

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

[bookmark: _GoBack]Summary of Screening-Baseline combined visit activities (Refer to MOP 4 and 6)

___ Informed consent – D2d study
___ Informed consent – repository
___ Medical release
___ Demographics
___ Social/lifestyle history
___ Collection of contact information 
___ Medical history 
___ Review of concomitant medications and supplements
___ Vital signs
___ Weight
___ Height
___ Waist circumference
___ Fasting labs to local laboratory
___ Fasting labs to central laboratory
___ OGTT
___ Physical exam 
___ FFQ
___ IPAQ
___ Lifestyle education materials provided
___ Study restrictions and schedule review
___ Screening Inclusion/Exclusion Criteria 
___ Baseline Inclusion/Exclusion Criteria




Protocol version number _____._____

D2d Study Informed Consent Process
Provide a summary of consent process and outcome (who conducted the process, who was present, discussion, etc):





Written Informed Consent Obtained :   No     Yes  __ __ / __ __ / __ __ __ __   __ __ : __ __ (24h clock)							            M     M            D       D            Y        Y       Y        Y           H       H          M      M
IRB approved consent version: ______


Specimen Repository Informed Consent Process  
Provide a summary of consent process and outcome (who conducted the process, who was present, discussion, etc):





Written Informed Consent Obtained :   No     Yes  __ __ / __ __ / __ __ __ __   __ __ : __ __ (24h clock)							            M     M            D       D            Y        Y       Y        Y           H       H          M      M

IRB approved repository consent version: ______    

Provided consent for:   blood and urine     blood for DNA




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 

Demographics
Sex		  Female	  Male

Date of birth     __ __ / __ __ / __ __ __ __
 	                         M     M            D       D            Y        Y       Y        Y

Ethnicity as described by participant (Ask: Do you consider yourself Hispanic or Latino?)
  Hispanic or Latino
  Mexican, Mexican American, Chicano/a		  Cuban
  Another Hispanic, Latino, or Spanish Origin		  Puerto Rican
	  Not Hispanic or Latino

Primary race as described by participant (Ask: What race do you consider yourself?)
	  American Indian or Alaska Native
	  Asian	
		  Asian Indian			  Chinese
		  Filipino			  Japanese
  Korean			  Vietnamese
  Other Asian			
	  Black or African American
	  Native Hawaiian or Other Pacific Islander
		  Native Hawaiian		  Guamanian or Chamorro
		  Samoan			  Other Pacific Islander
	  White
	  Other, specify: ___________________________________________________

Secondary race as described by participant
	  American Indian or Alaska Native
	  Asian	
		  Asian Indian			  Chinese
		  Filipino			  Japanese
  Korean			  Vietnamese
  Other Asian			
	  Black or African American
	  Native Hawaiian or Other Pacific Islander
		  Native Hawaiian		  Guamanian or Chamorro
		  Samoan			  Other Pacific Islander
	  White
	  Other, specify: ___________________________________________________


Highest level of education completed, including home schooling
	  No schooling
	  Elementary (grades 1-8)
	  High school (grades 9-12), no diploma
	  High school (grades 9-12), GED or equivalent diploma
	  Some post-high school education, no certificate or degree
	  Some post-high school education, Associate’s degree (e.g. technical school certificate)
	  Bachelor’s degree (e.g. BA, AB, BS)
	  Graduate or professional degree (master’s, doctorate, PA, JD, MD, etc.)
	  Prefer not to answer

Do any relatives have diabetes? 		 No    	 Yes
If yes, select family members all that have been diagnosed with diabetes
		  Sister
		  Brother
		  Mother
		  Father
		  Maternal grandmother
		  Maternal grandfather
		  Paternal grandmother
		  Paternal grandfather

How did the participant find out about the study?
  Database-Related Outreach, select the database used.
  Electronic medical record system		  Public database list
  Local research participant database/registry	  Other

  Research Website
  Clinicaltrials.gov				  Researchmatch.org 
  Centerwatch.com				  Search engine result (e.g. Google)
  Social media (e.g. Facebook)			  Other 

  Referrals, select one of the following:
  From primary care providers or other clinician 	  From other participant

  Publicity and news stories (Public Relations) 

