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the institute
of optometry
56-62 Newington Causeway

London SE1 6DS

020 7407 4183

Fax 020 7403 8007

Website: www.ioo.org.uk
Application for approval of research studies

 (the Institute does not have facilities for research involving animal subjects)

This form is to be used for research at the Institute of Optometry (IoO) and the IoO Research Handbook should be read before the form is completed. Please submit a signed electronic copy of this form to Prof Bruce Evans bjwe@bruce-evans.co.uk
Is the project part of a degree?  
Yes / No

If yes, please state what type of degree:
A.
Brief details of project
1.
Title of project:

2.
Principal investigator:

3.
Other investigators involved:

4.
Source of financial support (if any):

5.
Likely duration of project and where it will be carried out (if not all at IoO):

6.
Abstract outlining proposed research (not more than 200 words - include the aim of the project and the principal methods to be used).

B.
Other institutions
6.
Is any other institution (e.g. University, hospital etc.) involved in this work?


(if no proceed to section C.)

7.
Institution(s) involved:

8.
Contact at institution(s):

9.
Role of institution:

10.
Has ethical approval been sought at other institution and, if so, what was the outcome?

C.
Commercial sponsorship
11.
Is this study being performed with commercial sponsorship?

12.
If this project involves participation or sponsorship by the manufacturer or distributor, confirm that indemnification or no fault liability has been obtained:
NOTE:
Where product trials are undertaken at the Institute of Optometry, this fact must not be used in any form of advertising, sales promotion or publicity without the express permission of the Research Ethics Committee. It shall be explicitly stated in the agreement with the funding body whether the study will be published in the public domain, and this decision shall be followed regardless of the outcome. It is recommended that the person(s) responsible for writing the paper(s) is/are also specified in the agreement.

D.
Research governance
13.
If the research is a clinical trial, it shall be registered (see www.alltrials.net) before participant enrolment (e.g., www.researchregistry.com). Please state where the trial will be registered.
14. 
It is expected that anonymised data from your research will be placed in a public data repository (e.g., http://datadryad.org/, www.researchregistry.com)?  Please state which repository will be used.
15.
Please state the provider of Professional Indemnity Insurance that will cover this research.

D.
Outline of project
(use additional pages inserted into this form if necessary - not more than 3)

16.
On an additional page, using separate headings, give:


a. a background to the project that highlights why it is being performed.


b. a detailed description of the experimental protocol describing the methods to be used and outlining why specific methods were chosen.


c. if any of the clinical methods might be regarded as ‘non-standard’, please list these clearly and state why they are necessary.


d. attach any letters, questionnaires etc. that will be sent to participants and other people involved in the project.


e. if you have already submitted your research to an NHS IRAS committee and received approval, then you as your outline of the project, reproduce here four sections of the IRAS submission: sections A6.1 and A6.2 (headings below) and copies of the Participant Information Sheet & Consent Forms.
A6-1. Summary of the study.   Please provide a brief summary of the research (maximum 300 words) using language easily understood by lay reviewers and members of the public. Where the research is reviewed by a REC within the UK Health Departments’ Research Ethics Service, this summary will be published on the Health Research Authority (HRA) website following the ethical review. Please refer to the question specific guidance for this question.
A6-2. Summary of main issues. Please summarise the main ethical, legal, or management issues arising from your study and say how you have addressed them. Not all studies raise significant issues. Some studies may have straightforward ethical or other issues that can be identified and managed routinely. Others may present significant issues requiring further consideration by a REC, HRA, or other review body (as appropriate to the issue). Studies that present a minimal risk to participants may raise complex organisational or legal issues. You should try to consider all the types of issues that the different reviewers may need to consider.

E.
Participants
17.
Approximate number of participants:

18.
Estimated age range of participants:

19.
How will participants be recruited?

20.
How will participant consent be obtained? It is recommended that you modify the form in the Appendix and also attach a Participant Information Sheet (PIS). The PIS should be written in plain English and it is recommended that you consider using a HRA template (www.hra.nhs.uk). 
21.
Are your procedures potentially harmful to the participant or are participants likely to feel any pain, distress or discomfort?

22.
What steps will be taken to safeguard the confidentiality of the results of the investigation?

23.
How will participants be kept informed of progress?

F.
Declaration
I certify that to the best of my knowledge the information given above, together with any supporting material, is complete and correct.

Principal Investigator

Name






Signature

Date

G.
Approval
The above application has/has not been approved by the Institute of Optometry Research Ethics Committee

Chairman of Research Ethics Committee

Name






Signature

Date

Appendix: DECLARATION OF INFORMED CONSENT 

(for applications that have been through the IRAS process, please enclose the form used for that submission, together with the participant information sheet)
Title: [Title should describe the research project and distinguish it from all other projects]
Summary of Study:

[Summary of study in lay terms, saying what the aims are, what the patient will be required to do, and not to do, and how the outcomes of the study will be made available].

If you are worried about any matter concerning the research please contact

[Contact details of investigators, including phone numbers]

I understand that any information I provide, including medical symptoms and history, 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 and will be held and processed solely for the purpose of completing the research study.
INITIAL:


I understand that there is a risk [quantify risk] of [ description of any possible side effects], and will inform the experimenter if this occurs.  I understand that I am free to withdraw from this project at any time without having to explain why.  Withdrawal will not affect my usual optometric treatment in any way. 









INITIAL:


I have read the above information and agree to take part in the research.  I acknowledge receipt of a copy of this declaration for my records.

Signed



Please print name
                                                                          

Date

Name of researcher

Signature of researcher

