

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

Summary of Screening visit activities (Refer to MOP 4 and 6)

___ Informed consent – D2d study
___ Informed consent – repository
___ Medical history 
___ Review of concomitant medications and supplements
___ Vital signs
___ Weight
___ Height
___ Fasting labs to local laboratory
___ Demographics
___ Collection of contact information 
___ Medical release
___ Review of study restrictions 


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 

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

Participant signed medical release to allow sharing of study information, medical information, and laboratory results 	  Yes		  No
 (
Study Staff Completing Encounter
________________________________
_____________
Signature
Date
)Page  of 

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


Demographics
Sex		  Male	  Female

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
	  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 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?
  Advertisement and Outreach
  Post-card / direct mail / direct e-mail.  If known, select the database used to identify the person: 
  Electronic medical record		  Public database list
  Research participant database/registry	  Source of database not known
  Other

  Print media
  Newspaper (e.g. Metro)			  Medical Center Newsletter 
  Flyer 

  Public transportation 
  Subway 					  Bus

  Web-based
  Craigslist				  Facebook
  Twitter					  Advertisement on internet
  Other 

Continued on next page

  Research website, select one of the following:
  Researchmatch.org				  Clinicaltrials.gov 
  D2dstudy.org					  Centerwatch.com
  Medical center clinical trials webpage		  Search engine result (e.g. Google)
  Other

  Referrals, select one of the following:
  From clinician					  From other participant 
  Other

  Publicity and news stories (Public Relations), select one of the following:
  Employee newsletter				  Hospital TV
  Intranet 					  Employee health services
  Bulletin boards

  In-person, select one of the following:
  Clinic (direct approach of patients)		  Worksite screening
  Health fair 					  Community event
  Community gathering places (e.g. church)	  Other

What was the mode of initial contact with the participant? 
  Participant contacted center
  Phone					  Email 

  Center contacted participant
[bookmark: _GoBack]  Phone					  Email
  Postal mail					  In-person


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

	BMI, calculated _________ kg/m2 
Calculate in EDC OR at http://www.nhlbi.nih.gov/guidelines/obesity/BMI/bmicalc.htm
(inclusion criteria: ≥ 23.0 kg/m2 if Asian, ≥ 25.0 kg/m2 if any other, ≤ 40.0 kg/m2 )



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




Fasting Laboratory Collection (Refer to MOP 9)

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

Blood tubes drawn for local analysis	
  4 mL sodium fluoride tube – for FPG   
  10 mL SST tube – for LFTs, calcium, creatinine   
  3 mL EDTA tube – for CBC (no differential)  
  3 mL EDTA tube – for HbA1c   


Review of Study Restrictions

  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


Encounter Note
Note regarding inclusion/exclusion criteria, next appointments or follow-ups, discussions with participant, etc.
 (
Study Staff Completing Encounter
________________________________
_____________
Signature
Date
)Page  of 
