KINTAMPO HEALTH RESEARCH CENTRE INSTITUTIONAL ETHICS COMMITTEE
Protocol Submission Form


P.O BOX 200

KINTAMPO, BRONG AHAFO REGION

GHANA

ethics@kintampo-hrc.org
Tel: (+233) 556847860, EXT: 117
	NEW PROTOCOL SUBMISSION REQUIREMENTS


A new protocol must be submitted to the IEC at least two months before the proposed commencement date of the research or two (2) weeks to the next scheduled meeting (usually 3rd Tuesday of every month) and must include copies of the following:
1. New Protocol Application/Submission form (This form is attached)

2. Cover letter from the KHRC scientific review committee indicating that the protocol has gone through scientific review and has been approved (Addition for student protocols; cover letter from school)
3. Executive summary of the study protocol (as far as possible in non-technical language)

4. The protocol of the proposed research (clearly identified and dated), together with supporting documents and annexes (electronic copy of each document attached)
5. Informed Consent/assent forms (informed consent form template available at the IEC office)
6. Data collection tools; Field guides, questionnaire, screening/enrolment forms, CRF, etc
7. Curriculum vitae of Investigators (updated CV)
8. Investigator’s Brochure, if applicable  

9. Participants’ Insurance certificate, if applicable

10. Material Transfer Agreement (MTA) and Data Sharing Agreement, if applicable
11. Study Budget  

12. Any other information that could be of interest to the review process 
Please Note: 
· KHRC Investigators should submit their proposals through the Protocol Administration for Standard Submission (contact the Administrator; Fellows Office 10 EXT 117 for guidance).
· All study protocols submitted for review shall attract administrative fees. 
· Study documents could be submitted electronically and cost of paper and printing reimbursed by 
       Investigator, if applicable.
· The Kintampo Health Research Centre Institutional ethics committee meets on the third 

Tuesday of every month.
Submit Applications to: 

Fred Kanyoke

The IEC Administrator





Ms. Ophelia Opoku
Institutional Ethics Committee Office
Assistant Administrator (IEC)
Kintampo Health Research Centre
KHRC, Box 200
P.O.Box 200
Kintampo, Ghana
Kintampo, Ghana.






Email: ophelia.opoku@kintampo-hrc.org 

Tel: (+233) 556847860





Tel: 0549629341
Email: ethics@kintampo-hrc.org/fred.kanyoke@kintampo-hrc.org
P.O BOX 200

KINTAMPO, BRONG AHAFO REGION

GHANA, WEST AFRICA
ethics@kintampo-hrc.org
Tel: (+233) 556847860, EXT: 117

	NEW PROTOCOL SUBMISSION FORM


	1. Project Title


	

	2. Protocol Version # and Date

	

	3. Proposed Date of commencement 


	

	4. Proposed Project duration


	

	5. Principal Investigator (PI)

	

	6. Address of PI


	

	7. Co-Investigator(s);
(for student, name of Supervisor)

	

	8. Collaborating institution (if applicable)


	

	9. Has this protocol been previously reviewed by another IEC/IRB? Attach approval letter (comments)

	Name of IRB: 

	10. Is the proposal funded or being submitted for funding?
	

	11. Sponsor Name


	

	12. Proposed Sampling frame 

(circle all that apply)
	a. Males only

b. Females only
c. Males & Females

d. Adolescents (12-17 yrs of age)

e. Children (under 12 yrs of age)

f. Pregnant women

g. Elderly

h. Prisoners

i. Other ______________________

	13. Proposed sample size 


	

	14. Research Site(s); Districts or Regions 

	

	15. Is equipment available at this site to treat any life threatening adverse events? (Describe)
	

	16. Type of Study (Circle all that apply)
	a. Survey

b. Case control

c. Secondary data analysis

d. Clinical trial (phase ……..)
e. Community based trial

f. Longitudinal study

g. Other_______________________



	17. Consent Process (Circle all that apply)
	a. Written

b. Oral

c. English

d. Local dialect

e. Other______________________



	18. How do you consider this research (circle one) 

Note: Minimal risk is defined as “a risk where the probability and magnitude of harm or discomfort anticipated in the proposed research are not greater in and of themselves than those ordinarily encountered in daily life.
	a. Greater than minimal risk

b. Minimal risk



	___________________________________________________   

Name of Person completing this form

___________________________________________________

Contact Address

___________________________________________________

Email

___________________________________________________

Phone

___________________________________________________

Signature

________________________________________________

Date


Please do not fill below this line (For IEC use only)
	Reviewed By: 

	Date reviewed:

	Comments:

	Action: 

	IEC Number: 
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