Study ID: __ __ __ __ __




     Annual visit date: __ __ / __ __ / __ __ __ __










               M     M            D       D            Y        Y       Y        Y
Volunteer Name: _______________________________
( M12     ( M24     ( M36     ( M48

D2d Enrollment ID: __ __ __ __ __ __
Unscheduled/Confirmatory visit date: __ __ / __ __ / __ __ __ __










                    M     M            D       D            Y        Y       Y        Y
Participant Name: _______________________________



Reason for Unscheduled/Confirmatory Visit 
(  Repeat Safety Labs that were collected at  ______ on __ __ / __ __ / __ __ __ __ 

(check all that apply) 
Visit
M     M            D       D            Y        Y       Y        Y
___ Repeat serum calcium 

___ Repeat serum creatinine

___ Repeat urine calcium-creatinine ratio

(  Confirmation of Glycemia Test(s) that were collected at  ______ on __ __ / __ __ / __ __ __ __

(check all that apply) 
      Visit 
          M     M            D       D            Y        Y       Y        Y
___ FPG at prior visit was positive for diabetes

___ HbA1c at prior visit was positive for diabetes

___ 2hPG at prior visit was positive for diabetes (Note: if repeating the OGTT, A1c and FPG must also be collected)
(  An outside-of-study healthcare provider made the diagnosis of diabetes, and agrees to not start diabetes medications until the diagnosis is confirmed by D2d Central Laboratory testing.

(  Diabetes-specific medication started, and taken for no more than 31 days. Participant and prescriber agree not to use diabetes medication until the diagnosis of diabetes is made by D2d Central Laboratory testing.

(  Participant reports symptoms consistent with hyperglycemia
(  Adverse Event

(  Other reason, explain

Summary of Unscheduled/Confirmatory visit activities (Refer to MOP to determine what activities are required)

___ Interim medical history 
___ Review concomitant medications and supplements

___ Non-D2d Diabetes Diagnosis Worksheet  (located in MOP 18)* 
___ Vital signs

___ Weight

___ Height

___ Collect fasting specimen(s)
___ OGTT
___ Physical exam (if needed)

___ Study Pill Return


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

(e.g. Did participant have a visit for routine follow-up? For a complaint? Was participant told he/she has diabetes or has he/she started on a diabetes medication?)

If yes, collect information on reason and timing of visit, diagnostic tests, diagnosis, treatment, etc. and report adverse event or complete diabetes outcome 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.

Total supplemental vitamin D intake ________ IU

Total supplemental calcium intake ________ mg 
Physical Measurements (Refer to MOP 11)
Heart Rate  __________ beats / min

Blood pressure (measured twice, 5 minutes apart)

1. Systolic
___________ / Diastolic ___________ mmHg

2. Systolic
___________ / Diastolic ___________ mmHg

Arm used (note: for consistency, use same arm throughout the study)

(  Left Arm

(  Right Arm

Cuff size used
(  Small Adult

(  Adult 
(  Large Adult 

(  Adult Thigh 
Height (to the nearest tenth of a cm, eg 103.2)   __________ cm

Weight (to the nearest tenth of a kg, eg 100.4)  __________kg

Fasting Laboratory Collection (Refer to MOP 9)
Urine pregnancy test done? 
(  Yes

(  No

(  N/A

Result

(  Negative 

(  Positive (follow-up with confirmatory blood test)








Blood test done:  (  Yes
(  No

Blood test result: (  Negative 
(  Positive

Was urine collected for urine calcium-creatinine ratio?
(  Yes

(  No 
Urine volume collected ____________ mL  for central lab
Were fasting blood specimens collected?
(  Yes
(  No, not needed
 (  No, other reason. Explain:

Blood Specimen Collection Time: __ __ / __ __ / __ __ __ __      __ __ : __ __ (24h clock)



                              M     M            D       D            Y        Y       Y        Y                  H       H         M      M

What labs were collected (check all that apply)?

(   10 mL SST tube – for serum calcium to local lab
(   10 mL SST tube – for serum creatinine to local lab
(   4 mL sodium fluoride tube – for FPG for central lab   
(   3 mL EDTA tube – for HbA1c for central lab
Note any issues with specimen collection or processing
Oral Glucose Tolerance Test (Note: A1c and FPG must be done if completing OGTT)
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/ISSUES WITH COLLECTION OR PROCESSING

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

	T=120 min

(  4 mL sodium fluoride tube


	
	
	


Study Pills (Refer to MOP 7) 
Did participant report taking the study pills as prescribed? 
(  Yes

(  No


If no, explain

Number of study pills returned: ______

Returned pill bottle number (record from bottle): _________________________________

Adherence (calculated from EDC): ________%

If adherence is less than 80%, assess reasons for less than expected compliance (comment in encounter note)
Disposition of returned study pills:
(   Destroyed per institution protocol





(   Other, specify

Encounter Note
Note discussions with participant, etc.
Post Visit Activities


☐	EDC entry


☐	Send samples to Central Laboratory (if necessary)


☐	Review central lab results (if done)


☐	Send letter to PCP (paper or email, template in MOP 17, appendix 5a or 5b). Retain a copy with source documents.








Attach Central Laboratory kit label here
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