Please find guidance here.
	


	7. Curriculum Vitae


CV OF APPLICANTS (Please duplicate this page for each applicant, including external persons and students involved.)


	NAME:
	     

	Title of Post:
	     

	Department: 
	     

	Is your post funded for the duration of this proposal?
	     

	Funding source (if not City)
	     

	Please give a summary of your training/experience that is relevant to this research project

	     



8.1 Supervisor’s statement on the student’s skills and ability to carry out the proposed research, as well as the merits of the research topic (up to 500 words)

	     



	I confirm that I have discussed the project with the student to my satisfaction.

	Supervisor’s Signature
	

	Print Name
	     


	8. Additional documents


You are expected to provide copies of relevant documents including all letters to be sent to participants and other individuals (such as GPs) and organisations involved in the research.  Please follow the guidelines and templates which can be found at http://www.city.ac.uk/research/research-and-enterprise/research-ethics 
	Document Checklist 

	Please place an ‘X’ in all appropriate spaces for all documents you are submitting

	
	Attached
	Not applicable

	Copy of study advertisement (including recruitment emails/letters)
	
	

	Participant information sheet
	
	

	Participant consent form
	
	

	Questionnaire(s)  
	
	

	Topic guide(s)
	
	

	Confirmation letter(s) from / correspondence with external organisations
	
	

	Confirmation that insurance is in place
	
	

	Product information
	
	

	GP Letter
	
	

	Data sharing agreement (with partner organisations)
	
	

	Contract with data processor (e.g. transcribing service) 
	
	

	Other (please provide details)
	
	

	
	
	


	9. Additional Information 

	     



	10. Declarations by Investigator(s)


· I certify that to the best of my knowledge the information given above, together with any accompanying information, is complete and correct.

· I have read City’s guidelines on human research ethics, and accept the responsibility for the conduct of the procedures set out in the attached application.
· I have attempted to identify all risks related to the research that may arise in conducting the project.
· I have read and will comply with City’s Data Protection and Information Security policies. 

· I understand that no research work involving human participants or data can commence until full ethical approval has been given

	Print Name
	Signature

	Principal Investigator(s)

(student and supervisor if student project)
	     
	

	Date
	     


	9. Template for Participant Information Sheet 


TEMPLATE FOR PARTICIPANT INFORMATION SHEET

The text below in italics is for guidance only and should be deleted; the text not in italics is compulsory and has to be included. 

The information sheet should be written in lay language, 12pt font in order to assist with readability and be age appropriate. If you are recruiting children you may need more than one information sheet to ensure they are appropriate for each age group. You may also need information sheets for parents/guardians. New elements in order to comply with the GDPR are highlighted in yellow.
Headed paper – clear identification of City as the responsible institution 

Title of study (exactly as on the application form)
Name of principal investigator if you are a student then your supervisor’s name must be provided too

Standard text: 
We would like to invite you to take part in a research study. Before you decide whether you would like to take part it is important that you understand why the research is being done and what it would involve for you. Please take time to read the following information carefully and discuss it with others if you wish. Ask us if there is anything that is not clear or if you would like more information.

What is the purpose of the study? 
Give details of the background and the aim of the study, as well as the duration of the study. If the study is undertaken as part of an educational programme details should be included here.

Special Category Data – Explicit Consent 

If you are collecting Special Category Data: Personal data revealing racial or ethnic origin, political opinions, religious or philosophical beliefs, trade union membership; and the processing of genetic data or biometric data for the purpose of uniquely identifying a person; data concerning health or data concerning sex life or sexual orientation, you have to obtain explicit consent from the participant for this. These data categories need to be listed here on the PIS and in the Consent Form and be explicitly consented to. 
All research participants (and those with parental responsibility) must have been informed of the purposes behind the processing of the data (in the PIS) and the participants themselves or the person with parental responsibility will have provided explicit consent to the collection of their personal and special category data. The data processing is therefore also lawful under Article 9(2)(a) of the GDPR as the provision of personal data will be completely voluntary. If you are seeking approval for opt-out consent or consent from a person aged less than 16 without parental consent, then you need to contact your Research Ethics Committee and discuss this with the Information Compliance Team at dataprotection@city.ac.uk   

Why have I been invited?

