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Introduction

Introduction to the Study

The Financial Incentives, Randomization with Stepped Treatment (FIRST) Trial is a 7-site randomized 
clinical trial, funded by the National Institute on Alcohol Abuse and Alcoholism, designed to determine the 
efficacy of Contingency Management (CM) plus Stepped Care for unhealthy alcohol use among patients 
living with HIV. Patients are enrolled and randomized to either CONTINGENCY MANAGEMENT PLUS 
STEPPED CARE or TREATMENT AS USUAL (TAU). Regardless of randomization, ALL patients are 
followed using standard research assessments at the same frequency and intensity.

This document outlines the details and logistics of enrolling and following patients in the FIRST Trial.  
This document assumes the Research Coordinator (RC) has already read the local Institutional Review 
Board (IRB) protocol, and is comfortable and familiar with the overall design and flow of the FIRST Trial.

The FIRST Trial coordinating center will work with RCs participating in the FIRST Trial to help them 
complete training in the following prior to enrolling participants: 

1.  REDCap, the web-based data management system;

2.   Assessments, including the mini-Structured Clinical Interview DSM (SCID) for Alcohol, the 
Timeline Followback for Alcohol (TLFB), the Addiction Severity Index (ASI), the NORC Diagnostic 
Screen for Gambling Problems, and Neurocognitive assessment (TRAILS A, TRAILS B);

3.  Timeline Followback (TLFB) to be completed by patients with the RC;

4.   Specific procedures for testing for alcohol levels with Phosphatidylethanol (PEth) and breath alcohol 
analyses (Breathalyzer), and for tobacco use with exhaled CO breath monitor (Smokerlyzer);

5.  Online calculators to determine the VACS Index score and FIB-4 score;

6.   Procedures associated with Contingency Management as outlined in the FIRST Trial Contingency 
Management for Unhealthy Alcohol Use in HIV (or FIRST Trial CM) manual. 

In addition, the RC should feel comfortable with all the forms associated with implementing the trial, 
including patient consent, participant materials, and interventionist visit forms (see Table 1, page 56).  
These forms are available on the VACS website.  
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Important Websites

Important Websites

REDCap 
https://vhacdwweb05.vha.med.va.gov

Trails A and Trails B website
http://www.nmr.mgh.harvard.edu/~bradd/Trail_Making_Test.pdf

Trails A and B YouTube
https://www.youtube.com/watch?v=rI2I3lseRZ0

Timeline Followback (TLFB) Instructions 
http://www.youtube.com/watch?v=Fmt3B7-ahmY

Phosphatidylethanol (PEth) Testing Instructions  
http://www.usdtl.com/testing/peth-alcohol-test-labs

BAC Track S80 (Breathalyzer) Operating Instructions
https://www.bactrack.com/pages/bactrack-s80-operating-instructions

Smokerlyzer Breath CO Test Instructions
http://www.covita.net/smokerlyzer.html

VACS Index Calculator (also calculates FIB-4 scores)
https://vacs.med.yale.edu/calculator/

VACS website for all study related documents 
https://medicine.yale.edu/intmed/vacs/Operations/workgroup_docs/FirstTrial.aspx 

–  Select “FOR INVESTIGATORS” tab

–  Select “VACS CORES AND WORKGROUPS”

–  Select “FIRST TRIAL”

–  Enter login information:
•   Username: vacs_study
•   Password: west_haven
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(continued on next page)

Screening and Enrollment Procedures

Important Reminders Regarding HIPAA Guidelines and Data Security

•   Always keep materials that contain a patient’s study ID separate from those that contain identifying 
information. For instance, never put a patient’s study ID number on any document or in the same folder 
along with a patient’s identifying information (name, initials, phone number, etc.).

•   Never leave identifying information in public areas (e.g., a list of patients’ names should be stored in a 
locked file cabinet in a locked room). Remember to always log off the VA computer when stepping away. 

A NOTE ON PATIENT SAFETY

*   Any patient who endorses suicidal thoughts must be promptly escorted to the Emergency Room or to a  
Mental Health unit and the site PI should be notified.

*   Any patient who tests above the legal limit for alcohol should be promptly escorted to a unit capable of retaining 
him/her or allowed to contact a family member who can transport the patient home. Patients who are above the 
legal limit should NOT participate in any related research activities until they are below the legal limit. 

FIRST Trial Inclusion and Exclusion Criteria  
Review Inclusion Criteria:

1. Be HIV-positive.

2. Recent significant alcohol consumption, as determined by a PEth greater than 20ng/mL.

3. Be able to understand English and provide informed consent. 

4.  Meet any of the following criteria for unhealthy alcohol use: 
a. At-risk drinking – based on data collected from the Timeline Followback:

a. Men <65 years old: greater than 14 drinks per week or greater than 4 drinks per occasion;
b.  Men >65 years old and all women: greater than 7 drinks per week or greater than 3 drinks  

per occasion.

    b. Medical condition impacted by alcohol as evidenced by one of the following:
a. detectable HIV viral load (>200 copies/mL) based on labs within the last 60 days;  
b.  tobacco use disorder defined as patient who has smoked at least 100 cigarettes (5 packs) in their 

life, currently smokes cigarettes every day or some days and has an exhaled CO level >6ppm;
c.  detectable HCV virus (>0 IU/L) based on most recent HCV RNA (i.e., antibody alone is not 

sufficient);
d.  liver fibrosis with a FIB-4 >1.45 based on labs within the last 60 days (as calculated in REDCap 

Screening Labs Plus Form);
e. depressive symptoms based on the Patient Health Questionnaire (PHQ-9) score >9;
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(continued on next page)

Screening and Enrollment Procedures

f.  Current (at least 30-day supply in the past 90 days and currently active [i.e., medication available  
on date of screening]) prescription for a psychoactive medication that interacts with alcohol, 
including benzodiazepines, opioids (excluding cough suppressants), antipsychotics, antidepressants, 
sleeping medications and other anxiolytics, muscle relaxants, and anticonvulsants based on  
VA pharmacy fill/refill data (see page 55). 

c. Alcohol Use Disorder – Meet DSM-5 criteria for alcohol use disorder, not in remission. 

