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1. Give an outline of the proposed project. Sufficient detail of the protocol must be given to allow the committee to make an informed decision. (Attach a full proposal)
2. State the objectives and research question.

Research questions: 

Objective 1:
Objective 2:  

3. State the intended scientific value of the project. If this project or a similar one has been done before what is the value of repeating it?

4. Specify the number, age, sex, source and method of recruiting subjects for the study.

Number:  

Age: 

Sex: 

Method of recruitment: 

5. Does the project involve experimental use of investigational products or appliance or a new use of an existing product? If so, give details. What are the arrangements for compensation for the new drug/product injury for patients?

6. What are the arrangements for compensation for study and related injuries?

For Objective 1:

Objective 2: 
7. State the likely duration of the project and where it will be undertaken. List any other countries in which the research is being undertaken.

8. Specify the procedures, including interviews, involving human subjects.

Objective 1

Objective 2

9. State the potential hazards, if any, to project participants of clinical investigations and laboratory tests and the precautions being taken to meet them. Include information on hazardous substances that will be used or produced, and the steps being taken to reduce risks. Explain where laboratory tests will be done.

Specimen collection: 

Laboratory Specimen testing: 

10. State the procedures or activities which may cause discomfort or distress and the degree of discomfort or distress likely to be entailed by the subjects and how they will be minimized.

For blood collection.

For Objective 1: 

For Objective 2:

11. Specify the degree of confidentiality to be maintained with respect to the data collected and the method of achieving this.

12. Outline the previous experience of the applicants and senior collaborators in the field of study concerned and attach the current CVs
13. State the manner in which consent will be obtained (verbal, written, witnessed) and supply copies of the information sheet and relevant translated versions of consent form and assent forms (see guidance notes attached). 

14. What level of medical care will be available to participants
15. Who is funding this study and what is the estimated study cost?
16. What compensation will be made to study participants?
For Objective 1:

For Objective 2: 

17. What are the arrangements for any patents or financial gain from this study?

18. Describe the post study arrangements for participants’ medical and other care.
19. What steps will be taken to disseminate the study findings.

20. Please provide any other relevant information.

Version 1: Oct 2015
GUIDANCE NOTES ON INFORMATION SHEETS AND CONSENT FORMS

Most studies will require written information sheets and separate consent forms.

Patients and healthy volunteers will usually require different information sheets.

All information sheets and consent forms should be concise and easily understood by lay people.

INFORMATION SHEETS

Information sheets include the following information;

1. Study title and investigator’s names.

2. The reason why the subject’s co-operation is required. (What is the overall objective of the study and why it is important)

3. In the case of patients, what further inconvenience or discomfort will be required for the study over and above what might be required anyway for orthodox good management of the patient’s condition.

Detail this inconvenience or discomfort, e.g.
· Number and amount of blood samples

· Number and duration of hospital visits and the likely discomfort

4. The extra risk (or in the case of healthy volunteers the risks) involved, including the possible side effects of a new drug being tested.

5. The manner in which the data will be collected, handled and stored and who will have access to it.

6. If patients are to be randomized, whether it is placebo versus treatment groups or orthodox versus experimental treatment groups, then this should be clearly stated.

7. The financial recompense offered in the form of expenses for patients and healthy volunteers, together with any modest honorarium for healthy volunteers who stand to gain no other benefit from the study.

CONSENT FORM

Consent forms should include the following information and statements.

1. Study title and investigator’s name.

2. “I have read, or read to me the information sheet concerning this study and I understand what will be required of me if I take part in this study.

3. My questions concerning this study have been answered by …………..”.

4. “I understand that at any time, I may withdraw from this study without giving a reason and without affecting my normal medical care and management.

5. “I agree to take part in this study

Signed……………..………………  Date ……………………………………..

NB:

1. For persons under 18 years of age, the consent of the parents or guardians must be obtained or an explanation given to the Ethics Committee as to why this requirement should be waived. The assent of the child should be obtained to the degree possible dependent on the age of the child.

2. In some studies witnessed consent may be appropriate.
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