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	Place  PID Label Here 
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	Question or phrase
	Answer guidelines
	Evaluation of the participant’s understanding

	1.
	What is the name of the study?


	· woMANPOWER  study
· Tdap study
	 FORMCHECKBOX 
 Understood 

 FORMCHECKBOX 
 Not Understood

	2. 
	 Do you have to agree to join this study? 


	        FORMCHECKBOX 
   Yes                       FORMCHECKBOX 
  No 


	 FORMCHECKBOX 
 Understood 

 FORMCHECKBOX 
 Not Understood

	3.
	If you do not join this study, will you still be able to get care from Kawempe hospital or anywhere else?   

 
	        FORMCHECKBOX 
   Yes                        FORMCHECKBOX 
  No

           
	 FORMCHECKBOX 
 Understood 

 FORMCHECKBOX 
 Not Understood

	4.
	Are you and your baby being asked to take part because you are pregnant, plan to deliver at Kawempe and stay within the study area for at least 18 weeks after delivery?

	        FORMCHECKBOX 
   Yes                      FORMCHECKBOX 
  No

         
	 FORMCHECKBOX 
 Understood 

 FORMCHECKBOX 
 Not Understood



	5.
	Please describe how often you have to come to the clinic for study visits?


	The mother is correct if she says:

· At least twice before delivery for my vaccines
· When baby is sick.
· For the baby’s vaccine clinic visits

	 FORMCHECKBOX 
 Understood 

 FORMCHECKBOX 
 Not Understood

	6.
	What are some of the possible procedures that you and your baby will have during the study?

	The mother is correct if she says:
· Review my medical records.

· Ask about my health, pregnancy, and other medicines.
· Ask about baby’s health.

· Perform a general body examination

· Draw my blood 
· Obtain some breast milk

· Give me vaccines

· Collect blood from  baby

	 FORMCHECKBOX 
 Understood 

 FORMCHECKBOX 
 Not Understood

	7.
	Is there any risk in the study?

If any, list some of the risks you know: 


	The mother is correct if she says yes and any of the answers below:

          FORMCHECKBOX 
   Yes                     FORMCHECKBOX 
  No

· Pain, swelling, bruising, or bleeding where the needle is inserted.  
· Rarely, drawing blood can cause fainting or infection.
· Rarely, there may be a reaction to the vaccine

May feel some pain when expressing breast milk


	 FORMCHECKBOX 
 Understood 

 FORMCHECKBOX 
 Not Understood

	8.
	Are there benefits to you or your baby for taking part in this study?

	The mother is correct if she says:

· There may be no benefit from being in the study.
	 FORMCHECKBOX 
 Understood 

 FORMCHECKBOX 
 Not Understood 

	9.
	Can you withdraw from the study after you are enrolled into the study?

	                    FORMCHECKBOX 
   Yes                     FORMCHECKBOX 
  No


	 FORMCHECKBOX 
 Understood 

 FORMCHECKBOX 
 Not Understood 



	10.
	Will it cost you anything or will you be paid to be in this study?


	The mother is correct if she says:

· There are no costs for study visits or that are done by the study.  

· I will be reimbursed for the cost of transport to study visits and time.  For each visit, I  will be given 20,000 uganda shillings
	 FORMCHECKBOX 
 Understood 

 FORMCHECKBOX 
 Not Understood

 

	11.
	Will you get paid if you get injured because of taking part in this study?

	                      FORMCHECKBOX 
   Yes                     FORMCHECKBOX 
  No
	 FORMCHECKBOX 
 Understood 

 FORMCHECKBOX 
 Not Understood



	12.
	Whom should you call if you have study questions, or a study problem?


	The mother is correct if she says:
· Study staff at Department of Obstetrics, MU-JHU or Kawempe Hospital
· The IRB chairman at  School of Medicine (SOMREC)

	 FORMCHECKBOX 
 Understood 

 FORMCHECKBOX 
 Not Understood




Additional comments on mothers/caretakers understanding and attitudes: 
___________________________________________________________________________________________________________________________________

___________________________________________________________________________________________________________________________________

__________________________________________________________________________________________________________________________________
Final assessment:
 FORMCHECKBOX 
 I believe that this potential participant/caretaker demonstrates sufficient understanding of the study and the content of the consent to proceed with signing the consent.
 FORMCHECKBOX 
 I believe that this potential participant/caretaker would benefit from additional counseling about the study before proceeding to sign the consent form. 
 FORMCHECKBOX 
 I believe that this potential participant/caretaker is not a good candidate for study participation based on the assessment of their understanding of the study.
Assessment of Understanding and Attitudes above was completed by (counselor name) ___________________________________
 (Counselor initial/EMPID)__________________________________ 

Date ___________________________________________________
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