Exclusion Criteria – no participant may:

1.  Be acutely suicidal, or with a psychiatric condition that affects his/her ability to provide informed  
consent or participate in counseling interventions (e.g., psychotic, dementia, delusional).

2.  Be currently enrolled in formal treatment for alcohol (for example, participating in intensive outpatient 
program or currently receiving medications to address alcohol use. Participation in mutual help groups  
such as Alcoholics Anonymous is okay.)

3.  Have medical condition(s) that would preclude completing or be of harm during the course of the study.

4. Be a pregnant or nursing woman who does not agree to use a reliable form of birth control.

5.  Have a current diagnosis of or be in remission for a gambling disorder based on positive screening item  
and confirmed with NODS, as below.

Screening and Intake

Identification of Potential FIRST Trial Participants

The following approaches should be used to identify potential participants for the FIRST Trial:

•   Proactive, opt-out screening process of potential participants (as identified by VACS/COMpAAAS data),  
with mailed introductory letter and then RC follow-up by telephone;

•   Routine or RC-initiated AUDIT-C screening during clinic;

•    Provider referral; and

•   Patient self-referral (patient may learn of study through contact with study team); 

To participate in the study, individuals must be or become a patient at your site’s VA Infectious Disease Clinic. 
Individuals do NOT need to be enrolled in the Veterans Aging Cohort Study (VACS) to participate in  
the FIRST Trial. 

FIRST Trial Inclusion and Exclusion Criteria (continued) 
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(continued on next page)

Screening and Enrollment Procedures

•   If they have been enrolled previously in the VACS survey study and are enrolled into the FIRST 
Trial, they should be followed as scheduled for both studies. 

•    If they are not currently enrolled in the VACS survey study, please offer enrollment into VACS 
survey study upon completion (e.g., after Month 12 assessments) of their participation in the  
FIRST Trial – do NOT offer enrollment until they have completed the Month 12 assessment.

Track All Patients Screened and Randomized

Use an Excel file to keep track of ALL patients who are contacted, screened with AUDIT-C by phone and/
or in person for the study, and whether they are enrolled. For patients not enrolled, continue to follow for 
potential change in eligibility with repeat AUDIT-C screening. See page 47 “For Patients Who Do NOT 
Meet Study Eligibility on Initial Screen” for additional information. The coordinating center will request a 
summary of patients screened and enrolled on a monthly basis to track recruitment efforts. These numbers 
will be reviewed during monthly RC calls and monthly PI/RC calls, and sites should track these numbers 
on a cumulative and monthly basis. Below outlines the fields we will review on these calls by site.  

Site RC completed 
AUDIT-C (n) in  
the past month

AUDIT-C > 0 (n) in 
the past month

Patients enrolled 
into FIRST Trial

Patients ineligible 
and reasons*

*  Does not meet inclusion criteria:  1. HIV-positive; 2. PEth >20 ng/mL; 3. Able to understand English and 
provide informed consent; 4. Unhealthy alcohol use; or meets an exclusion criteria: a. Acutely suicidal or 
psychotic; b. Enrolled in formal treatment; c. Have a medical condition that would preclude or be of harm 
during the course of the study; d. Be a pregnant or nursing woman; e. Have a current diagnosis of or be 
in remission of a gambling disorder; f. Declines participation; g. Other (please specify). 

Screening and Consent

Perform basic eligibility screen (over the phone, in person, or by chart review) of potential patients by 
assessing HIV status, past AUDIT-C scores, labs in the prior 60 days, medication list, and whether patient 
likely meets any exclusion criteria (i.e., terminally ill, engaged in formal alcohol treatment, etc.). If screening 
is conducted over the phone, follow the FIRST Trial Telephone Screening Script (See APPENDIX A on 
pages 59-60) and you can let the patient know that you will not be recording any of the information you 
collect. If the patient is potentially eligible (i.e., HIV-positive and AUDIT-C >0), schedule a screening visit.  

For any patient with an AUDIT-C >0, proceed with Screening Visit with the Research Coordinator:

•   Confirm room availability and plan for obtaining written informed consent for screening, entry into 
REDCap, and initial screening assessments to determine eligibility, and, if indicated, PEth testing.

Screening and Intake (continued) 
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Screening and Enrollment Procedures

Prepare Screening and Consent Visit Documents and Materials:

•   Expect the visit to take 15-30 minutes.  
•    Locate FIRST Trial Study Participant Screening and Consent Packet and materials.

–   FIRST Trial Screening Consent Form (2 copies, one for patient and one for chart) 
For all enrolled patients, keep all written documentation in study participant packet, including 
intake information, notes, etc.

–  PEth blotter and lancet; shipping labels

–  CO breath monitor and tube

•   Proceed through the screening process within REDCap and by following the Flow Chart on 
pages 16-17.

REDCap FIRST Trial Forms by Visit

ARM 1: PRE-RANDOMIZATION (a multi-step timepoint)

a. SCREENING (pre-PEth order):

Prior to participant coming in: 

At PreScreening, when ready to collect data from medical record review, open the FIRST Trial Study  
in REDCap. The patient will be entered initially into the FIRST Trial Pre-Randomization ARM  
(ARM 1). Assign the patient your site’s sequentially next available study ID number prefixed by the site 
acronym (e.g., vadc1, vadc2, vadc3, etc.). Enter data into the first form available in Pre-Randomization 
(PreScreening Participant Data Form). Until this form is SAVED in REDCap, the study ID assignment 
is not secured. This is the number that should be written on all study-related documents, avoiding use 
of any other patient identifying information.

