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ID. No.: __ __ - __ __ __ (id) Alpha Code: __ __ __ __ (alpha_code)   Visit: SV (month)
	NOTE:  To be completed by the clinic coordinator by directly questioning the patient. Sentences within quotes should be read verbatim to the patient.


1.  Enter Alpha Code: __ __ __ __ (pat_initials)
2.  Did the patient complete the consent form?

(srinform)

□1  Yes  
[image: image1]
□0  No 
[image: image2]
3.  “What is your date of birth?”

(brthdtc)


__ __ / __ __ / 19 __ __


Month
Day 
 Year

IF THE PATIENT IS LESS THAN 18 YEARS OF AGE, THE PATIENT IS INELIGIBLE!
4.  “What was your age at your last birthday?”

(age)

__ __ Years
5.  “Are you male or female?”

(sex)


(   )m

(   )f

Male 

Female

6.  “Do you identify yourself as Hispanic or Latino?” (ethnic)


 Hispanic or Latino

(   )1

Not Hispanic or Latino
(   )2

 Unable to answer

(   )3
ID. No.: __ __ - __ __ __  Alpha Code: __ __ __ __   Visit: SV
7.  “With which of the following racial or ethnic groups


 do you identify?” (Check as many as apply.) 
a)
White
(racecau)
(
)1
b)
Black or African American
(raceaa)
(
)1
c)
Asian
(raceas)
(
)1
d)
American Indian or Alaskan Native
(racenat)
(
)1
e)
Native Hawaiian or Pacific Islander
(racepi)
(
)1

f)
Unable to answer
(raceua)
(
)1
Race: race
1=White 

2=Black or African American
3=Other

8.
“Are you currently participating in or have you participated in a study in the last 30 days?”

8.A. Specify name of study: 
(srstname)
You must have the Coordinating Center’s approval before enrollment.
(srstudy)


(   )0

(   )1

 No

 Yes
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9.
Is the patient a woman of 


childbearing potential? (rhcbpot)


(   )0   

(   )1     
  

 No

 Yes
[image: image4]
ID. No.: __ __ - __ __ __  Alpha Code: __ __ __ __   Visit: SV
10.  Last name & certification number of person completing form


a.
Print Last Name:___________________________ (qclname)


b.
Certification #:  ___ ___ ___ ___ (qcconcert)

11.  Date form completed:


__ __ / __ __ / 201 __  (qccompdtc)


Month      Day          Year

Treatment assignment for the primary study: treatment
Treatment group for the primary study: group
Treatment assignment for the extension study: treatment_extension

Treatment group for the extension study: group_extension

2a. Date consent form signed: 





       __ __ / __ __ / 201 __(teconsdtc)





        month        day           year





STOP! THE CONSENT FORM MUST BE SIGNED BEFORE CONTINUING!





REMINDER!


You must obtain a pregnancy test


 at this visit.


AND


You must complete an Additional Information on Women of Childbearing Potential Form