  Advertisement
  Print media
  Flyer					  Newspaper 
  Newsletter 				  Public transportation (e.g. subway)
  Mailer					  Google
  Facebook 						Continued on next page
  Web-based
  D2dStudy.org				  Craigslist
  Google					  Facebook
  Twitter					  Advertisement on internet
  Other 

· Information from “within” (medical centers and universities, e.g. employee newsletters, hospital TV, intranet, employee health services, bulletin boards)
  In-person (health fairs, community events, community gathering places)

What was the mode of initial contact with the participant? 
  Participant contacted center
  Phone					  Email/web-based

  Center contacted participant
  Phone					  Email/web-based
  Postal mail					

  In-person screening
  Community screening
  Church					  Health fair
  Other community event						
  Worksite screening
  Medical care facility screening				
  Other


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.
  Yes	If Yes, Don't know, or Prefer not answer, complete questions below.

  Don’t know
  Prefer not to answer

Does participant currently smoke? 	  No	  Yes	  Prefer not to answer

D2d Enrollment ID: __ __ __ __ __ __	Screening-Baseline visit date: __ __ / __ __ / __ __ __ __
                  M     M            D       D            Y        Y       Y       Y
Participant Name: _______________________________
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________________________________	_____________
Signature	Date


Version 2014.05.01
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

Contact Information
Primary home address

_________________________________________________  		__________________
Street Address								Unit number

___________________________________	____________		__________________
City						State			Zip

Secondary home address

_________________________________________________  		__________________
Street Address								Unit number

___________________________________	____________		__________________
City						State			Zip


Personal email address: _________________________________________________________________

Work email address: ____________________________________________________________________

Primary phone number: ___________________________________	  Home        Cell        Work

Alternate  phone number: _________________________________	  Home        Cell        Work 

Alternate  phone number: _________________________________	  Home        Cell        Work

Best days/times to contact: ______________________________________________________________


Secondary Contact (in case we cannot get in touch with you)

_____________________________________________		________________________________
Name								Relationship

_________________________________________________  		__________________
Street Address								Unit number

___________________________________	____________		__________________
City						State			Zip

________________________________________	_______________________________________
Phone number						Email


Emergency Contact

_____________________________________________		________________________________
Name								Relationship

________________________________________
Phone number
Participant signed medical release to allow sharing of study information, medical information, and laboratory results 	  Yes		  No

Primary Care Physician

_______________________________________
Name

_______________________________________
Street Address

_______________________________________
City

______________	___________________
State			Zip

_______________________________________
Phone number

_______________________________________
Fax number

_______________________________________
Email address


Endocrinologist 		  N/A	

_______________________________________
Name

_______________________________________
Street Address

_______________________________________
City

______________	___________________
State			Zip

_______________________________________
Phone number

_______________________________________
Fax number

_______________________________________
Email address


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



Study Staff Completing Visit

________________________________	_____________
Signature	Date
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________________________________	_____________
Signature	Date


Version 2014.05.01
Medical History
	Body System
	Diagnosis (note onset date, ongoing/resolved, and any treatment)

	Skin/dermatologic

	
  Negative

	Head, ears, eyes, nose, throat (HEENT)

	
  Negative

	Respiratory system 
Hx. of steroid use?

	
  Negative

	Cardiovascular system 

	
  Negative

	Musculoskeletal system

	
  Negative

	Gastrointestinal system
Hx.of bariatric surgery?

	
  Negative

	Gynecological system
Hx. of polycystic ovarian syndrome?

	
  Negative

	Urogenital Renal system
Hx. of nephrolithiasis?
Hx. of hypercalcemia?
	
  Negative

	Endocrine/Metabolic system 
Hx. of diabetes?
Hx. of hyperparathyroidism?
	
  Negative

	Neurological system
Hx. of stroke or TIA?

	
  Negative

	Hematapoietic/Lymphatic system

	
  Negative

	Psychiatric or Mental Health
Hx. of substance abuse?
Hx. of unstable psychiatric disorder?
	
  Negative

	Other
Life threatening event within last 30 days, planned major surgery, or other unstable condition?
	
  Negative

	Allergies and Intolerances
Allergies to foods, supplements, medications, soy?