•   PreScreening Participant Data Form (minimal participant information)

•   PreScreening Labs Plus Form (from lab record review)

•   Psychoactive Medications Form (from record review)

•   Initial EMR Screening Form: (Does participant meet criteria for continued screening? No=Stop and 
delete PreScreening Participant Data Form; Yes=Contact patient by phone for AUDIT-C completion; 
and confirm/update [sex at birth] on PreScreening Participant Data Form)

•   AUDIT-C and NIAAA Screener Form: (if AUDIT-C >0, then proceed to schedule a visit and complete 
WRITTEN CONSENT FOR SCREENING. Otherwise, the patient is ineligible, and  
please delete PreScreening Participant Data Form)

Screening and Intake (continued)
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(continued on next page)

Screening and Enrollment Procedures

Participant appointment: 

•   Create participant’s calendar (left of screen: under Data Collection>Scheduling) 

–   In dropdown “choose existing unscheduled” participant’s Record ID

–   Add START DATE as participant’s first appointment date

–   Click GENERATE SCHEDULE

–   The available REDCap “How to” video at top of screen is very useful.

–   Calendar must be generated anew in Randomization ARM  
(ARM 2: CM plus Stepped Care; ARM 3: Treatment As Usual)

–   At each visit, review calendar for accuracy.

•   GAMBLING ASSESSMENT Screener (If NO gambling disorder, proceed and complete the 
TLFB. If the patient meets criteria for a gambling disorder, then they are ineligible; please delete 
PreScreening Participant Data Form)

•    TLFB Past 21 Days (if participant’s average daily drinks based on the past 21 days is <1, the patient 
is currently ineligible, and delete PreScreening Participant Data Form. If average daily drinks is >=1 
drink per day, then continue screening process)

•   SCREENING AT-RISK DRINKING and HIV, HCV, FIB4, Psy Med Criteria (if meets criteria for  
At-Risk Drinking OR for Medical Condition impacted by Alcohol based on Lab Form and/or 
Psychoactive Medications Form, send the patient for PEth; if NOT, because he/she either does not 
have available lab data within the specified time period, or has lab data but does not meet criteria, 
continue screening process)

•   PHQ-9 Screener (if meets criteria based on PHQ-9 score >9, send for PEth; if NOT, continue 
screening process)

•   Mini-SCID Screener (if AUDIT-C >=4 for men or AUDIT-C >=3 for women, then complete the 
mini-SCID. If the participant meets criteria for Alcohol Use Disorder based on mini-SCID, send 
for PEth. If a mini-SCID is not indicated based on AUDIT-C score, or the patient does not meet 
criteria for an alcohol use disorder, then continue screening process)

•   Smoking Assessment Screener (if the patient meets criteria for Tobacco Use Disorder based on 
assessments [questions and carbon monoxide test >6ppm], please send for PEth; if the patient 
does NOT meet criteria for Tobacco Use Disorder, save this form, then review labs) 

–   If the patient’s most recent labs for HIV viral load and FIB-4 calculations (AST, ALT and 
platelets) were more than 60 days ago and/or there are no HCV labs (antibody or RNA if 
indicated), please have labs ordered and drawn. Enter results in the PreScreening Lab Plus Form 
when available and determine whether patient meets eligibility. 

Screening and Intake – REDCap FIRST Trial Forms by Visit (continued)
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(continued on next page)

Screening and Enrollment Procedures

–   If these labs have been drawn within the required time period, but the patient does not  
have either an HIV viral load >200 copies/mL, FIB-4 score >1.45 or untreated HCV,  
(HCV RNA >0 IU/L), then the patient is not currently eligible for the FIRST Trial.  
Proceed to deleting the PreScreening Participant Data Form and rescreen in the future. 

•   Screening Participant Study Status Summary Form – Complete this last form in SCREENING 
timepoint, regardless of eligibility.

If the participant is currently ineligible for the FIRST Trial (or refuses to participate), then confirm 
ability to follow for future eligibility.  

If eligible, conduct PEth testing. Enter result in the PreScreening Labs Plus Form. If the result is  
>20 ng/mL proceed to: 

–  offer the patient study participation; 
–  obtain written informed consent for study participation; 
–  complete Baseline assessments.

b.   BASELINE (post-PEth assessments):
       Note: Baseline assessment forms will vary based on what assessments are completed prior to 

eligibility prescreening process for PEth testing.

THEN PROCEED TO BASELINE ASSESSMENTS (POST-PEth)

•  Review REDCap calendar for accuracy

•  Baseline Participant Data Form

•  Patient Locator Form

•  Baseline Labs Plus Form (includes skip logic based on results received at SCREENING)

•  Gambling Assessment Baseline (includes skip logic based on results received at SCREENING)

•  HIV Risk Behavior Scale

•  ASI Lite-CF

•  ASSIST Lite

•  PHQ-9 Baseline (includes skip logic based on results received at SCREENING)

•  Mini-SCID Baseline (includes skip logic based on results received at SCREENING)

•  Smoking Assessment Baseline (includes skip logic based on results received at SCREENING)

•  ATSR (Addiction Treatment Services Review) Baseline

•  HIV History

•  Readiness Ruler

Screening and Intake – REDCap FIRST Trial Forms by Visit (continued)
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(continued on next page)

Screening and Enrollment Procedures

•  Family Alcohol History

•  Neurocognitive Assessment

•  Sleep Assessment

•   Baseline Unhealthy Alcohol Use Criteria Form – Enter the date at the top of the form. All other fields 
on the form will auto-populate based on forms completed. If any fields do NOT auto-populate, please 
review previously collected data for completeness. If participant is found NOT to meet criteria for  
At-Risk Drinking, Alcohol Use Disorder, nor Medical Condition Potentially Impacted by Alcohol, 
then he/she is currently ineligible. If the participant meets criteria for At-Risk Drinking, Alcohol Use 
Disorder, and/or Medical Condition Potentially Impacted by Alcohol, continue as they are eligible. 

