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Faculty of Health and Medicine Research Ethics Committee (FHMREC)
Lancaster University
Application for Ethical Approval for Research involving 
direct contact with human participants
Instructions
  [for additional advice on completing this form, hover PC mouse over ‘guidance’]
1. Apply to the committee by submitting:
a. The University’s Stage 1 Self Assessment (part A only) and the Project Questionnaire.  These are available on the Research Support Office website: LU Ethics

b. The completed application FHMREC
 form
c. Your full research proposal (background, literature review, methodology/methods, ethical considerations)
d. All accompanying research materials such as, but not limited to, 

1) Advertising materials (posters, e-mails)
2) Letters/emails of invitation to participate

3) Participant information sheets
 
4) Consent forms
 
5) Questionnaires, surveys, demographic sheets
6) Interview schedules, interview question guides, focus group scripts
7) Debriefing sheets, resource lists

Please note that you DO NOT need to submit pre-existing handbooks or measures, which support your work, but which cannot be amended following ethical review.  These should simply be referred to in your application form.
2. Submit all the materials electronically as a SINGLE
 email attachment in PDF format by the deadline date.  Before converting to PDF ensure all comments are hidden by going into ‘Review’ in the menu above then choosing show markup>balloons>show all revisions in line.
3. Submit one collated and signed paper copy of the full application materials in time for the FHMREC meeting. If the applicant is a student, the paper copy of the application form must be signed by the Academic Supervisor.  
4. Committee meeting dates and application submission dates are listed on the FHMREC website.   Applications must be submitted by the deadline date, to: 
Dr Diane Hopkins

B14, Furness College

Lancaster University,

LA1 4YG 

d.hopkins@lancaster.ac.uk
5. Prior to the FHMREC meeting you may be contacted by the lead reviewer for further clarification of your application. 

6. Attend the committee meeting on the day that the application is considered, if required to do so.
1. Title of Project
:       
2. Name of applicant/researcher:       
3.  Type of study
 Includes direct involvement by human subjects.  

LU Ethics Involves existing documents/data only, or the evaluation of an existing project with no direct contact with human participants.  Please complete the University Stage 1 Self Assessment part B.  This is available on the Research Support Office website:  .  Submit this, along with all project documentation, to Diane Hopkins.
4.  If this is a student project, please indicate what type of project by marking the relevant box: (please note that UG and taught PG projects should complete FHMREC form UG-tPG, following the procedures set out on the FHMREC website

PG Diploma  
       MD         PhD Mental Health        PhD Org. Health & Well Being    

PhD Pub. Health        PhD Pall. Care         PhD Thesis         DClinPsy SRP  
       Masters dissertation  
DClinPsy Thesis  
Applicant Information
5. Appointment/position held by applicant and Division within FHM         
6. Contact information for applicant:

E-mail:        

Telephone:         (please give a number on which you can be contacted at short notice)
Address:         
7. Project supervisor(s), if different from applicant:    

8. Appointment held by supervisor(s) and institution(s) where based (if applicable):       
9. Names and appointments of all members of the research team (including degree where applicable)
     
The Project

NOTE: In addition to completing this form you must submit a detailed research protocol and all supporting materials.
10. Summary of research protocol in lay terms (indicative maximum length 150 words
):  
     
11. Anticipated project dates (month and year only
)  
Start date:       

End date     
12. Please describe the sample of participants to be studied (including maximum & minimum number, age, gender
):  
     
13. How will participants be recruited and from where?  Be as specific as possible
.  
     
14. What procedure is proposed for obtaining consent
?  
     
15. What discomfort (including psychological eg distressing or sensitive topics), inconvenience or danger could be caused by participation in the project?  Please indicate plans to address these potential risks
.  
     
16.  What potential risks may exist for the researcher(s)?  Please indicate plans to address such risks (for example, noting the support available to you; counselling considerations arising from the sensitive or distressing nature of the research/topic; details of the lone worker plan you will follow, and the steps you will take
).  
     
17.  Whilst we do not generally expect direct benefits to participants as a result of this research, please state here any that result from completion of the study
.  
     
18. Details of any incentives/payments (including out-of-pocket expenses) made to participants
:  
     
19. Briefly describe your data collection and analysis methods, and the rationale for their use.  Please include details of how the confidentiality and anonymity of participants will be ensured, and the limits to confidentiality
. 
     
20.  If relevant, describe the involvement of your target participant group in the design and conduct of your research
. 
     
21. What plan is in place for the storage of data (electronic, digital, paper, etc.)?  Please ensure that your plans comply with the Data Protection Act 1998
. 
     
22. Will audio or video recording take place?        FORMCHECKBOX 
  no                FORMCHECKBOX 
  audio             FORMCHECKBOX 
  video
If yes, what arrangements have been made for audio/video data storage? At what point in the research will tapes/digital recordings/files be destroyed
?  
     