	
  Negative





Have you used tanning devices (booths or beds) in the last 12 weeks?	  Yes		  No
	
If yes, when was the last time?	__ __ / __ __ / __ __ __ __
					  M     M            D       D            Y        Y       Y        Y
	
If yes, are you willing to stop using tanning devices for duration of study? 	  Yes	  No


Do you give blood regularly? 	  Yes		  No

If yes, have you donated blood in the last 12 weeks? 	  Yes		  No

If yes, do you plan on donating blood regularly? 		  Yes		  No


Women Only Questions

Have you been pregnant in the past year? 			  Yes		  No

Do you intend to become pregnant in the next 4 years? 		  Yes		  No

Do you have unprotected intercourse? 				  Yes		  No

Are you currently breastfeeding? 				  Yes		  No



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

	BMI, calculated _________ kg/m2 
Calculate in EDC OR at http://www.nhlbi.nih.gov/guidelines/obesity/BMI/bmicalc.htm
(inclusion criteria: ≥ 22.5 kg/m2 if Asian, ≥ 24.0 kg/m2 if any other, ≤ 42.0 kg/m2 )

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


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 for local analysis, if needed	
  10 mL SST tube – for LFTs, calcium, creatinine   
  3 mL EDTA tube – for CBC (no differential)  

Blood tubes drawn for Central Laboratory analysis
  4 mL sodium fluoride tube – for FPG Attach Central Laboratory kit label here

  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
	
	

	





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




Review of Study Restrictions

  Practice sensible sun exposure
  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

Screening Inclusion/Exclusion Criteria

Inclusion Criteria (all must be Yes to ship OGTT samples to Central Lab)

Meets D2d protocol or site-specific glycemic inclusion criteria?	  Yes           No

Age ≥ 30 years (≥25 years for people of the following races: American-Indian,	  Yes           No
Alaska Native, Native Hawaiian or Other Pacific Islander).

Body Mass Index ≥ 24.0 (22.5 km/m2 for Asians) and ≤ 42.0 kg/m2	  Yes            No

Provision of signed and dated written informed consent prior 	  Yes           No
to any study procedures


Exclusion Criteria (all must be No to ship OGTT samples to Central Lab)

Diabetes based on either of the following criteria. If yes, indicate which of the  	  Yes           No
following applies:

   History (past 1 year) of hypoglycemic pharmacotherapy (oral 
or injectable medications approved by the FDA for type 2 diabetes) 
used for any condition (e.g. pre-diabetes, diabetes, polycystic 
ovarian syndrome)

   Meeting glycemic criteria for diabetes, (FPG ≥ 126 mg/dL 
or HbA1c ≥ 6.5%)

History (past 3 years) of hyperparathyroidism, nephrolithiasis or hypercalcemia	  Yes           No

Any medical condition (past 3 years) that in the opinion of the site investigator may	  Yes           No	
increase risk for nephrolithiasis or hypercalcemia during the trial (e.g. sarcoidosis)

Use of tanning devices within 12 weeks of the baseline visit and unwilling to stop	  Yes           No
use of tanning devices for the duration of the study

Medications and Supplements

Use of supplements containing vitamin D at total doses higher than 1000 IU/day	  Yes           No
and unwillingness to limit vitamin D supplementation dosage to no higher than 
1000 IU/day for the duration of the study.

Use of supplements containing calcium at total doses higher than 600 mg/day within	  Yes           No
1 week of the baseline visit and unwillingness to limit calcium supplementation 
dosage to no more than 600 mg/day for the duration of the study.

Current use of medications or conditions (e.g. untreated celiac disease) that would	  Yes           No
interfere with absorption or metabolism of vitamin D.

Current use of medications approved by the FDA for weight management.	  Yes           No

Use of thiazide diuretics at a total dose greater than 37.5 mg/day.	  Yes           No

Use of anticonvulsant drug started within 6 months of screening. Stable regimen	  Yes           No
of anticonvulsants is allowed.

