Study ID: __ __ __ __ __					     Annual visit date: __ __ / __ __ / __ __ __ __
									               M     M            D       D            Y        Y       Y        Y
Volunteer Name: _______________________________	 M12      M24      M36      M48


D2d Study ID: __ __ __ __ __	Confirmatory visit date: __ __ / __ __ / __ __ __ __
									                    M     M            D       D            Y        Y       Y        Y
Participant Name: _______________________________	

Reason for Confirmatory Visit 

___ FPG at prior visit was positive for diabetes
___ HbA1c at prior visit was positive for diabetes
___ 2hPG at prior visit was positive for diabetes
___ An outside-of-study healthcare provider made the diagnosis of diabetes or plans to start diabetes-specific medication
___ An outside-of-study healthcare provider started diabetes-specific medication
___ Participant reports symptoms consistent with hyperglycemia


Summary of Confirmatory visit activities 

___ Interim medical history 
___ Review of concomitant medications and supplements
___ Non-D2d Diabetes Diagnosis Worksheet (located in MOP 18)* 
___ Fasting labs to central laboratory*
___ OGTT*
___ Physical exam (if needed)
* Refer to protocol and MOP 4 to determine what is needed


Follow-up Questions

Last time participant had anything to eat  __ __ / __ __ / __ __ __ __	__ __ : __ __ (24h clock)
      M     M            D       D            Y        Y       Y        Y	  H       H         M      M
	Note: must have fasted 8 hours prior to blood draw

Any changes to health or sought medical care since last contact (visit or phone)?	  Yes	  No
If yes, collect information on event start, end date, treatments, care sought, etc. and report adverse event if needed.
 















Review concomitant medication list (Refer to MOP 8)   
Any changes to concomitant medications or supplements – dosage changes or start or discontinuation of medications/supplements?	  Yes		  No
If yes, note the changes on the concomitant medication source document.


Fasting Laboratory Collection (Refer to MOP 9)

Blood Specimen Collection Time: __ __ / __ __ / __ __ __ __      __ __ : __ __ (24h clock)
			                              M     M            D       D            Y        Y       Y        Y                  H       H         M      M
 (
Attach Central Laboratory 
kit label 
here
)
Check which blood tubes were drawn 
  4 mL sodium fluoride tube – for FPG   
  3 mL EDTA tube – for HbA1c   


Oral Glucose Tolerance Test (Refer to MOP 9)

OGTT Completed? 	  Yes	  No, not needed	   No, other reason. Explain:


Blood sample collection method (note: for consistency, use same method throughout the study):  	
  phlebotomy         		  butterfly needle
  saline or heparin lock  discard tube must be drawn prior to T120 collection tube         

Trutol (participant must drink within 5 minutes)		Flavor _________________________________
	
Trutol started: __ __ : __ __ (24h clock)		Trutol finished: __ __ : __ __ (24h clock)
	                 H       H         M      M					 H       H         M      M

	TIMEPOINT
	TARGET TIME
	ACTUAL TIME 
(24h clock)
	COMMENTS

	Immediately after the participant has finished the Trutol, start the timer

	T=120 min
  4 mL sodium fluoride tube

	
	

	




Encounter Note
Note regarding next appointments or follow-ups, discussions with participant, upcoming SEP meeting, etc.

Next visit:  __ __ / __ __ / __ __ __ __	__ __ : __ __ am / pm
          M     M            D       D            Y        Y       Y       Y               H       H         M      M



 (
Study Staff Completing Visit
________________________________
_____________
Signature
Date
)
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