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  Republic of Botswana

Application for Record Review Studies
Section A: Instructions
1. For research/academic institutions or PHD students attach:
a) 14 copies of the Research Application form Version 8
b) 4 copies of the following:

(i) Study proposal. The full proposal should include the following: Title, objectives, background and literature review, methodology (to include research design, subjects and methods, ethical considerations, timetables etc. references, budget etc. Investigators may submit the full proposal in the funding agency format as long as it covers the above headings.
(ii) Data Sheet
(iii) Curriculum vitae/ resume: Principal Investigators and all Co- investigators.
(iv) Approval letter from other  IRBs
(v) Grant approval letter 
2. For undergraduates and graduates attach four of the above listed items/ documents. 
3. All submissions should be made 5 weeks before the scheduled date of the HRDC meeting
Section B: Application Details
	1. Study Title: (Include Version number and date)


	2. Date of submission:




	3. Principal Investigator( Name & Qualifications):


	 Local Contact Details
        Name:


	Postal 
Address:

	Postal
Address:

	Phone
Number:
	Phone

Number:

	E mail
Address:


	E mail

Address:

	Name of affiliate

Institution/Organization:
	Name of

Institution/Organization:

	Department (If Government):

	Department (If Government):




	4. Other Investigators /Co-Principal Investigators


	Name:
	Organization:
	Email:
	Telephone Number:

	
	
	
	


	5. Key Personnel working with data that may be linked to human subjects:



	Name:
	Organization:
	Email:
	Telephone Number:

	
	
	
	


	6. Conflict of interest (real or apparent)

	• Other than the normal scholarly gains, are there any other gains you might receive from taking part in this study?




	7. Sponsor information

	Do you have a sponsor?                         Yes (     )          No (     )

	Name the funding source: 


	Sponsor Contact Details

	Type of funding


	8. Multi Centre Studies

	a) Is this a multi-center study?     (   )Yes     (   )No



	b) List all sites that are expected to participate in the proposed study.

	Site (City, Country)
	Approval Status
	Study recruiting?
	Expected total enrolment                

	
	
	
	

	
	
	
	

	
	
	

	
	
	

	
	
	

	
	
	
	

	NB: Attach IRB clearance letters from all participating sites.


Section C: Description of Research
	1. Brief Summary of the  Study (In your summary include the following(
Background Information: 

[Provide a brief statement on each of the following:]

Disease / problem

Local relevance (e.g. local epidemiology)

2. Research question to be addressed by this proposal (if applicable)
3. Study Objectives ( Both General and Specific):

 [These should be clearly listed and justified]
4.) Study duration



	3.  Rationale/Justification (Why the need to carry out this study in Botswana):



	5. Expected Results (Both Primary and Secondary endpoints):

Outcome measurements/variables: 

[These should be clearly stated and justified]



Section D. Methodology

	1. Study Design

 [These should be clearly described and each component justified.  ]



	2. Record Review Process:  

(How and by whom will the records be reviewed?)  
Time frame of   Records:  Please indicate the range of dates of the records that will be reviewed.  

     From: 
                                          To: 


	2. Study sites (Districts, Towns, Villages, Health facilities, Schools etc :



	3. Source(s) of Data:  Check all that apply.

(   )  Hospital Medical Record

(   )  Electronic Medical Record

(   )  Office Records

                    (   )  Other, please specify: 


	6. Sample size  (Provide a clear and justified description of how the sample size was determined)


	Data to be Collected: 

a. Check all that apply:

Personal data (name, address, PCP)

Billing Data

Demographic data (age, gender, vital status)

Laboratory Data

Reports, clinic/office notes

Images

Coded encounter data (diagnoses, dates)

Other, specify:

b.  Explain why the research could not be done without access to the data. 



	Data to be Used For:


 (   ) Publication


 (   ) Oral Presentation


 (   ) Other, please explain:  


	9. Data Analysis (Briefly explain how data will be analyzed)

	10. Piloting/Pretesting (Explain all procedures in details)

	11. Ethical Issues: 

b) Protection of Subjects (Describe measures to protect subjects from and minimize possible risk of harm, discomfort, or inconvenience):

 [The following additional information, in respect of the proposed trial, is required:]

a) Describe how you will deal with the following ethical issues:

· Compliance with the GCP guidelines.