History of intolerance to vitamin D supplements or allergy to any study pill ingredient.	  Yes           No

Other Medical History

Severe symptomatic cardiovascular disease based on history and physical	  Yes           No
examination (unstable angina, dyspnea on exertion, paroxysmal nocturnal dyspnea, 
arrhythmia, congestive heart failure NYHA class II or higher, claudication)

History (past 1 year) of myocardial infarction, percutaneous coronary intervention	  Yes           No
or coronary artery bypass graft.

History (past 1 year) of cerebrovascular disease (stroke, transient ischemic attack).	  Yes           No

Any type of cancer (past 5 years) except for basal cell skin cancer. Prostate cancer	  Yes           No
 (for men over age 55) or well-differentiated thyroid cancer that are not expected 
to require treatment (except for suppression with thyroid hormone) over the next 
4 years, are not exclusions. Volunteers with history of squamous cell cancer of the 
skin, which was complete excised and with no evidence of metastases, are eligible.

History (past 6 months) of treatment with oral (for > 7 days) or intravenous	  Yes           No
glucocorticoids or disease likely to require oral or intravenous glucocorticoid 
therapy during the study (inhaled glucocorticoids are not excluded). Epidural or 
intra-articular glucocorticoid injections are not exclusions, but study visits need to 
be conducted at least a week after the injection. Persons with adrenal insufficiency 
treated with physiologic doses of glucocorticoids who are otherwise stable are 
not excluded.

History (past 1 year) of substance abuse or unstable psychiatric disorder that in the	  Yes           No
opinion of the site investigator would impede competence or adherence with study 
procedures or hinder completion of the study or increase risk.

History of bariatric surgery (e.g., Roux-en-Y, gastric bypass, gastric sleeve) or	  Yes           No
planned bariatric surgery in the next 4 years. Participants with gastric banding more 
than 2 years ago with self-reported weight stability [defined as weight change no 
greater than 3 kg during the prior 6 months] are not excluded.

A life-threatening event within 30 days of screening or currently planned	   Yes           No
major surgery.	

Any other unstable active medical condition (including but not limited to liver	  Yes           No
disease, wasting illness, AIDS, tuberculosis, oxygen-dependent chronic obstructive 
pulmonary disease, organ transplant, Cushing’s syndrome) that in the opinion 
of the site investigators would impede competence or adherence with study 
procedures or increase risk.

Uncontrolled hypertension (systolic blood pressure > 160 mmHg or diastolic	  Yes           No
blood pressure > 100 mmHg).

Poor venous access.	  Yes           No

Laboratory Evaluation

Serum liver transaminase higher than 3 times the normal range for the clinical	  Yes           No
site’s laboratory.

Anemia (hematocrit < 32 for women, < 36 for men), whole blood transfusion (within	  Yes           No
6 months of screening or chronic requirement), whole blood donation (within 3 
months of screening) or other condition (hemolysis, hemoglobinopathy) rendering 
HbA1c results unreliable as indicator of chronic glycemia.

Low platelet count (< 50,000).	  Yes           No

Chronic kidney disease, defined as estimated glomerular filtration rate	  Yes           No
GFR < 50 mL/min, measured at the clinical site's laboratory.

Hypercalcemia, defined as serum calcium concentration greater than or equal to	  Yes           No
the upper limit of normal, measured at the clinical site’s laboratory.

Other

Participation (within 30 days of screening) in another interventional research study.	  Yes           No

Previous randomization in the D2d study.	  Yes           No

Any other reason that in the opinion of the site investigator would impede	  Yes           No
adherence with study procedures or hinder completion of the study or increase risk.

Women Only

Pregnancy (past 1 year by report or positive pregnancy test at screening), intent to	  Yes           No
become pregnant in the next 4 years or unprotected intercourse. (History of 
gestational diabetes is not an exclusion criterion.)

Currently breastfeeding.	  Yes           No

Use of oral contraceptives or menopausal hormone therapy started within 3 months	  Yes           No
of baseline. (Stable regimen of oral contraceptives or any other hormonal method 
of contraception (e.g. implantable) is allowed.)

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

Did the participant meet all the Screening eligibility criteria (all inclusion criteria	  Yes           No
must be answered Yes and all exclusion criteria must be answered No)?
If No, do not send laboratory specimens to the Central Laboratory

Encounter Note
Note regarding rationale for combined screening-baseline visit, 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

