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UNIVERSITY OF MANCHESTER
COMMITTEE ON THE ETHICS OF RESEARCH
ON HUMAN BEINGS
Application form for approval of a research project
This form should be completed by the Chief Investigator(s), after reading the guidance notes. 
1. Title of the research 
Full title: 
2. Chief Investigator 
Title:
Forename/Initials: 
Surname:
Post:
Qualifications:
School/Unit:


E−mail:
Telephone:


3. Details of Project
3.1 Proposed study dates and duration

Start date: 

End date: 

3.2 Is this a student project?

       Yes/No 


       If so, what degree is it for?

……………………………………………………………………………………………………………………………………………………………………………………………………………………………………………………
  3.3. What is the principal research question/objective? (Must be in language comprehensible to a lay
person.) 

3.4. What is the scientific justification for the research? What is the background? Why is this an 
area of importance / has any similar research been done? (Must be in language comprehensible to a lay person.) 
3.5. How has the scientific quality of the research been assessed?(Tick as appropriate) 
(
Independent external review
(
Review within a company
(
Review within a multi−centre research group
(
Internal review (e.g. involving colleagues, academic supervisor)
(
None external to the investigator
(
Other, e.g. methodological guidelines (give details below)

If relevant, describe the review process and outcome. If the review has been undertaken but not seen 
by the researcher, give details of the body which has undertaken the review: 
3.6. Give a full summary of the purpose, design and methodology of the planned research, including a brief explanation of the theoretical framework that informs it. It should be clear exactly what will happen to the research participant, how many times and in what order. Describe any involvement of research participants, patient groups or communities in the design of the research. (This section must be completed in language comprehensible to the lay person.)
3.6.1. Has the protocol submitted with this application been the subject of review by a 

statistician independent of the research team?(Select one of the following)
( Yes – copy of review enclosed
( Yes details of review available from the following individual or organisation 
(give contact details below)
( No – justify below
3.6.2. If relevant, specify the specific statistical experimental design, and why it was chosen?

3.6.3. How many participants will be recruited? 
If there is more than one group, state how many participants will be recruited in each group. For international studies, say how many participants will be recruited in the UK and in total. 
3.6.4. How was the number of participants decided upon? 
If a formal sample size calculation was used, indicate how this was done, giving sufficient information to justify and reproduce the calculation. 
3.6.5. Describe the methods of analysis (statistical or other appropriate methods, e.g. for 
qualitative research) by which the data will be evaluated to meet the study objectives. 
3.7. Where will the research take place?
3.8. Names of other staff involved.
3.9. What do you consider to be the main ethical issues which may arise with the proposed study and what steps will be taken to address these?

3.9.1. Will any intervention or procedure, which would normally be considered a part of routine care, be withheld from the research participants?

( Yes  ( No

If yes, give details and justification

4. Details of Subjects.

4.1. Total Number

4.2 Sex and Age Range

4.3 Type

4.4. What are the principal inclusion criteria? (Please justify)

4.5. What are the principal exclusion criteria? (Please justify)

4.6. Will the participants be from any of the following groups? (Tick as appropriate)

· Children under 16

· Adults with learning difficulties

· Adults who are unconscious or very severely ill

· Adults who have a terminal illness

· Adults in emergency situations

· Adults with mental illness (particularly if detained under mental health legislation)

· Adults with dementia

· Prisoners

· Young offenders

· Adults in Scotland who are unable to consent for themselves

· Healthy volunteers

· Those who could be considered to have a particularly dependent relationship with the investigator,            e.g. those in care homes, medical students.

· Other vulnerable groups

Justify their inclusion

4.7. Will any research participants be recruited who are involved in existing research or have recently been involved in any research prior to recruitment?

( Yes  ( No  ( Not known  

If Yes, give details and justify their inclusion. If Not Known, what steps will you take to find out?

4.8 How will potential participants in the study be (i) identified, (ii) approached and (iii) recruited?
Where research participants will be recruited via advertisement, please append a copy to this application
4.9 Will individual research participants receive reimbursement of expenses or any other incentives or benefits for taking part in this research?

( Yes  ( No

If yes, indicate how much and on what basis this has been decided
5
Details of risks
5.1
Drugs and other substances to be administered

Indicate status, eg full product licence, CTC, CTX. Attach: evidence of status of any unlicensed product; and Martindales Phamacopoeia details for licensed products
DRUG                         STATUS           DOSAGE/FREQUENCY/ROUTE

5.2
Procedures to be undertaken

Details of any invasive procedures, and any samples or measurements to be taken. Include any questionnaires, psychological tests etc. What is the experience of those administering the procedures?
5.3
Or Activities to be undertaken

Please list the activities to be undertaken by participants and the likely duration of each
5.4 
What are the potential adverse effects, risks or hazards for research participants, including potential for pain, discomfort, distress, inconvenience or changes to lifestyle for research participants?

5.5
Will individual or group interviews/questionnaires discuss any topics or issues that might be sensitive, embarrassing or upsetting, or is it possible that criminal or other disclosures requiring action could take place during the study (e.g. during interviews/group discussions, or use of screening tests for drugs)?

( Yes  ( No
If yes, give details of procedures in place to deal with these issues:

5.6
What is the expected total duration of participation in the study for each participant?
5.7
 What is the potential benefit to research participants?

5.8
What is the potential for adverse effects, risks or hazards, pain, discomfort, distress, or inconvenience to the researchers themselves? (If any)

6. Safeguards
6.1
What precautions have been taken to minimise or mitigate the risks identified above?
6.2 
Will informed consent be obtained from the research participants?

