
MTN-003D  
Informed Consent 
Process 
Kailazarid Gomez 
FHI 360 
Research Triangle Park, NC 
USA 

1 



The “Informed Consent Process”  

 Informed consent is a process by which an 
individual voluntarily expresses her 
willingness to participate in research, after 
having been informed of all aspects of the 
research that are relevant to her decision. 

 It is not merely a form or a signature, but 
involves information exchange, 
comprehension, voluntariness, and 
documentation.  
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Reminders (1) 

 Written informed consent for all 
participants must be obtained before 
performing any MTN-003D data collection 
activities.  

 All consent procedures should be 
conducted in the primary language of the 
participant. 
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Reminders (2) 

  If the written informed consent form is 
requested in a language that is different 
from the language the procedure was 
conducted in, this discrepancy should be 
documented on the informed consent 
cover sheet or in the participant file notes. 
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Reminders (3) 

 Per DAIDS policy, each step of the 
informed consent process must be 
documented, either using a cover sheet or 
an alternate method as described in the 
site Informed Consent SOP. 
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Comprehension Assessment 
 Study staff are responsible for determining 

whether potential participants comprehend all 
information required to make an informed 
decision about study participation before 
proceeding to make a final enrollment decision.  

 The MTN-003D Informed Consent 
Comprehension Checklist will be used as a tool 
to assist staff in assessing participant 
comprehension to ensure that participants 
understand all information required to make an 
informed decision.  6 



IC Comprehension Checklist 

7 



Site Discussion 

 Please describe the informed consent 
process at your site 
 Where will the process will take place? 
 How will you ensure confidentiality? 

 Who at your site is responsible for 
obtaining IC? 

 How will the process be documented? 
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What are your questions about 
the informed consent process?  
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