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Consent process 

• When 
• Consent Form
• How to get consent 
• Documentation



Consent process

• Local language
• Before any study procedures
• Prior to any blood tests collected for the study

• Informed consent 
• The study personnel will use a verbal informed consent review 
• Explain the study 

• Two step consent form
• If participant fulfills all inclusion and exclusion criteria the process 

continuous

• REDCap





Two Steps consent process 

• Before any study procedure is done 
• Chest x-ray
• Laboratory tests

• Explain that depending on the results of they may be eligible 
• Explain that depending on the results they may be eligible in the 

future
• Be sure the participant understands he/she needs to commit to 

come to the following visits 
• A witness needs to be present



How to get consent 

• Two consent forms 
• One signed copy will be kept in the study file 
• One signed copy will be given to the participants

• Local language 
• Informed consent is obtain in a setting free of coercion and undue influence
• Emphasize that the decision whether or not to participate is the participant’s 
• Emphasize that the participant’s access to medical care and/or other services 

will not be affected by his/her decision whether or not to take part 
• Read the “MaPs Participant Information Sheet” with the participant and clarify 

any question 
• If the participant can NOT read an independent witness must be present
• Expenses will be reimbursed 



Documentation
Participants who can read
• Participant will print their name on 

the participant’s name line
• Participant will sign on the signature 

line
• All entries will be completed in ink
• The witness will print their name on 

the witness name line and he/she 
will sign on the signature line
• The MaPs local researcher will 

complete his/her entry in ink on 
his/her respective lines ( name, 
signature and date)

Participants who can NOT read
• The participant will place his/her 

thumbprint on the participant’s signature 
line.

• The name and date lines of the participant 
will be left blank.

• The witness will print their name, sign and 
date on the witness lines.

• All entries will be completed in ink.
• The MaPs local researcher will write at the 

bottom of the signature page that 
“(Participant’s name) is illiterate and 
consented to this form on DD MM YY” and 
he/she will initial and date this entry.

• The MaPs local researcher will document 
the process as specified for the literate 
participants.



Summary

• Consent must be obtain before any study procedure is 
done
• Two consent forms must be signed
• Consent SOP 
• REDCap


