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  Yes No NA Comments 

1 Will the study lead to improvements in 

human/animal health, wellbeing and/or 

advancement of science ? 

    

2 Background & justification sufficient?     

3 Objectives of the study clear?     

4 Is there provision for dissemination of 

results of the research? 
    

5 Needs for human/animals justified?     

6 Should the study be referred to a technical 

expert, policy maker or statistical expert? 

    

7 Study design appropriate?     

8 Sample size and statistical techniques 

have adequate power to produce reliable 

and valid results? 

    

9 Are the investigators qualifications, 

competence and experience appropriate? 

    

10 Are the facilities at the site adequate 

to support the study? 

    

11 Inclusion criteria appropriate?     

12 Exclusion criteria appropriate?     

13 Voluntary participation is assured?     

14 Privacy and confidentiality is protected?     

15 Risk & benefit assessment is satisfactory?     

16 Procedures for obtaining informed consent 

appropriate? 
    

17 Content of information sheet and consent 

form is clear? 
    

18 Is the procedure for obtaining (proxy) 

consent adequate? 
    



 

19 Is the procedure for dealing with 

adverse events adequate? 
    

20 Are the criteria for termination of the trial 
detailed? 

    

21 Will the benefit of the research be 

made reasonably available to this group? 
    

22 Is there any inducement for participation?     

23 Translations of all forms are consistent?     

24 Will the fresh informed consent be 

obtained if procedures are changed? 
    

25 Will the researcher collect only minimum 

information/samples to fulfill objectives ? 
    

26 Is safe disposal of biological/chemical 

samples assured? 
    

 

Additional Comments: 

............................................................................................................................. ............. 

.......................................................................................................................................... 

............................................................................................................................. ............. 

......................................................................................................................................... 

............................................................................................................................. ............. 

.......................................................................................................................................... 

............................................................................................................................. ............. 

.......................................................................................................................................... 

Recommendation: 

 

Approve Approve subject to 

Minor revisions 

Re submit after 

major revisions 

Reject Exempt 

     

 

............................................................................................................................. ............. 

.......................................................................................................................................... 

............................................................................................................................. ............. 

Signature: ................................................................... 

 

Date ........../........../................ 