23.  What are the plans for dissemination of findings from the research?  If you are a student, include here your thesis
. 
     
24. What particular ethical considerations, not previously noted on this application, do you think there are in the proposed study
?  Are there any matters about which you wish to seek guidance from the FHMREC?
     
Signatures:

Applicant
: ………………………..……………………........................................




Date: …………………………………………………............................................

*Project Supervisor (if applicable): ……………………………………...................




Date: …………………………………………………............................................

*I have reviewed this application, and discussed it with the applicant.  I confirm that the project methodology is appropriate.  I am happy for this application to proceed to ethical review.  
�For information: A lead reviewer is appointed from the FHMREC who will take the lead on reviewing your application.  The lead reviewer may contact you prior to the meeting if any clarification of your application is needed. 





In completing your application:





Be specific and thorough in the information you provide in the application form.  You may use short sections from your research protocol, cutting and pasting as relevant. 


Make sure that the application form includes all the important points of information about the study so that committee members can evaluate your submission thoroughly from the application form itself.  This may mean repeating (or cutting and pasting) elements of your protocol.


Be sure that information provided is consistent between your application, research protocol, and supporting materials.  Repeating information is likely to be necessary.


Organise the information clearly.


If you have different phases or components to your research, clearly present and address issues for each component (using headings, etc.) so that it is easy to understand what you plan to do. 





�This must be signed by you, the Head of Division (or delegate) and, if you are a student, by your academic supervisor.  �Please ensure that you use the most recent version of the form, downloading it from the FHMREC website, rather than using one saved previously. 


�FHMREC form should be used for projects which involve direct contact with human participants, and which have not been reviewed by an external REC (NHS.  If your project is receiving ethical review from a REC other than NHS, please contact the RSO for advice: � HYPERLINK "mailto:d.hopkins@lancaster.ac.uk" �ethics@lancaster.ac.uk� )


Please ensure that you download the latest version of the application form from the FHMREC website. 


�We recommend that you use the sample information sheet on the FHM Research Ethics Committee website as the basis of your information sheet.  Ensure that you use the most recent relevant logo on your participant materials.





If your participants include people with a learning disability, your information sheet and consent form should include pictorial representations of the information you are trying to communicate (Makaton).  For more information go to �HYPERLINK "http://www.makaton.org/"�http://www.makaton.org/�


�We recommend that you use the sample consent form on the FHM Research Ethics Committee website) as the basis of your consent form.





Consider any special requirements that your intended research participants may have, and endeavour to accommodate these.  For example if your participants include people with a learning disability, your information sheet and consent form should include pictorial representations of the information you are trying to communicate (Makaton).  For more information go to �HYPERLINK "http://www.makaton.org/"�http://www.makaton.org/�


�Ensure that: 


the FHMREC application form is the first document in the PDF, since this is the first point of review.


You have saved the document with the guidance comments hidden (that is, go to 'review' the 'balloons' in Word, and choose 'show all revisions in line'.)


�


Make your title short and descriptive so that people can easily identify the main topic of the research; you do not need extensive detail.  The title of your project does not need to be the same as the title you propose to use for your publication (e.g. your thesis).


�  


The summary of the protocol should concisely but clearly tell the reader (in simple terms and in a way which would be understandable to a general audience) what you are broadly planning to do in your study.  A helpful format may include a sentence or two about the background/ “problem” the research is addressing, why it is important, followed by a description of the basic design and target population.  Think of it as a snapshot of your study.  Again, it is fine to cut and paste relevant information from your research protocol.





�


These dates should indicate when recruitment will begin, (taking into account the timescale of the ethical approval process) and when funding ends or your thesis will be submitted.





�


Indicate any inclusion/exclusion criteria.


Indicate if there will be specific language restrictions, and if so, why.  For example, it is common, especially for students, that studies are restricted to English speaking participants due to limited funding for research conduct (and thus translation/interpretation), limited time for collecting or analysing data in other languages, or lack of applicability of language diversity due to the specific population being targeted.  These are just examples but demonstrate that lack of group inclusion needs to be thoughtfully explained. 


Where particular groupings are being used, give details of how you will determine that a participant belongs to this group.  For example if you intend to include participants from ethnic minority backgrounds in your study, you will need to explain how the ethnicity of potential participants will be identified.





�


Exactly what steps will you take to recruit participants? 


How will they find out about the study? 


How will they indicate that they want to participate? 


Will all volunteering participants be included or do you need to take into consideration turning some away? 


If you plan to use different recruitment procedures for different participant groups, clearly indicate this and outline each set of procedures under a subheading so that it is easy to see which procedures apply to which group.


If you will be using a test to determine participants’ eligibility, please indicate how you will apply the test and how you will handle communicating with people who do not meet the eligibility criteria. 