•   Study Eligibility and Randomization Form – This form confirms participant’s eligibility and randomizes 
the participant into CM plus Stepped Care group or TAU group. For participants randomized 
to “CM plus Stepped Care” refer for social worker visit and enroll (assign via REDCap process; 
see next paragraph: ‘Randomization ARM Assignment’) in ARM 2 (CM plus Stepped Care); for 
participants randomized to Treatment As Usual, enroll (assign via REDCap process; see next paragraph: 
“Randomization ARM Assignment”) in ARM 3 (Treatment As Usual)

•   Baseline Patient Study Status – Complete this last form in BASELINE timepoint, regardless of 
eligibility

Proceed based on randomization group assignment: ARM 2 (CM plus Stepped Care) or ARM 3 (Treatment 
as Usual). All assessments conducted at Week 12, Week 24, Month 9, and Month 12 are identical for BOTH 
groups (i.e., CM plus Stepped Care and Treatment As Usual) 

•   Randomization ARM Assignment:

–   Enroll (assign) participant into appropriate ARM via copying FIRST Trial Participant ID from 
ARM 1: PreRandomization and pasting into correct study group arm via vertical tab: ADD/EDIT 
RECORDS>Choose Correct ARM in dropdown for “Enter a new or existing FIRST Trial Participant 
ID” and paste. 

–   Enter data into the first form available in the newly assigned ARM. Until this form is SAVED in 
REDCap, the study ARM assignment is not secured, so do not forget to hit “SAVE.”

–   Calendar must be regenerated in assigned Randomization ARM (ARM 2: CM plus Stepped Care;  
ARM 3: Treatment As Usual).

ARM2: CM PLUS STEPPED CARE – For participants randomized to CM plus Stepped Care ONLY, the 
following are important forms related to delivery of the intervention:

•   Intervention Compliance CM Social Worker Visits Form – CM Social Worker Visits 1–5 (Occurring 
Weeks 0-12). Data at bottom of form utilized for determining Step Up to STEP 2 for MET and APM.

Screening and Intake – REDCap FIRST Trial Forms by Visit (continued)
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Screening and Enrollment Procedures

•   Contingency Management Tracking Form – CM Social Worker Visits 1-5 (Occurring Weeks 0-12).

•   FIRST Trial Personal Feedback Form – CM Social Worker Visit 5 ONLY.

ARM2 AND ARM3: Week 12 (all participants enrolled in study)

•   Patient Locator Form (update at every visit and include at least one contact with a landline)

•   Follow-Up Labs Plus Form

•   Psychoactive Medications Form

•   TLFB (past 21 days)

•   HRBS

•   ASSIST Lite

•   PHQ-9

•   Smoking Assessment

•   Addiction Treatment Services Review Follow-Up

•   Neurocognitive Assessment

•   Sleep Assessment

•   Patient Satisfaction Survey 

•   Patient Study Status Follow-Up (complete this last form in Week 12 timepoint)

ARM2: MET and APM Sessions (Forms used ONLY for patients randomized to CM plus Stepped Care 
group, AND who were stepped up at Week 12.) 

•   Intervention Compliance – MET Sessions (MET Visits 1–4)
•   Intervention Compliance – APM Sessions (APM Visits 1–6)

ARM2 AND ARM3: Week 24 (all participants enrolled in study)

•  Follow-Up Labs Plus Form

•  Psychoactive Medications Form

•  TLFB (past 21 days)

•  HRBS

•  ASI Lite-CF

•  ASSIST Lite

•  PHQ-9

•  Smoking Assessment

•  Addiction Treatment Services Review Follow-Up 

•  Neurocognitive Assessment

•  Sleep Assessment

Screening and Intake – REDCap FIRST Trial Forms by Visit (continued)
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Screening and Enrollment Procedures

•   Patient Satisfaction Survey 

•   Patient Study Status Follow-Up (complete this last form in Week 24 timepoint)

ARM2 AND ARM3: Month 9 (all participants enrolled in study)

•  Follow-Up Labs Plus Form

•  Psychoactive Medications Form

•  TLFB (past 21 days)

•  HRBS

•  ASSIST Lite

•  PHQ-9

•  Smoking Assessment

•  Addiction Treatment Services Review Follow-Up 

•  Neurocognitive Assessment

•  Sleep Assessment

•  Patient Satisfaction Survey

•  Patient Study Status Follow-Up (complete this last form in Month 9 timepoint)

ARM2 AND ARM3: Month 12 (all participants enrolled in study)

•  Follow Up Labs Plus Form

•  Psychoactive Medications Form

•  TLFB (past 21 days)

•  HRBS

•  ASI Lite-CF

•  ASSIST Lite

•  PHQ-9

•  Smoking Assessment

•  Addiction Treatment Services Review Follow-Up 

•  Neurocognitive Assessment

•  Sleep Assessment

•  Patient Satisfaction Survey

•  Patient Study Status Follow-Up (complete this last form in Month 12 timepoint)

Screening and Intake – REDCap FIRST Trial Forms by Visit (continued)
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Screening and Enrollment Procedures

NOTES:  

•   SITE Prefixes: Atlanta vaat; Dallas vada; Houston vaht; Washington, DC vadc; Los Angeles vala;  
New York-Bronx vabr; New York-Manhattan/Brooklyn vamb

•   CALENDAR function: must be generated when participant is scheduled for first visit in ARM 1: 
PreRandomization and again after randomized into study group ARM 2: CM plus Stepped Care OR 
ARM 3: Treatment As Usual. Thereafter, calendar should be reviewed for accuracy at each visit. 

