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National Health Sciences Research Committee

NHSRC PROTOCOL ASSESSMENT FORM - 701 for Use by Reviewers
	Protocol Number :
	Date (D/M/Y):

	Title of the Protocol :



	Principal Investigators:

	Co – investigator(s):

	Total No. of Subjects:
	

	Funding Agency:
	

	Review Status:
	 (  Initial    (  Resubmission     (  Amendment    (  Termination

	Name of Reviewer :
	

	Project Status:
	(  Single site

(  Multiple site study

	The Study in Brief: Mark whatever is applicable to the study. 

(  Randomized 

(  Stratified Randomized

(  Open-labeled

(  Single blinded 

(  Double blinded


(  Other (Specify)
(  Placebo controlled

(  Compare with Standard Treatment


(  Parallel

(  Statistic used……………………………..
(   Interim Analysis 

Objectives of the study:

Study Methodology:


	1
	Objectives of the Study

(  clear  

(  not clear
	What should be improved?

	2
	Need for Human Participants for Study

(  Yes 

(  No
	Comment:

	3
	Methodology:

(  clear  

(  not clear
	What should be improved?

	4
	Background Information and Data

(  clear  

(  not clear
	Comment:

	5
	Risks and Benefits Assessment

(  fair  

(  unfair
	

	6
	Inclusion Criteria

(  O.K.

(  not O.K.
	Comment:

	7
	Exclusion Criteria

(  O.K.

(  not O.K.
	Comment:


	8
	Withdrawal Criteria 

(  O.K.

(  not O.K.
	Comment:

	9
	Involvement of Vulnerable Participants  

(  Yes 

(  No
	Comment:

	10
	Recruitment of Participants  

(  O.K. 

(  No
	Comment:

	11
	Sufficient number of subjects ?

(  Yes 

(  No
	Comment:

	12
	Control Arms (placebo, if any) 

(  Yes 

(  No
	Comment:

	13
	Qualification of the Participating Investigators

(  Yes 

(  No
	Comment:

	14
	Disclosure of Potential Conflicts of Interest

(  Yes 

(  No
	Comment:

	15
	Facilities and infrastructure of Participating Sites

(  Appropriate
(  No
	Comment:

	16
	Community Consultation

(  Yes 

(  No
	Comment:

	17
	Involvement of Local Researchers and Institution in the Protocol  Design, Analysis and Publication of Results

(  Yes 

(  No
	Comment:

	18
	Contribution to Development of Local Capacity for Research and Treatment

(  Yes 

(  No
	Comment:

	19
	Benefit to Local Communities

(  Yes 

(  No
	Comment:

	20
	Availability of Study Results

(  Yes 

(  No
	Comment:

	21
	Voluntary, Non-Coercive Recruitment / Participation

(  Yes 

(  No
	Comment:


	22
	Procedures for Obtaining Informed Consent

(  Yes 

(  No
	Comment:

	23
	Contents of the Informed Consent Document

(  clear 

(  not clear
	Comment:

	24
	Language of the Informed Consent Document translated into an appropriate local language of the participants

(  clear 
            (  not clear
	Comment:

	25
	Contact Persons for Participants

(  Yes 

(  No
	Comment:

	26
	Privacy & Confidentiality

(  Yes 

(  No
	Comment:

	27
	Inducement for Participation

(  Yes 

(  No
	Comment:

	28
	Provision for Medical / Psychosocial Support

(  Yes 

(  No
	Comment:

	29
	Provision for Treatment for Study-Related Injuries

(  Yes 

(  No
	Comment:

	30
	Provision for Compensation

(  Yes 

(  No
	Comment:

	
	Summary of the above Comments in Point Form
	

	
	Recommendation:
	 Approved as presented       (
Approved with Minor modifications                       

                                            (
Resubmission for full committee review                                 ( 

Resubmission for Expedited Review                                 

                                            (
Rejected (give reasons)        (



FOR ADDITIONAL CONCERNS/REQUIREMENTS ; Use spacebelow or any additional pages as necessary.

ADDITIONAL CONCERNS/REQUIREMENTS

……………………………………………………………………………_________________
……………………………………………………………………………_________________
……………………………………………………………………………_________________
……………………………………………………………………………_________________
……………………………………………………………………………_________________
Promoting Scientific and Ethical Conduct of Health Research in Malawi

Executive Committee: Dr M. Joshua (Chairperson), Dr F. Namboya (Vice-Chairperson)
Registered with the USA Office for Human Research Protections (OHRP) as an International IRB

IRB Number IRB00003905 FWA00005976

Email: research@health.gov.mw/mohdoccentre@gmail.com