�


Be specific: 


When in the research process will consent be taken? 


By whom? Where? How? 


Will there be non-handwritten forms of consent being used in the research, and if so, what will they be and why will they be used? 


For those using anonymous surveys for data collection, no consent form will be used because that would compromise anonymity. However, a cover sheet or some type of introduction should clearly inform participants that by completing the survey they are providing consent for the use of the data for research. The cover sheet or introduction may also remind participants of other aspects of what they are agreeing to (but without requiring them to sign or type identifying information such as a name at the end of the information). 


If you are using computer-based forms of data collection, describe carefully how consent processes will be addressed. 


If you need to assess capacity as part of your consent process, please be specific in how this will be handled. [for example with reference to the British Sociological Association and/or British Psychology Society guidelines relating to this issue, and the Mental Capacity Act 2005].  


Please incorporate a suitable assessment process into your protocol.


Give details of what happens for participants who lose capacity to consent during the time of the project, and how this will be kept under review.





�


Be as thorough as possible in anticipating potential sources of discomfort:


Provide a plan for addressing the discomfort that may arise during the conduct of the research and discomfort that may develop following the conduct of the research, potentially as a consequence of participation in the research.  We suggest you include possible sources of support in the Participant Information Sheet.  You may also consider providing a debriefing sheet.


Time limits for withdrawing from the study: when writing about how you might address risk, please avoid the phrase “participants may withdraw at any time” because withdrawal for most studies is time limited.  For example, once you have published your data, withdrawal is clearly not possible in the true sense.  You may want to consider a reasonable time period for withdrawal following data collection, depending on the type of study you are doing, for example:


if you are collecting interview data and will be conducting simultaneous data collection and analysis, it may be reasonable to give participants a 2 week period following the interview to withdraw their data. [For other studies, longer periods of time may be appropriate.] An example of wording that may be used is “Participants are welcome to withdraw from the study at any time before or during the interview and up to 2 weeks following their interview (or survey completion).”  


if you are collecting your data via focus groups or group interviews, it is impractical to allow participants to withdraw their contribution once the group has started and recording begun.  An example of wording that may be used is “Participants are welcome to withdraw from the study at any time before the focus group begins, but will not be able to withdraw their contribution to the discussion once recording has started.”  You should be explicit in this section about your intention to brief participants about this at the start of the focus group (for example during the setting of ground rules).  


You should be aware that where your project involves gaining approval from an NHS trust R&D, they may require you to allow participants to withdraw their data up to the point of publication.  An example of wording which may be used is “participants may withdraw their participation, or their data, at any time without giving any reason. If the request to withdraw comes after data have been anonymised and incorporated into themes, it might not be possible for it to be withdrawn, though every attempt will be made to extract the data, up to the point of publication.”


For people collecting data anonymously, you need to clearly indicate to participants that they will NOT be able to withdraw their data/contribution once they have submitted it because it will not be possible to identify it as theirs (for example, on an anonymous survey). 





�


Clearly indicate potential risks and plans for reducing/addressing them:


If referring to a Lone Worker Policy, please indicate which policy you are following (from which agency or source).  However, you should not simply state that you will be following a given policy: you also need to outline the main elements of it that apply to you.  You may wish to use the University’s Lone Worker Guidance (field work) as the basis of this section): � HYPERLINK "http://www.lancs.ac.uk/depts/safety/files/fieldguidance.pdf" �http://www.lancs.ac.uk/depts/safety/files/fieldguidance.pdf�


If providing email addresses and mobile phones to potential study participants (such as for recruitment purposes), please be sure you use your university email address and indicate in your application that you are using a non-personal (research project) mobile phone number. 





�


In most situations, it is important to acknowledge that there may not be (or will not be) direct benefit to participants. Potential phrasing is “There may be no direct benefit to participation in this study.” However, it may be appropriate to add that people may find it a positive experience to participate in the research because of ..... (specify reasons that are relevant for your research). You may also include benefits to society. This will vary from project to project. 





� 


If you are intending to use incentives/payments, keep in mind that they should be modest so as not to suggest coercion of the participants. If you are reimbursing for travel, please indicate the financial limit of the reimbursement.





� 


Be specific, and address the requested information completely:


Be sure to address the rationale for both data collection and the process of analysis. 


Limits of Confidentiality: You should include information about the situations in which you would need to break confidentiality (harm to self or others) and what you will do should you need to break confidentiality.


Ensure that you differentiate bewteen anonymity and confidentiality.  EG where you use direct quotes from participants in publications you cannot be said to have maintained confidentiality, though it is possible to assure anonymity.


Confidentiality of participation: where you are carrying out interviews on work premises, perhaps with the agreement of a participant's line manager, clarify here how you will ensure confidentiality of participants; or note that you will make it clear that confidentiality cannot be fully ensured in these circumstances.  You should also consider and address confidentiality for participants who are from a small community, and whose comments may be easily attributed.