· Training: Please describe the training that has been provided to the individuals who will be reviewing the records so that the NHRC is assured that privacy and confidentiality are protected. 
· Capacity building
· Risks:  What risks are involved for individuals whose information will be used in this study?  Who will have access to the PHI?  How will individuals listed on this protocol use the data?
· Will the data be de-identified or destroyed when no longer needed for research purposes?  
(   )Y             (   )N  

If no, explain why the data must be retained, including in part whether the data is needed for a health purpose, legal or institutional requirement, or other reason. 
· Describe how the data will be stored and protected.  
(i)  For paper-based information, include the following information: where the identifiable information will be stored, who has access to the storage area, and how access will be monitored.  

(ii) For electronic information, include the following information: how electronic security will be maintained, what password protections and virus software are enabled, and how the system will be audited.  
Describe the procedure for seeking permission from authorities where the data will be collected.


	13. Approximate Date Study Recruitment will begin:______________________________________

	14. Estimated Duration of entire study: _________________________________________________




Section E: Records Information

	1. Inclusion Criteria
Outline criteria for selection of records.


	2. Exclusion Criteria:

Outline criteria for exclusion of records


	4. Potential benefits to society and to subjects (do not include compensation):
Assess potential benefits to be gained by the individual subject.

Assess benefits which may accrue to society in general as a result of the planned work


	5. Give details of Botswana based personnel that will be involved (Name, functions and qualifications):



Section E: Contact Information:
	PI or other researchers for answers to questions about the study or research-related injuries(You must offer at least two contacts):
	The HRDC representative who can answer questions about their rights as research subjects

	i).

ii).

	Name___________________________

Head of Health Research Unit

Ministry of Health

Private Bag 0038

Botswana

Tel: (+267)  3914467     
Fax: (+267) 3914697



	Declaration by Principal Investigator

Name:
Site:

1. I am familiar with internationally accepted standards of Good Clinical Practice (GCP) and understand the responsibilities and obligations of the Principle Investigator within the context of this study. 

2. I have notified the regulatory authority of any aspects of the above with which I do not / am unable to, comply. (If applicable, this may be attached to this declaration.)

3. I have thoroughly read, understood, and critically analyzed the protocol and all applicable accompanying documentation, including the investigator’s brochure, patient information leaflet(s) and informed consent form(s). 

4. I will conduct the trial as specified in the protocol and in accordance with Good Clinical Practice (GCP). 

5. To the best of my knowledge, I have the potential at the site(s) I am responsible for, review of the required number of records within the stipulated time period.

6. I will not commence with the trial before written authorizations from the HRDC and other relevant Research Ethics Committee(s).

7. I will obtain permission from the managers of the facilities where the record review will be done. 

8. I will ensure, in accordance with the duties outlined for each member, that all members of the team are fully utilized for tasks assigned to them.
9. I will submit all required reports within the stipulated time-frames.

Signature: 





Date: 

Witness:





Date:


After Completion
1. An electronic and hard copy of the report should be submitted to the Health Research Unit, Ministry of Health as well as other relevant Botswana Government Institutions/Organizations within 3 months of producing a bound report.
2. All continuing renewals should be submitted at least 6 weeks before the expiration.

Section K.  For Health Research Unit use ONLY.
	1. Date Received


	6.  Review Body     [  ]  Health Research Unit

                                [  ]  HRDC

	2. New Applications/ Resubmissions/ Continuing review/Amendments
	

	3. Final Outcome
	

	4. Ref No:


	

	5. Expiration Date:
	

	       7. Continuing renewals extension

                                Date 1 ______________________________________

                                Date 2  ______________________________________

                                Date 3 ______________________________________



	       8. Final Report Submission

                                (   ) Yes                      Date  ______________________

                                (   ) No

            


1
Respect, Beneficence and Justice
Health Research Unit: Version 1 –April 2010