–   To see your clinic’s expected FIRST Trial study activity for a particular day/week/month, click  
on APPLICATIONS>CALENDAR on the left.

–   After randomization, the date of randomization is used to determine timing of assessment and 
intervention-related visits. This date will be FIXED and calendar will NOT change after the date 
of randomization occurs. 

The available REDCap “How to” video at top of screen is very useful.

•   All forms should be completed in the order in which they appear. Some values are carried forward  
in calculations that will not perform without previous completion of the supporting fields.

•   Adverse Event Form and Protocol Deviation Form are available at all timepoints. They will be used  
as needed/instructed.

•    Patient Locator Form: previously collected information should be reviewed/updated at each visit.  
If unchanged, no data entry should be made. Request information for at least one contact with a 
landline given how frequently cell phone numbers change.

•   CLINICAL COMMENTS: field at the bottom of every form, for anything clinically significant  
(for THAT participant, and for THAT form, and for THAT timepoint) that is not collected in the 
form itself.

•    Patient Study Status Forms (each timepoint) serve dual purpose: end of timepoint current participant 
status if continuing on study; AND study termination information if exiting prior to end of study or 
completing study.

•    There are 5 Unscheduled Visit Forms to be used if/when collecting data during an out-of-window visit. 
(See page 48 for additional information).

Screening and Intake – REDCap FIRST Trial Forms by Visit (continued)
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*see next page (17) for proceeding to PEth testing

Screening and Enrollment Procedures

Ineligible: Currently receiving 
formal alcohol treatment, terminally 

ill, pregnant, actively psychotic or 
suicidal, unable to consent Eligible for Screening

RC administers AUDIT-C to partcipant by phone or in person

Ineligible: (AUDIT-C =0) Potentially Eligible (AUDIT-C>0); obtain written 
consent for screening and proceed with Screening

Screen for Gambling Disorder: Single item screen +/- NODS

Ineligible: Gambling Disorder Potentially Eligible: No Gambling Disorder

Complete TLFB with Research Coordinator (past 21 days)

On average drinks <1 drink 
per day, then ineligible

Does not meet the criteria  
for At-Risk-Drinking BUT on 

average drinks >=1 drink per 
day, proceed with Screening

On average drinks >=1 drink 
per day and meets criteria  

for At-Risk-Drinking
*Proceed to PEth testing

Does participant have a detectable HIV viral load >200 copies/m or FIB-4 >1.45 (in the past 
60 days) or detectable HCV RNA viral load >0 IU/L (most recent lab) or active psychoactive  

medication with dispensing of 30 or more days in the past 90 days?

If no, RC administers PHQ-9

Does not meet the criteria PHQ-9 < 9 Meets the criteria PHQ-9 >9

If AUDIT-C >=4 for  men  OR >=3 for women, RC administers Mini-SCID

Does not meet the criteria for AUD Meets the criteria for AUD

RC administers smoking assessment and carbon monoxide (CO) breath monitor test

Does not meet the criteria for  
tobacco use disorder

Meets the criteria for tobacco use 
disorder and has CO test >6ppm

*Proceed to PEth testing

*Proceed to PEth testing

*Proceed to PEth testing

*Proceed to PEth testing

Screening and Intake – REDCap FIRST Trial Flow Chart
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(continued on next page)

Screening and Enrollment Procedures

Take photograph of filled PEth blood 
spot collection card and send to:  
Elizabeth.porter@yale.edu.
Ship to USDTL after confirmation of 
adequate sample. 

Ineligible: PEth <= 20 ng/mL; 
rescreen in the future 

Eligible: PEth >20 ng/mL

RC offers participationRefuses to Participate

Agrees to Participate

RC obtains written informed  
consent for study participation

Complete all baseline assessments        

RC randomizes participant; reimburses  
participant; facilitates intervention as indicated  

(CM plus Stepped Care vs. TAU); schedules 
3-month follow-up for assessments

If patient did not have HIV viral load or FIB-4 value in the past 60 days or HCV viral load 
that was detectable based on most recent labs, then send to lab for indicated tests.  

Non-detectable HIV viral load and FIB-4  
< 1.45 and/or non-detectable HCV viral 
load. Participant is not currently eligible for  
FIRST Trial, should be screened in future

Has either: An HIV viral load >200 
copies/mL or FIB-4>1.45 based on 

labs in the prior 60 days and/or HCV 
RNA >0 IU/L on most recent labs 

*Conduct PEth testing
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(continued on next page)

Screening and Enrollment Procedures

Complete documentation in VA Computerized Patient Record System (CPRS) that patient has consented 
for screening for the FIRST TRIAL or consent to participate in the FIRST Trial as indicated per your  
IRB approval.

Place the following documentation in CPRS:

•  Consent documents, scan into VISTA Image.

•   CPRS consent note – below is a suggested template, and the note should be routed to the HIV 
provider for co-signature:

Title Visit: ID Research Note

Encounter Info: Use site PI as the provider; document the encounter as brief with ICD-10 CM 
diagnostic code of Z00.6.

Text for Visit Note:

SCREENING CONSENT NOTE FOR THE FIRST TRIAL: insert protocol # and IRB approval date

STUDY PRINCIPAL INVESTIGATOR: Dr. David Fiellin, Yale University  
SITE PRINCIPAL INVESTIGATOR: insert name of site PI and contact info

PERSON OBTAINING CONSENT: insert name of person obtaining the participant’s informed 
consent

The FIRST Trial is a multi-site, randomized clinical trial designed to compare the efficacy of 
Contingency Management (CM) plus Stepped Care with that of Treatment As Usual (TAU) for 
unhealthy alcohol use among patients living with HIV. Patients are enrolled and randomized to either 
CONTINGENCY MANAGEMENT plus STEPPED CARE or TREATMENT AS USUAL. Delivered 
by a Social Worker, CONTINGENCY MANAGEMENT provides counseling with reinforcements 
(rewards), which are contingent upon attaining specified goals including abstinence from alcohol 
and progress toward either addressing a medical condition impacted by alcohol or alcohol treatment. 
Patients who do not demonstrate abstinence at 3 months will be STEPPED UP to receive treatment 
from an Addiction Psychiatrist and Motivational Enhancement Therapy from the Social Worker. 
Patients randomized to TREATMENT AS USUAL will receive general information about the impact 
of alcohol use on their health, and providers will be informed if the research team learns a referral to 
Addiction Specialty Services may be indicated.  

