Summary of Baseline visit activities (Refer to MOP 4)

___ Review participant’s repository consent form to determine if consent provided for blood and urine
___ Review participant’s repository consent form to determine if consent provided for DNA
___ Interim medical history 
___ Review of concomitant medications and supplements
___ Vital signs 
___ Weight
___ Height
___ Waist circumference
___ Physical exam (can be delayed until randomization visit) 
___ Fasting labs to central laboratory
___ OGTT
___ Social/lifestyle history
___ FFQ
___ IPAQ
___ Lifestyle education materials provided
___ Study restrictions and schedule review
___ Baseline Inclusion/Exclusion Criteria


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.

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	 ___________ 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		  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

Waist circumference (to the nearest tenth of a cm, eg 68.8)   __________ cm 



Other Activities (can be completed during OGTT)

Food Frequency Questionnaire (FFQ) completed (Refer to MOP 10)	  Yes 		  No
	Reviewed by study staff	before participant leaves		  Yes 		  No

Physical Activity Questionnaire (IPAQ) completed (Refer to MOP 10)	  Yes 		  No
	Reviewed by study staff	before participant leaves		  Yes 		  No

Lifestyle education materials (NDEP packet) distributed (Refer to MOP 12)	  Yes 		  No	Did participant choose to complete NDEP questionnaire #1 (pre-test)?	  Yes 		  No


Fasting Laboratory Collection (Refer to MOP 9)

Fasting Laboratory 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

Blood tubes drawn
 (
Attach Central Laboratory 
kit label
 here
)  4 mL sodium fluoride tube – for FPG 
  10 mL SST tube – for insulin  
  10 mL SST tube ** if consent provided for Specimen Repository   
  3 mL EDTA tube – for HbA1c   
  10 mL EDTA tube – for 25OHD   
  10 mL EDTA tube ** if consent provided for Specimen Repository   
  8.5 mL PaxGene DNA  tube ** if consent provided for DNA Storage  

Urine collected		  Yes		  No

Urine volume collected ____________ mL   

Note any issues with specimen collection or processing








Oral Glucose Tolerance Test (Refer to MOP 9)

OGTT Completed? 	  Yes		  No
If no, why not

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 T30 and T120 collection tubes   

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=30 min
  4 mL sodium fluoride tube
  10 mL SST tube
	
	

	

	T=120 min
  4 mL sodium fluoride tube
  10 mL SST tube
	
	

	





Social / Lifestyle History 

Marital Status
  Single, never married		  Married/living with partner
  Separated				  Divorced
  Widowed				  Prefer not to answer

Employment Status
  Homemaker, not working outside the home
  Employed (or self-employed) full-time
  Employed (or self-employed) part-time or seasonally employed
  Employed, but currently on leave
  Not employed, looking for work
  Not employed, full-time student
  Not working, on disability
  Retired
  Prefer not to answer

Household income from all sources 
  $0 to $10,000			  $11,000 to $15,000
  $16,000 to $20,000			  $21,000 to $35,000
  $36,000 to $50,000			  $51,000 to $75,000
  $75,001 or more			  Prefer not to answer 

On average, over the last 1 year, number of hours per day participant spent outdoors in direct sunlight in the middle of the day (10 am to 4 pm, including work, recreation, gardening, sports, etc.) during the following time periods:
Summer months, over the last 1 year
  Less than 30 minutes per day
  Between 30 minutes and 2 hours per day
  More than 2 hours but less than 5 hours per day
  More than 5 hours per day
Winter months, over the last 1 year
  Less than 30 minutes per day
  Between 30 minutes and 2 hours per day
  More than 2 hours but less than 5 hours per day
  More than 5 hours per day

Number of times in the past year participant used artificial tanning bed
  None				  1-2 times per year
  3-5 times per year			  6-11 times per year
  12-23 times per year		  24 or more times per year

Has participant used artificial tanning bed in the past 3 months/12 weeks? 
   Yes		  No

Smoking History
Has participant smoked at least 100 cigarettes over his/her ENTIRE life?
  No	If No, stop here.
 (
If Y
es, Don't know, or Prefer not a
n
s
wer, 
complete questions below.
)  Yes	
  Don’t know
  Prefer not to answer

Study ID: __ __ __ __ __					Baseline visit date: __ __ / __ __ / __ __ __ __
									            M     M            D       D            Y        Y       Y        Y
Volunteer Name: _______________________________

D2d Enrollment ID: __ __ __ __ __ __	Baseline visit date: __ __ / __ __ / __ __ __ __
									                     M     M            D       D            Y        Y       Y        Y
Participant Name: _______________________________

Does participant currently smoke? 	  No	  Yes	  Prefer not to answer
 (
Study Staff Completing Visit
________________________________
_____________
Signature
Date
)Page  of 
Version 2014.02.10
 (
Study Staff Completing 
Encounter
________________________________
_____________
Signature
Date
)Page  of 
Version 2014.02.10


IF NO, did participant ever smoke regularly?   
  No 	If No, stop here.
  Yes 	If Yes, complete questions below.
Age when started smoking regularly 
  _____ years old
  Don’t know
  Prefer not to answer
On average, number cigarettes smoked per day when smoking regularly
  _____ cigarettes
  Don’t know
  Prefer not to answer
Age when last smoked cigarettes regularly 
  _____ years old
  Don’t know
  Prefer not to answer

IF YES, age when started smoking regularly 
  _____ years old	
  Don’t know
  Prefer not to answer
On average, cigarettes smoked per day
  _____ cigarettes
  Don’t know
  Prefer not to answer

Encounter Note
Note regarding inclusion/exclusion criteria, next appointments/ follow-ups, discussions with participant, etc.


















Baseline Inclusion/Exclusion Criteria
Review Central Laboratory Upload form for baseline lab results

Inclusion Criteria (must be Yes to proceed to the randomization visit)

Pre-diabetes defined by meeting 2-out-of 3 and not exceeding any of the following	  Yes           No
glycemia criteria measured at baseline by the Central Lab. If Yes, check all that apply

· Fasting plasma glucose (FPG) 100-125 mg/dL, inclusive	

· 2-hour plasma glucose (2hPG) 140-199 mg/dL, inclusive	

· Hemoglobin A1c (HbA1c) 5.7-6.4%, inclusive	

Exclusion Criteria (must be No to proceed to the randomization visit)

Hypercalciuria, defined as a spot (morning void) calcium-creatinine ratio > 0.275,   	  Yes           No
measured at baseline by the Central Lab.

=====================================================================================

Did the participant meet all the Baseline eligibility criteria?	  Yes           No