Include inclusion (and exclusion if appropriate) criteria, to let the participants know why and how they are chosen, and how many others will be involved in the study.

Do I have to take part? 

A clear statement that participation is voluntary, that participants may withdraw at any stage, or avoid answering questions which are felt to be too personal or intrusive, and an assurance that this will not affect any future treatment (where applicable) or penalized if they choose to withdraw. If students are being recruited, a statement that taking part in the research will not affect their grades should be included. 
Suggested wording to be amended as appropriate: Participation in the project is voluntary, and you can choose not to participate in part or all of the project. You can withdraw at any stage of the project without being penalised or disadvantaged in any way. 

The statement should include the following paragraph:
It is up to you to decide whether or not to take part. If you do decide to take part you will be asked to sign a consent form. If you decide to take part you are still free to withdraw at any time and without giving a reason. If appropriate, include that once the data has been anonymised/published participants will no longer be able to withdraw their data. 
What will happen if I take part? 
· How long will the participant be involved

· How long will the research study last

· How often will the participants meet the researcher/s

· How long will the meetings with the researcher/s be
· What exactly will happen – e.g. collecting personal information, questionnaires, interviews (structured/semi-structured), focus groups, tests etc.
· What is the research method used (simple, brief and lay)
· Where is the research taking place
· Include details of any data transfers overseas to and from the UK and the safeguards in place to ensure that the data is processed to the same standards as within European Economic Area (EEA) [Statutory requirement]
· If the research involves automated decision making, machine learning or profiling using the research data, you are required to tell the participants about this and include information about how decisions are made, the significance of the decisions and consequences. Research exemptions under data protection legislation will not apply if any of the automated decision making will impact individual participants. [Statutory requirement]
Expenses and Payments (if applicable, delete otherwise)
· Travel expenses

· Rewards – financial or otherwise

· Explanation of when, how (cash, voucher etc.) and why these payments are made

What do I have to do? 
Briefly and clearly explain what you will expect from your research participants

What are the possible disadvantages and risks of taking part? 
A list of all possible or reasonably foreseeable risks of harm or possible side effects to the potential participant (outlining likely incidence and severity).
What are the possible benefits of taking part?
A list of possible benefits to the participant. If there are none, this should be stated. Indirect benefits, such as potential benefits to future patients, to the wider community and/or contributing to knowledge can be included here.

What will happen when the research study stops? 
Information about what will happen to the participant’s data if the project is stopped, including information about destruction, storage and use of collected data.

Will my taking part in the study be kept confidential? 
· Who will have access to the information (before and after anonymising the data if applicable)

· Audio/video recording/photographs

· Future use of personal information [Note: consent is required for future use under data protection legislation. Provide as much detail as possible to participants at data collection and consider how consent may be revisited in future  if data plans for data reuse change and re-consent is required]
· Data archiving/sharing Provide details of data sharing agreements and contracts with third parties ie partner organisations or external transcribing services. You should also include name and email address of their Data Protection Officers if they are a joint data controller with City. [Statutory requirement]
· Any restrictions on confidentiality – e.g. reporting of violence, abuse, self-inflicted harm, harm to others, criminal activity

· A statement of where the records will be stored, length of time records retained [statutory requirement usually 10 years at City] and details of destruction.

What should I do if I want to take part? 

Provide information about how a participant can participate in the research. If separate tasks are required, please list them all.
What will happen to results of the research study?
Details of what sort of publications, including possible future publications as well as the current thesis/report, might arise from the research and whether anonymity will be maintained. If the participants will receive a copy of the publication/summary of the results, include details of what they need to do in order to receive it.

	ONLY FOR OPTOMETRY PROJECTS – the following must be inserted:
Although these procedures may give you useful information about your vision, they are not a full eye test that can be used for diagnostic purposes, and are no substitute for regular visits to your optometrist.  