This note serves to document that the patient consented to screening for potential participation in the 
FIRST Trial. 

•  The patient received a copy of the signed and dated FIRST TRIAL Screening Consent Form. 

•  The risks and benefits associated with participation in screening were explained to the patient.

•  Per protocol, the participant completed assessments and other aspects of the protocol.

Screening and Intake – REDCap FIRST Trial Forms by Visit (continued)
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(continued on next page)

Screening and Enrollment Procedures

At PreScreening, when ready to collect data from medical record review, open the FIRST Trial Study in 
REDCap – the patient will be entered initially into the FIRST Trial Pre-Randomization ARM (ARM 1).  
Assign the patient your site’s sequentially next available study ID number prefixed by the site acronym; 
(e.g., vadc1, vadc2, vadc3, etc.). Enter data into the first form available in Pre-Randomization (PreScreening 
Participant Data). Until this form is SAVED in REDCap, the study ID assignment is not secured. This 
is the number that should be written on all study-related documents, avoiding use of any other patient 
identifying information.

–   Complete PreScreening Labs Plus Form

–   Complete Psychoactive Medications Alcohol Form

–   Open Initial EMR Screening Form to confirm patient has met the minimal inclusion criteria

–   If patient is ineligible at this point, delete the PreScreening Participant Data Form, and flag  
your tracking system to potentially rescreen this patient at a later date.

–   If patient shows PreScreening eligibility, contact the patient and complete the AUDIT-C  
over the telephone.

–   If the patient has an AUDIT-C score >0, invite them in to participate in the study screening  
and obtain written screening consent.

•  Write the patient’s study ID number from REDCap on FIRST Trial Study folder.

Screening and Intake – REDCap FIRST Trial Forms by Visit (continued)
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(continued on next page)

Screening and Enrollment Procedures

Screening and Intake (continued) 

Set Week 0 Screening Assessment with the Research Coordinator

•   Confirm room availability. Review medical record to ascertain if patient is likely to meet any exclusion 
criteria above or have at least one of the medical conditions listed below (based on labs and/or 
pharmacy data):  

– HIV viral load >200 copies/mL within the past 60 days;

–  Most recent HCV viral load >0 IU/L regardless of timepoint unless patient reports receiving HCV 
treatment outside of VA;

– FIB-4>1.45 within the past 60 days;

–  Receipt of at least 30-day supply of a psychoactive medication in the past 90 days and currently  
active prescription.

Prepare Week 0 Screening Assessments

•  Expect screening assessments to last approximately 30 minutes. The goal of this visit is to determine 
whether the patient 1) meets any exclusion criteria; 2) meets criteria for at least one drinking category 
consistent with unhealthy alcohol use; and 3) drinks on average at least one drink per day based on the 
Timeline Followback calendar.  

•   Locate FIRST Trial Screening Assessments and Materials.

Complete FIRST Trial Week 0 Screening Assessments

For patients who are being re-evaluated after 30 days for the study, complete a new set of screening and 
Baseline assessment forms (see page 47).

Contents of Intake Study Participant packet and other materials

•  Intake Check Off Sheet

•  Mini-SCID (to be done for patients if AUDIT-C >4 for men OR >3 for women)

•  Breathalyzer test kit

•  PEth testing materials

•  Exhaled carbon monoxide test

•  Urine pregnancy test (urine cup and test strips)
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(continued on next page)

Screening and Enrollment Procedures

Screening and Intake – Complete FIRST Trial Week 0 Screening Assessments (continued)

A note on patient safety:

Any patient who tests above the legal limit for alcohol should be promptly escorted to a unit capable of 
retaining him/her or allowed to contact a family member who can transport the patient home. Patients 
who are above the legal limit should NOT participate in any related research activities until they are 
below the legal limit. 

PreScreening Assessments to be completed in REDCap by Research Coordinator without patient prior 
to patient contact via medical record/labs review.

NOTE: All data should be directly entered into REDCap as it is collected

– PreScreening Participant Data Form

– PreScreening Labs Plus Form

– Psychoactive Medications Alcohol Form

Screening Assessments to be completed in REDCap by Research Coordinator with patient or  
based on patient responses  

– AUDIT-C & NIAAA single item question (to be completed via phone)

– Gambling Assessment Screener

– Timeline Followback (TLFB) (past 21 days) on a paper form. (RC will enter into REDCap)

– At-Risk Drinking and HIV-HCV_FIB-4-PsyMed Criteria 

– PHQ-9

– Mini-SCID for Alcohol (if appropriate)

– Smoking Assessment 

– Screening Participant Study Status Summary
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(continued on next page)

Screening and Enrollment Procedures

Screening Process

•  Use Intake Check Off Sheet for reference

•  Gambling Screening Assessment; if positive screen, proceed to NODS 

•  Complete TLFB for past 21 days with patient

•   Determine whether patient meets at least one of the following criteria for unhealthy alcohol use by 
completing the following:

–  At-risk drinking: TLFB summary form based on patient completed TLFB

–  Alcohol use disorder: Mini-SCID if indicated (AUDIT-C >4 for men and AUDIT-C >3 for women)