( Yes  ( No

If Yes, give details of who will take consent and how it will be done. Give details of the experience in taking consent and of any particular steps to provide information (in addition to a written information sheet) e.g. videos, interactive material.

If participants are to be recruited from any of the potentially vulnerable groups listed in Question 4.6, give details of extra steps taken to assure their protection. Describe any arrangements to be made for obtaining consent from a legal representative.

If consent is not to be obtained, please explain why not.

Where relevant the committee must have a copy of the information sheet and consent form.

6.3 
Will a signed record of consent be obtained?

( Yes  ( No

If not, please explain why not.
6.4 
How long will the participant have to decide whether to take part in the research?

6.5
What arrangements have been made for participants who might not adequately understand verbal explanations or written information given in English, or who have special communication needs? (e.g. translation, use of interpreters etc.)
6.6 
What arrangements are in place to ensure participants receive any information that becomes available during the course of the research that may be relevant to their continued participation?
6.7
Will the research participants’ General Practitioner be informed that they are taking part in the study?

( Yes  ( No

If No, explain why not
6.8
Will permission be sought from the research participants to inform their GP before this is done?

( Yes  ( No

If No, explain why not

6.9
What arrangements have been made to provide indemnity and/or compensation in the event of a claim by, or on behalf of, participants for (a) negligent harm and (b) non-negligent harm?

7. Data Protection and Confidentiality 
7.1
Will the research involve any of the following activities at any stage (including identification of potential research participants)? (Tick as appropriate)

· Examination of medical records by those outside the NHS, or within the NHS by those who would not normally have access

· Electronic transfer by magnetic or optical media, e-mail or computer networks
· Sharing of data with other organisations
· Export of data outside the European Union
· Use of personal addresses, postcodes, faxes, e-mails or telephone numbers
· Publication of direct quotations from respondents
· Publication of data that might allow identification of individuals
· Use of audio/visual recording devices
· Storage of personal data on any of the following:
(
Manual files including X-rays

· NHS computers

· Home or other personal computers

· University computers

· Private company computers

· Laptop computers

Further details:

7.2
What measures have been put in place to ensure confidentiality of personal data? Give details of whether any encryption or other anonymisation procedures have been used and at what stage?
7.3
Where will the analysis of the data from the study take place and by whom will it be 

undertaken? 
7.4 
Who will have control of and act as the custodian for the data generated by the study? 
7.5

Who will have access to the data generated by the study? 
7.6
For how long will data from the study be stored?
 
Years    Months 

Give details of where they will be stored, who will have access and the custodial arrangements for the 
data: 
8. Reporting Arrangements

8.1
Please confirm that any adverse event will be reported to the Committee
8.2. 
How is it intended the results of the study will be reported and disseminated?
(Tick as appropriate) 
· Peer reviewed scientific journals 
· Internal report 
· Conference presentation 
· Thesis/dissertation

· Written feedback to research participants

· Presentation to participants or relevant community groups

· Other/none e.g. Cochrane Review, University Library

8.3
How will the results of research be made available to research participants and communities from which they are drawn?

8.4
Has this or a similar application been previously considered by a Research Ethics Committee in the UK, the European Union or the European Economic Area?
( Yes
( No 
If Yes give details of each application considered, including: 
Name of Research Ethics Committee or regulatory authority:
Decision and date taken:
Research ethics committee reference number:


8.5
What arrangements are in place for monitoring and auditing the conduct of the research? 
Will a data monitoring committee be convened?
( Yes
( No

What are the criteria for electively stopping the trial or other research prematurely? 
9. Funding and Sponsorship

9.1
Has external funding for the research been secured?
( Yes  ( No 
If Yes, give details of funding organisation(s) and amount secured and duration: 
Organisation: 
UK contact:

Amount (£):

Duration:      Months
9.2
Has the external funder of the research agreed to act as sponsor as set out in the Research Governance Framework?
( Yes  ( No ( Not Applicable
9.3
Has the employer of the Chief Investigator agreed to act as sponsor of the research?

( Yes  ( No

9.4 
Sponsor (must be completed in all cases where the sponsor is not the University)
Name of organisation which will act as sponsor for the research:

10. Conflict of interest

10.1
Will individual researchers receive any personal payment over and above normal salary and reimbursement of expenses for undertaking this research?

( Yes  ( No

If Yes, indicate how much and on what basis this has been decided:

10.2 Will the host organisation or the researcher’s department(s) or institution(s) receive any payment of benefits in excess of the costs of undertaking the research?

( Yes  ( No

If Yes, give details:

10.3 Does the Chief Investigator or any other investigator/collaborator have any direct personal involvement (e.g. financial, share-holding, personal relationship etc.) in the organisation sponsoring or funding the research that may give rise to a possible conflict of interest?

( Yes  ( No

If Yes, give details:

11.
Signatures of applicant(s)
..............................................……………… 
..................

Signed                                      
Date

....................................................................       
...................

Signed                                     
 Date

12
Signature by or on behalf of the Head of School

The Committee expects each School to have a pre-screening process for all applications for an ethical opinion on research projects. The purpose of this pre-screening is to ensure that projects are scientifically sound, have been assessed to see if they need ethics approval and, if so, go to the relevant ethics committee. It is not to undertake ethical review itself, which must be undertaken by a formal research ethics committee.
The form must therefore be counter-signed by or on behalf of the Head of School to signify that this pre-screening process has been undertaken

I approve the submission of this application

……………………………………………………
…………..

Signed by or on behalf of the Head of School
Date