What will happen if I do not want to carry on with the study? 
A clear statement that the participant is free to withdraw from the study without an explanation or penalty at any time.
Who has reviewed the study?
This study has been approved by City, University of London [insert which committee here] Research Ethics Committee

Further information and contact details
Contact details of someone who will answer any inquiries about the research (include details of supervisor/s if the researcher is a student). Only City email addresses and phone numbers should be used.

Data Protection Privacy Notice: What are my rights under the data protection legislation? 

Also include details of the legal basis of processing of personal data and sensitive personal data.  This is a statutory requirement under General Data Protection Regulation (GDPR). Please note that City will not usually rely on consent as a lawful basis for processing of personal data for research purposes, only for special category data (previously known as sensitive data) unless the research is relates to health/social care. However, you may need to seek consent for collection of personal data for ethical or professional reasons. If you have any concerns about which lawful basis to use for your research, please contact the Information Compliance Team at dataprotection@city.ac.uk
[Suggested wording] 

City, University of London is the data controller for the personal data collected for this research project. Your personal data will be processed for the purposes outlined in this notice. The legal basis for processing your personal data will be that this research is a task in the public interest, that is City, University of London considers the lawful basis for processing personal data to fall under Article 6(1)(e) of GDPR (public task) as the processing of research participant data is necessary for learning and teaching purposes and all research with human participants by staff and students has to be scrutinised and approved by one of City’s Research Ethics Committees.  
If you are collecting special category data

Further, City considers the processing of special category personal data will fall under Article 9(2)(g) of the GDPR as the processing of special category data has to be for the public interest in order to receive research ethics approval and occurs on the basis of law that is, inter alia, proportionate to the aim pursued and protects the rights of data subjects.
The rights you have under the data protection legislation are listed below, but not all of the rights will be apply to the personal data collected in each research project. 

· right to be informed 

· right of access 

· right to rectification 

· right to erasure

· right to restrict processing

· right to object to data processing

· right to data portability

· right to object 

· rights in relation to automated decision making and profiling 

For more information, please visit www.city.ac.uk/about/city-information/legal
What if I have concerns about how my personal data will be used after I have participated in the research? 

In the first instance you should raise any concerns with the research team, but if you are dissatisfied with the response, you may contact the Information Compliance Team at dataprotection@city.ac.uk  or phone 0207 040 4000, who will liaise with City’s Data Protection Officer Dr William Jordan to answer your query. 

If you are dissatisfied with City’s response you may also complain to the Information Commissioner’s Office at www.ico.org.uk
What if there is a problem?
Projects taking place in countries where it is possible that the participants will not be able to go through the standard complaints procedure (e.g. if participants may feel inhibited or unable to complain to City, University of London, for reasons of cost, language, literacy and culture) a local contact needs to be identified. This should be someone who is not directly involved in the research. The name of this person should be provided to the research ethics committee approving the application. The local contact needs to be made aware that they have to pass all written and verbal complaints/issues on to the Secretary to Senate Research Ethics Committee soon as possible.

If the research is undertaken in the UK if you have any problems, concerns or questions about this study, you should ask to speak to a member of the research team. If you remain unhappy and wish to complain formally, you can do this through City’s complaints procedure. To complain about the study, you need to phone 020 7040 3040. You can then ask to speak to the Secretary to Senate Research Ethics Committee and inform them that the name of the project is: ................................................ …………………………………………………………………………………………………

You could also write to the Secretary at: 

Anna Ramberg
Research Integrity Manager 

Research & Enterprise 
City, University of London
Northampton Square
London
EC1V 0HB                                     

Email: Anna.Ramberg.1@city.ac.uk
City holds insurance policies which apply to this study. If you feel you have been harmed or injured by taking part in this study you may be eligible to claim compensation. This does not affect your legal rights to seek compensation. If you are harmed due to someone’s negligence, then you may have grounds for legal action. 
Thank you for taking the time to read this information sheet. 
You must add a date and the version 

	10. Template for Consent Form


TEMPLATE FOR CONSENT FORM
This is a template for informed consent form and should be adapted to suit your particular project. Further guidance can be found here [link to writing a consent form]. 

