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c) Study population description 

-Definition of cases/controls if applicable 

 -Inclusion/exclusion criteria 

  

d) Sample size determination and formula/computer 

program used (assumptions and reference)  

  

e) Sampling procedure/selection of study participants       

f) Screening, recruitment, enrolment and consenting 

procedures 

  

g) Variables – dependent, independent, confounders (where 

applicable) 

  

h) Data collection procedures (qualitative and quantitative 
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k) Quality assurance procedures   

Ethical considerations   

Data management     

Study results dissemination plan    

Itemised budget and budget justification   

Timeline/time frame   

Study limitations and how to minimize them   

Appendices 

a) Informed consent/assent explanation    

b) Consent form/statement of consent   

c) Study instruments or tools   

d) Special information e.g. educational materials   

e) Recruitment  material/ Advertisement(s)   
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