5/16/2018 Protocol: 0064 Screening Failure (00642)

NIDA Clinical Trials Network

Demographics (DEM)

Web Version: 1.0; 4.06; 12-04-17

1. Date of birth:(DEBRTHDT) (mm/dd/yyyy)
2. Sex:(DESEX) Male Female Don't know Refused to answer
3. Does the participant consider him or herself to be Hispanic/Latino?(DEHISPNC) No Yes Don't know Refused to answer

If "Yes", indicate the group that represents his or her Hispanic origin or ancestry:(DEHISPSP)

1-Puerto Rican

2-Dominican (Republic)
3-Mexican/Mexican American
5-Chicano

6-Cuban/Cuban American
*Additional Options Listed Below v

4. What race does the participant consider him or herself to represent? (Check all that apply)
American Indian or Alaska Native:(DEAMEIND)

Asian:(DEASIAN)
Asian Indian:(DEASAIND)
Chinese:(DECHINA)
Filipino:(DEFILIPN)
Japanese:(DEJAPAN)
Korean:(DEKOREA)
Vietnamese:(DEVIETNM)
Specify other Asian:(DEASIAOT)
Black or African American:(DEBLACK)
Native Hawaiian or Pacific Islander:(DEHAWAII)
Native Hawaiian:(DENATHAW)
Guamanian or Chamorro:(DEGUAM)
Samoan:(DESAMOAN)
Specify other Pacific Islander:(DEPACISO)
White:(DEWHITE)
Some other race:(DERACEQT) Specify:(DERACESP)
-or-
Don't know:(DERACEDK)
Refused:(DERACERF)

5. What is the highest grade or level of school the participant has completed or the highest degree they have
received?(DEEDUCTN)
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6. Is the participant currently married, widowed, divorced, separated, never married, or living with a partner?
(DEMARTL)

Comments:(DEMCOMM)
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00-Never attended / kindergarten only
01-1st grade

02-2nd grade

03-3rd grade

04-4th grade

*Additional Options Listed Below v

01-Married

02-Widowed

03-Divorced

04-Separated

05-Never married

*Additional Options Listed Below ~
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5/16/2018 Protocol: 0064 Screening Failure (00642)
Additional Selection Options for DEM

If "Yes", indicate the group that represents his or her Hispanic origin or ancestry:
8-Central or South American

9-Other Latin American

99-Other Hispanic or Latino

98-Refused

97-Don't know

What is the highest grade or level of school the participant has completed or the highest degree they have received?
05-5th grade

06-6th grade

07-7th grade

08-8th grade

09-9th grade

10-10th grade

11-11th grade

12-12th grade, no diploma

13-High school graduate

14-GED or equivalent

15-Some college, no degree

16-Associate's degree: occupational, technical, or vocational program
17-Associate's degree: academic program

18-Bachelor's degree (e.g., BA, AB, BS, BBA)

19-Master's degree (e.g., MA, MS, MEng, MEd, MBA)
20-Professional school degree (e.g., MD, DDS, DVM, JD)
21-Doctoral degree (e.g., PhD, EdD)

98-Refused

97-Don't know

Is the participant currently married, widowed, divorced, separated, never married, or living with a partner?
06-Living with partner

98-Refused

97-Don't know
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Protocol: 0064 Screening Failure (00642)

NIDA Clinical Trials Network

Your site is unable to randomize participants due to insufficient enroliment into 0049.

Date of assessment:(R2ASMDT)

Inclusion Criteria

In order to meet eligibility for Component 2 ALL Inclusion answers must be "Yes".

. Participant provided informed consent, which includes being willing to provide sufficient locator information

and to be tested for anti-HCV antibodies and, if antibody positive, tested for active HCV infection:
(R2INFORM)

. Participant reports living in the vicinity and is able to return for follow-up visits:(R2LIVRET)

. Participant signed HIPAA form/medical record release form to facilitate medical record abstraction:

(R2HIPAA)

. Participant provided sufficient locator information:(R2LCATOR)

. A baseline assessment has been completed for this participant:(R2BASELN)
. A baseline blood draw has been completed for this participant:(R2BLOOD)

. Participant tested positive for HCV antibody via Component 1:(R2HCVPOS)
. Participant agreed to be randomized in Component 2:(R2RAND?2)

Exclusion Criteria

In order to meet eligibility for Component 2 ALL Exclusion answers must be "No".

. Participant has a significant cognitive or developmental impairment:(R2SIGCOG)

. Participant is terminated via site Pl decision/discretion with agreement from study LI:(R2TERM)

If "Yes", specify:(R2TERMSP)

. Participant is currently in jail, prison or any inpatient overnight facility as required by court of law or has a

pending legal action which may prevent the individual from completing the study:(R2PRISON)

4. Participant is on HCV therapy/medications at baseline, based on self report:(R2HCVMED)

o

N -

Participant completed a course of HCV medications in the 12 weeks prior to baseline, based on self report:

(R2COMPLT)

Stratification
Participant self-reported currently receiving HIV care and taking HIV ART drugs:(R2HIVART)

Eligibility for Randomization

. Is the participant eligible for the study?(R2ELGSTY)
. Will the participant be randomized?(R2ELGRND)

If "No", specify:(R2NORASP)
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0064Z (ENR)
No Yes
No Yes
No Yes
No Yes
No Yes
No Yes
No Yes
No Yes
No Yes
No Yes
No Yes
No Yes
No Yes
No Yes
No Yes
No Yes

(mm/dd/yyyy)

Unknown

Unknown

Unknown

Unknown

Unknown

Unknown

Unknown

Unknown

Unknown
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1-Failed to return to clinic a
2-Declined study participation
3-Death

99-Other

If "Judgment of CTP/research staff" or "Other", specify:(R20THRSP)

Comments:(R2COMM)
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