Headed paper – clear identification of City as the responsible institution 
Title of Study: (exactly as on the application form)
Please initial box

	1
	I confirm that I have had the project explained to me, and I have read the participant information sheet, which I may keep for my records. 


	

	
	I understand this will involve [researcher to add/delete as appropriate prior to use]:


	

	· 
	· be interviewed by the researcher


	

	· 
	· allow the interview to be videotaped/audiotaped


	

	· 
	· provide samples of blood/urine/muscle tissue/saliva/faeces __ times at __ hour/day/week intervals


	

	· 
	· complete questionnaires asking me about …..


	

	· 
	· make myself available for a further interview should that be required


	

	· 
	· take a trial medication __ times a day for __ weeks


	

	· 
	· use a computer to ….


	

	· 
	· allow the researchers to have access to my medical/academic records


	

	2
	This information will be held by City as data controller and processed for the following purpose(s): [list purposes and lawful basis for processing under General Data Protection Regulation (GDPR)  for personal data and special category data (sensitive personal data-if applicable)– researcher to add/delete as appropriate prior to use]
Public Task: The legal basis for processing your personal data will be that this research is a task in the public interest, that is City, University of London considers the lawful basis for processing personal data to fall under Article 6(1)(e) of GDPR (public task) as the processing of research participant data is necessary for learning and teaching purposes and all research with human participants by staff and students has to be scrutinised and approved by one of City’s Research Ethics Committees.  

[And If you are collecting special category data]
I understand that the he following special category data will be collected and retained as part of this research study: [specify- racial or ethnic origin, political opinions, religious or philosophical beliefs, trade union membership; and the processing of genetic data or biometric data for the purpose of uniquely identifying a person; data concerning health or data concerning sex life or sexual orientation]
City considers the processing of special category personal data will fall under: Article 9(2)(g) of the GDPR as the processing of special category data has to be for the public interest in order to receive research ethics approval and occurs on the basis of law that is, inter alia, proportionate to the aim pursued and protects the rights of data subjects and also under Article 9(2)(a) of the GDPR as the provision of these personal data is completely voluntary.
	

	3
	I understand that any information I provide is confidential, and that no information that could lead to the identification of any individual will be disclosed in any reports on the project, or to any other party. No identifiable personal data will be published. The identifiable data will not be shared with any other organisation. 

[Please delete as appropriate]
	

	
	OR

The identifiable data will be shared with list organisations. This organisation has made a written data sharing agreement / or contract with City to abide by the General Data Protection Regulation (GDPR).

	

	
	OR

I understand that …………………………… outline steps to be taken will be done to protect my identity from being made public. 


	

	
	AND/OR

I understand that I will be given a transcript of data concerning me for my approval before it is included in the write-up of the research.


	

	
	OR

I understand that I have given approval for my name and/or the name of my village/community, and/or the name of my workplace to be used in the final report of the project, and future publications.


	

	
	OR

I understand that confidentiality cannot be guaranteed for information which I may disclose in the focus group(s)/group interviews(s).


	

	
	OR

I consent to the videotapes being shown to other researchers and interested professionals.


	

	
	OR

I consent to the use of sections of the videotapes in publications.
	

	4
	I understand that my participation is voluntary, that I can choose not to participate in part or all of the project, and that I can withdraw at any stage of the project without being penalised or disadvantaged in any way.
	

	5
	I agree to City recording and processing this information about me. I understand that this information will be used only for the purpose(s) set out in this statement and my consent is conditional on City complying with its duties and obligations under the General Data Protection Regulation (GDPR).
	

	6.
	I agree to the arrangements for data storage, archiving, sharing. 


	

	7
	I agree to the use of anonymised quotes in publication.


	

	8
	I agree to take part in the above study.
	


____________________
____________________________
_____________
Name of Participant

Signature



Date

____________________
____________________________
_____________

Name of Researcher

Signature



Date

When completed, 1 copy for participant; 1 copy for researcher file.
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