PTID: __ __ __- __ __ __ __ __- __		Visit Code: ___
Date: ______________________	    			           Visit Type: Period 1 Follow Up Phone Calls 

INSTRUCTIONS:  ENTER STAFF INITIALS NEXT TO EACH PROCEDURE COMPLETED.  DO NOT INITIAL PROCEDURES ANOTHER STAFF MEMBER COMPLETED.  IF OTHER STAFF MEMBERS ARE NOT AVAILABLE TO INITIAL NEXT TO EACH PROCEDURE THEY COMPLETED THEMSELVES, INITIAL, DATE AND ADD A  NOTE ON THE CHECKLIST DOCUMENTING WHO COMPLETED THE PROCEDURE, E.G., “DONE BY {STAFF INITIALS}” OR “DONE BY NURSE.”  IF A PROCEDURE LISTED ON THE CHECKLIST IS NOT PERFORMED, ENTER “ND” FOR “NOT DONE” OR “NA” FOR “NOT APPLICABLE” BESIDE THE ITEM AND RECORD THE REASON WHY (IF NOT SELF-EXPLANATORY); INITIAL AND DATE THIS ENTRY.

	Period 1 Phone Calls Checklist

	Procedure
	48-72 Hours Post-Initiation Call
	Two Week Post-Initiation Call

	Confirm participant identity and PTID.
	
	

	Conduct an interval medical history with documentation of current medications.

	
	

	If required based on all available information, complete Adverse Event Log (DataFax) CRF.

	
	

	If site IoR/designee have any concerns regarding the participant’s continued use of study product based on information collected from the participant, consult the PSRT.

	
	

	If indicated, schedule interim visit for follow-up of AEs.
	
	

	Provide instructions to report symptoms and/or request information or counseling, before next visit.

	
	

	Remind participant of next visit, to bring unused tablets and/or applicators, and to respond to daily SMS.

	
	



[bookmark: _GoBack]
Comments/Additional Procedures Conducted: 
_________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________


PTID: __ __ __- __ __ __ __ __- __		Visit Code: ___
Date: ______________________	    			           Visit Type: Period 2 Follow Up Phone Calls

INSTRUCTIONS:  ENTER STAFF INITIALS NEXT TO EACH PROCEDURE COMPLETED.  DO NOT INITIAL PROCEDURES ANOTHER STAFF MEMBER COMPLETED.  IF OTHER STAFF MEMBERS ARE NOT AVAILABLE TO INITIAL NEXT TO EACH PROCEDURE THEY COMPLETED THEMSELVES, INITIAL, DATE AND ADD A  NOTE ON THE CHECKLIST DOCUMENTING WHO COMPLETED THE PROCEDURE, E.G., “DONE BY {STAFF INITIALS}” OR “DONE BY NURSE.”  IF A PROCEDURE LISTED ON THE CHECKLIST IS NOT PERFORMED, ENTER “ND” FOR “NOT DONE” OR “NA” FOR “NOT APPLICABLE” BESIDE THE ITEM AND RECORD THE REASON WHY (IF NOT SELF-EXPLANATORY); INITIAL AND DATE THIS ENTRY.

	Period 2 Phone Calls Checklist

	Procedure
	48-72 Hours Post-Initiation Call
	Two Week Post-Initiation Call

	Confirm participant identity and PTID.
	
	

	Conduct an interval medical history with documentation of current medications

	
	

	If required based on all available information, complete Adverse Event Log (DataFax) CRF

	
	

	If site IoR/designee have any concerns regarding the participant’s continued use of study product based on information collected from the participant, consult the PSRT.

	
	

	If indicated, schedule interim visit for follow-up of AEs.
	
	

	Provide instructions to report symptoms and/or request information or counseling, before next visit.

	
	

	Remind participant of next visit, to bring unused tablets and/or applicators , and to respond to daily SMS.

	
	



Comments/Additional Procedures Conducted: 
_________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________




PTID: __ __ __- __ __ __ __ __- __		Visit Code: ___
Date: ______________________	    			           Visit Type: Period 3 Follow Up Phone Calls

INSTRUCTIONS:  ENTER STAFF INITIALS NEXT TO EACH PROCEDURE COMPLETED.  DO NOT INITIAL PROCEDURES ANOTHER STAFF MEMBER COMPLETED.  IF OTHER STAFF MEMBERS ARE NOT AVAILABLE TO INITIAL NEXT TO EACH PROCEDURE THEY COMPLETED THEMSELVES, INITIAL, DATE AND ADD A  NOTE ON THE CHECKLIST DOCUMENTING WHO COMPLETED THE PROCEDURE, E.G., “DONE BY {STAFF INITIALS}” OR “DONE BY NURSE.”  IF A PROCEDURE LISTED ON THE CHECKLIST IS NOT PERFORMED, ENTER “ND” FOR “NOT DONE” OR “NA” FOR “NOT APPLICABLE” BESIDE THE ITEM AND RECORD THE REASON WHY (IF NOT SELF-EXPLANATORY); INITIAL AND DATE THIS ENTRY.

	Period 3 Phone Calls Checklist

	Procedure
	48-72 Hours Post-Initiation Call
	Two Week Post-Initiation Call

	Confirm participant identity and PTID.
	
	

	Conduct an interval medical history with documentation of current medications.

	
	

	If required based on all available information, complete Adverse Event Log (DataFax) CRF.

	
	

	If site IoR/designee have any concerns regarding the participant’s continued use of study product based on information collected from the participant, consult the PSRT.

	
	

	If indicated, schedule interim visit for follow-up of AEs.
	
	

	Provide instructions to report symptoms and/or request information or counseling, before next visit.

	
	

	Remind participant of next visit, to bring unused tablets and/or applicators, and to respond to daily SMS

	
	



Comments/Additional Procedures Conducted: 
_________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
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