Study ID: __ __ __ __ __


         
       Interim visit phone call: __ __ / __ __ / __ __ __ __










                M     M            D       D            Y        Y       Y        Y
Volunteer Name: _______________________________   
( M9     ( M15     ( M21     ( M27     ( M33   ( M39     ( M45     

D2d Enrollment ID: __ __ __ __ __  __
Non-visit contact: __ __ / __ __ / __ __ __ __










                  M     M            D       D              Y        Y       Y        Y
Participant Name: _______________________________   
( M03   ( M06   ( M12   ( M18   ( M24   ( M30   ( M36   ( M42   ( M48     

Follow-up Questions

Provide reason participant is unable to complete an in-person visit.

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 she/he has diabetes or has she/he 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.
Non-diabetes outcomes (Refer to MOP 21)

Ask specific questions related to cancer screening and/or diagnoses. 

Check which form (found in MOP 13 Source Documents) was completed:

(  Cancer Source Data Collection Form – Initial – used the first time non-diabetes outcome questions are asked since participant was randomized
(  Cancer Source Data Collection Form – Subsequent  – used if “Cancer Source Data Collection Form – Initial” was previously completed
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 form.

Total supplemental vitamin D intake ________ IU

Total supplemental calcium intake ________ mg 

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

(  No


If no, explain

Plan for study pill return and dispensation
Was a six month supply of study pills dispensed?
(  Yes (attach print out from SPIRS)
(  No

*Reminder: study pills can only be dispensed if participant has had safety labs monitored. See MOP section 17.5 for details.

If no, explain

Dispensed pill bottle number: ______________________________

* Reminder: double check that number on bottle matches number on SPIRS Certificate
Study Pill Teaching and Participant Education

Participant education completed
(  Yes 

(  No

· Call with any changes to health 

· Call if diagnosed with diabetes before starting any hypoglycemic medications

· Call before starting any other new medications

· Call if an appointment needs to be rescheduled

· Outside of study supplementation

· Maximum vitamin D – 1000 IU

· Maximum calcium – 600 mg

· Practice sensible sun exposure

Study Pill Teaching completed
(  Yes 

(  No

· Take one study pill per day with breakfast 

· If pill is forgotten at breakfast, it can be taken any time that same day

· If study pill forgotten completely, make note of that day

· Pills should be stored at room temperature – do not refrigerate or leave in hot environment 

· Bring pill bottles to each visit

Encounter Conclusion Note

Note regarding next appointments/ 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

If applicable, please complete the below:

Were study pills returned?
(  Yes 

(  No

Date received at site:  __ __ / __ __ / __ __ __ __


            M     M            D       D            Y        Y       Y        Y
  
Returned pill bottle number (record from bottle): _________________________________

Number of study pills returned: ______

Adherence (calculated from EDC): ________%

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






(   Other, specify

Additional Notes
Study Staff Completing Encounter





________________________________	_____________


Signature	Date








Study Staff Logging Pill Receipt





________________________________	_____________


Signature	Date
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