State your intention to anonymise the project participants, and how this will be done.


If you are having your data transcribed, please note clearly who will be doing this.  If the transcriber will be external to LU research team, please ensure participants are informed, and that a confidentiality agreement has been signed by the transcriber.  This agreement should be submitted with your application.


If you intend to interview participants at a distance using video-conferencing it is recommended that you use the University’s WebEx system, as this is the most secure.  If this is not possible, and you need to use Skype you should:


State that you will set up a professional Skype account for your own use; this account should not be used for any other purpose;


Indicate that, at the start of the Skype interview, participants will be alerted to the fact that the internet is not secure and will be offered the option of withdrawing from the research.  This information should also be included in the Participant Information Sheet, for example stated as: “Participants using Skype should be aware that the internet cannot be guaranteed to be a completely secure means of communication”.


�


This section relates to how you have included your target participation group in the design and conduct of your research.  We encourage you to include user involvement in your research whenever possible.  For example, if your target participant group have provided consultation on recruitment procedures or have provided feedback on drafts of surveys that will be used in the study, this should be described in this section.





�


Data storage: non-audio and non-video data.  State clearly where and what format your data will be stored.


Timescales: The standard guidance we provide to people about length of time for retaining data is 10 years.  This is not a requirement but a general recommendation.  Your study may have a rationale for retaining data longer and for various intended purposes, but if so, please explain.  For example, some data may be specifically collected with intent to be added to a formal databank (quantitative or qualitative), or there may be plans for secondary data analysis that is anticipated from early in the design of the project.  Where electronic data is to be stored for longer than the recommended period, it should only be kept on Lancaster University servers, and not on portable or home devices.  


Data Stewardship: Please state who will have guardianship of the stored data (and if you are a student, who will be responsible for storing/deleting your data once you have completed your course).


Location: If your data is stored centrally or will be accessible to others, you should note in your application who will have access to the data.


Data security: Data stored on all portable devices (eg laptops) should be encrypted as well as pass word protected; data stored on the University server does not, however, need to be encrypted.  


If you are based and work predominantly away from the University, give consideration to how you will store the data securely as you undertake your research, and how it will be securely transferred to the LU campus for long term storage.





�


Storage.  Audio and video data is considered more sensitive than most written data because of its capacity to threaten confidentiality more directly.  There are, however, no fixed deadlines, and recordings such as oral histories may be kept in perpetuity.  With audio data that does not need to be kept for the long term, it is common to erase/destroy the recording once it has been transcribed and checked.  However, we suggest that you retain the recordings until your work has been examined and/or published, in case you need to check the original recordings for any reason.  For video, it may depend on the types of analyses proposed for the study.  There may be good reason to keep the data longer, but the key in completing this section of the application form is to be explicit about timescales for storage, and the reasons for your timescale should be clearly indicated and explained. 


Transporting audio/video data:  you should state that if you store any identifiable data (audio recordings, participant contact details etc) on portable devices such as a memory stick or laptop you will use encryption.  Password protection alone is not sufficient for identifiable data.  Information on encryption is available from ISS �HYPERLINK "http://www.lancs.ac.uk/iss/security/encryptionoptions/"�http://www.lancs.ac.uk/iss/security/encryptionoptions/� and their service desk is also able to assist. 	If your portable device cannot be encrypted, you must confirm that any identifiable data (including recordings of participants’ voices) will be deleted from the recorder as quickly as possible (eg when they have been transferred to a secure medium, such as a password protected & encrypted PC) and state that the device will be stored securely in the meantime.


� 


Dissemination covers a wide range of activities including (but not limited to) reports, academic submissions (such as theses and dissertations), study summaries, and publications:


Please state who will see the data - ie research team members.  If your data collection methods mean that others will be present (eg interpreters), please note what additional requirements have been considered in terms of consent.


If you are a student, be sure to include your academic paper (such as dissertation or thesis) as a form of dissemination. 


Phrasing regarding publication should reflect that you may pursue submission for publication, but you cannot guarantee that the dissemination will include publication.  For example, you may write “Results of the research may be submitted for publication in an academic/professional journal.” 





�


It is rare that studies have no ethical considerations at all.  Try to be thorough and thoughtful when considering this question.  You should not try to invent issues, and at the same time, do not assume that by noting a problem you are hurting your application.  This section provides an opportunity for you to demonstrate to the committee that you have a substantial and clear understanding of the potential ethical issues, and that you have given thought to how to address them (even if they may not be able to be addressed perfectly).





�


If you are a student, make sure that you have discussed the project and the application with your supervisor. Build in enough time in your preparation schedule for your supervisor to properly review your application and give you comments before you give it to him/her for signing. 
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