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


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

Reason for Unscheduled visit (Refer to Protocol, MOP, and DSMP)

___ Repeat serum calcium 
___ Repeat serum creatinine
___ Repeat urine calcium-creatinine ratio
___ Other reason, explain





Summary of Unscheduled visit activities (Refer to MOP 4)

___ Interim medical history 
___ Review of concomitant medications and supplements
___ Vital signs
___ Weight
___ Height
___ Fasting labs to local laboratory (if needed)
___ Fasting labs to central laboratory (if needed)
___ Physical exam (if 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.


Physical Measurements (Refer to MOP 11)

Heart Rate  __________ beats / min

Blood pressure (measured twice, 5 minutes apart)

1. Systolic	 ___________ mmHg				Diastolic ___________ mmHg

2. Systolic	___________ mmHg				Diastolic ___________ mmHg

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

Cuff size used	
  Small Adult	(12 x 22 cm)			  Adult (16 x 30 cm)
  Large Adult (16 x 36 cm)			  Adult Thigh (16 x 42 cm)

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)

Were local labs collected? 	  Yes		  No

	Labs collected for:	   Calcium
				   Creatinine
		
Blood Specimen Collection Time: __ __ / __ __ / __ __ __ __      __ __ : __ __ (24h clock)
				     M     M            D       D            Y        Y       Y        Y 	H       H         M      M

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
 (
Attach Central Laboratory 
kit label
 here
)
Urine volume collected ____________ mL  for central lab


Study Pills (Refer to MOP 7)
	
Did participant report any difficulty with study pill regime? 	  Yes		  No
	If yes, explain


Were study pills returned? 	  Yes		  No

If yes, 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, recorded in SPIRS
					   Other, specify




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
)
Page  of 

 (
Study Staff Completing 
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________________________________
_____________
Signature
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