–  Medical condition impacted by alcohol: 

~    Current psychoactive medication that may interact with alcohol (≥30-day supply in past 90 days 
and currently active [i.e., medication should be available to patient]): benzodiazepines, opioids 
(excluding cough suppressants), antipsychotics, antidepressants, sleeping medications and other 
anxiolytics, muscle relaxants, and anticonvulsants

OR

~    Lab form: HIV viral load >200 copies/mL in past 60 days; OR HCV RNA >0 IU/L based on 
most recent labs; OR FIB-4 >1.45 in past 60 days  

OR

~   PHQ-9: score >9 

OR

~   Smoking assessment: to assess if tobacco use disorder, defined as patient who has smoked at least 
100 cigarettes (5 packs) in their life, currently smokes cigarettes every day or some days and has 
an exhaled CO level >6ppm; 

AND

~   Use TLFB to assess whether patient drinks, one average, at least one drink per day based on the  
prior 21 days 

•  Complete FIRST Trial Screening Form to determine eligibility: 

–  If patient meets eligibility criteria, drinks on average at least one drink per day and is willing to 
participate, proceed to completing PEth testing and schedule follow-up for when PEth results  
will be available. 

Screening and Intake (continued)
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Screening and Enrollment Procedures

Screening and Intake – Screening Process (continued)

–  Send PEth test via regular shipping and processing:

    Send to:   United States Drug Testing Laboratories 
1700 S. Mount Prospect Road  
Des Plaines, Illinois 60018-1804 
p/847-375-0770 | f/847-375-0775 
Account Name: Yale University_CM First Trial_R 
Client ID: R031714CT, PO# SNP6536235

   Report to:   Ms. Beth Porter 
Yale University School of Medicine 
367 Cedar Street | Harkness A, Suite 411 
New Haven, CT 06510 
ID: R031714CT 
Client: Yale University_CM First Trial_R

–  Enter PEth results into REDCap in the Labs Plus Form when available.

•   If there is a question of eligibility, send an email to your local site PI. 
•  If there are further questions, you or your site PI should email: 

Ms. Beth Porter (elizabeth.porter@yale.edu), 
Dr. Edelman (ejennifer.edelman@yale.edu), or  
Dr. Fiellin (david.fiellin@yale.edu) with details.  

Potential questions of eligibility may include:
– Psychiatric issues (current psychosis, dementia)
– Current (in past 30 days) formal treatment for alcohol use disorder
– Acute life-threatening or terminal medical problem(s)
– Pregnancy

In between initial screening visit and follow-up screening visit:

•   Notify the Social Worker of potential FIRST Trial participant and need for Contingency Management 
Intervention (50:50 depending on randomization); secure a room for the visit.  

•   Prepare for next visit to consent patient for FIRST Trial study participation, complete baseline assessments, 
randomize patient, reimburse patient with $50 gift card and facilitate appropriate intervention. 

•   If PEth value is <=20 ng/mL, call the patient and thank them for their time and inform them that they are 
not currently eligible for study participation but can be re-evaluated for participation in the future.  
(Note: To avoid a patient drinking excessively to meet criteria for entry into the study at a later date, do not 
let the patient know why they do not meet study criteria.) Inform them that there is no need for them to 
return for the scheduled research visit.
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(continued on next page)

Screening and Enrollment Procedures

Screening and Intake – Screening Process (continued)

•   If PEth value is >20 ng/mL, have the patient return for follow-up visit as soon as possible, as the patient is 
eligible for entry into the study and randomization.  

•   Ensure that all lab results for all participants regardless of eligibility, including PEth test results, are entered  
into the Lab Plus Form.

Complete baseline visit for patients who are potentially eligible and with PEth >20 ng/mL (please allow 
approximately 60-90 minutes for the baseline visit): 

Materials for visit: two copies of the FIRST Trial Consent Form for Study Participation (one goes to patient,  
one for study chart), Breathalyzer, digital recorder, cell phone or stopwatch (to record number of seconds to 
complete neurocognitive assessment), $50 gift card, patient study chart.

•   Complete written informed consent for participation in the FIRST Trial with patient (give one copy to 
patient, one for study chart)

•   Complete documentation in CPRS that patient has consented for participation in the FIRST Trial.  
Place the following documentation into CPRS:

– Consent documents, scan into VISTA Image.

–  Add documentation in CPRS as indicated by your site. Below is a suggested template, and the note  
should be routed to the ID attending for co-signature:

Title Visit: ID Research Note

Encounter Info: Use site PI as the provider; document the encounter as brief with ICD-10 CM  
diagnostic code of Z00.6.
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(continued on next page)

Screening and Enrollment Procedures

Screening and Intake – Screening Process (continued)

Text for Visit Note: 

CONSENT NOTE FOR PARTICIPATION IN THE FIRST Trial: insert protocol # and IRB  
approval date

STUDY PRINCIPAL INVESTIGATOR: Dr. David Fiellin, Yale University 

SITE-PRINCIPAL INVESTIGATOR: insert name of site PI and contact info

PERSON OBTAINING CONSENT: insert name of person obtaining the participant’s informed 
consent

The FIRST Trial is a multi-site, randomized clinical trial designed to compare the efficacy of 
Contingency Management (CM) plus Stepped Care with that of Treatment As Usual (TAU) for 
unhealthy alcohol use among HIV-positive patients. Patients are enrolled and randomized to either 
CONTINGENCY MANAGEMENT plus STEPPED CARE or TREATMENT AS USUAL. Delivered 
by a Social Worker, CONTINGENCY MANAGEMENT provides counseling with reinforcements 
(rewards), which are contingent upon attaining specified goals, including abstinence from alcohol 
and progress toward either addressing a medical condition impacted by alcohol or alcohol treatment. 
Patients who fail to have abstinence at 3 months will be STEPPED UP to receive treatment from an 
Addiction Psychiatrist and Motivational Enhancement Therapy from the Social Worker. Patients 
randomized to TREATMENT AS USUAL will receive general information about the impact of  
alcohol use on their health, and providers will be informed if the research team learns a referral to 
Addiction Specialty Services may be indicated.  

This note is intended to inform you of this patient’s participation in the trial: 

– The patient received a copy of the signed and dated FIRST Trial Consent to Participate Form.

– The risks and benefits associated with participation in screening were explained to the patient.

– Per protocol, the participant completed assessments and other aspects of the protocol.

Proceed to completing all baseline assessments as listed in REDCap.  

Note: The number of baseline assessments will vary for each patient, depending on which assessments  
are completed during the initial screening visit. 

– Conduct Breathalyzer testing and document results in the Labs Plus Form

At the end of these two screening visits and prior to randomization, ALL of the following forms should  
be completed:

• PreScreening Participant Data

• AUDIT-C
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Screening and Enrollment Procedures

• Mini-SCID for Alcohol (if appropriate) Screener or Baseline Forms

• TLFB

• Smoking Assessment Screener or Baseline Forms

•  PreScreening and Baseline Labs Plus Forms (*some labs may be pending prior to randomization;  
okay as long as they have been drawn and not required to confirm eligibility)

• Gambling Assessment Screening or Baseline Forms

• Psychoactive Medications Form

• Screening Participant Study Status Summary

• Baseline Participant Data

• Patient Locator Form

• ASSIST Lite

• Addiction Severity Index (ASI-CF)

• Addiction Treatment Services Review (ATSR)

• PHQ-9 Screening or Baseline Forms

• HIV Risk-Taking Behavior Scale (HRBS)

• Family Alcohol History

• Readiness Ruler

• HIV History

• Neurocognitive Assessment (TRAILS A and TRAILS B)

• Sleep Assessment 

• Baseline Unhealthy Alcohol Use Criteria

• Study Eligibility and Randomization

• Baseline Patient Study Status

Screening and Intake – Screening Process (continued)
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(continued on next page)

Follow-Up Assessments and Intervention Visits

Randomization 

Randomization should be done after the patient has provided informed consent, all baseline assessments are 
completed and confirmation is made that any necessary labs have been collected.

Eligible patients will be randomized to either CONTINGENCY MANAGEMENT PLUS STEPPED CARE or 
TREATMENT AS USUAL.

Study Eligibility and Randomization Form

Complete this form in its entirety as guided by the form.

• Enter assessment date

• Study Inclusion Criteria – Respond to EVERY question 

• Study Exclusion Criteria – Respond to EVERY question 

• Strata Summary and Eligibility

–  Enter Categorization – per form instructions this value is found on Baseline Unhealthy Alcohol Use 
Criteria Form. After value is entered, a message will display confirming validity (or not) of entry

–  The ELIGIBLE field will auto-populate (if it does not, then review all questions needing response to 
this point)

• Randomization Attestation – Respond to FIRST 3 questions

– 4th question will autopopulate. Follow form instructions

•  RANDOMIZATION: if all of the above identifies the participant as an eligible participant AND the  
“Ready to randomize?”: question auto-populates to YES, then a green “RANDOMIZE” button will appear.

– Click the button and confirm that you wish to randomize this participant.

–  You will receive a message indicating the participant’s assigned study group, and the field will populate 
with the name of the randomized group.

ENROLL TO RANDOMIZED STUDY ARM ASSIGNMENT

•  Enroll participant into appropriate ARM via copying FIRST Trial Participant ID from  
ARM 1: PreRandomization and paste into correct study group arm via vertical tab: ADD/EDIT 
RECORDS>Choose Correct ARM in dropdown for “Enter a new or existing FIRST Trial  
Participant ID” and paste. 

•  Enter data into the first form available in the newly assigned ARM. Until this form is SAVED  
in REDCap, the study ARM assignment is not secured.

•  Calendar must be generated anew in Randomization arm (ARM 2: CM plus Stepped Care;  
ARM 3: Treatment as Usual). All assessment and intervention (for those randomized to CM plus 
Stepped Care) related visits are based on the randomization date. This date will NOT change for  
the remainder of the study.
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Follow-Up Assessments and Intervention Visits

For all participants who have completed assessments and have been randomized regardless of  
treatment group: 

–  Schedule the appointment to complete the 3-month assessments (and intervention related visits  
for those randomized to CM plus Stepped Care). 

– Provide $50 gift card after completion of the baseline assessments and randomization.

•    Proceed to CONTINGENCY MANAGEMENT PLUS STEPPED CARE or TREATMENT AS  
USUAL depending on randomization.  

Based on their group assignment (CONTINGENCY MANAGEMENT PLUS STEPPED CARE or  
TREATMENT AS USUAL), follow the algorithm as outlined below.

HIV infection + 
PEth >20 ng/mL + 

unhealthy alcohol use
Randomization

Continency Management 
Plus Stepped Care

Treatment as Usual

STEP 1

STEP 2

Contingency
Management
(5 sessions)

Motivational 
Enhancement 
Therapy and 
Addiction 
Physician 
Management

Response:
Monitor & Maintain

Baseline     Week 12       Week 24

Health Handout or Potential Referral

Participants are “stepped up” UNLESS there are documented results that PEth <8 ng/mL at Week 12 visit.

Randomization (continued)

Non-re
sp

onse
 

Stepped Up
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(continued on next page)

Follow-Up Assessments and Intervention Visits

Treatment Procedures
Week 0

Contingency Management (CM) plus Stepped Care ARM

•  Overview: CM with counseling will be provided according to the FIRST Trial CM Manual and provided  
by the Social Worker and the RC. It will occur at baseline and then once every 3 weeks over 3 months  
(5 sessions total). Based on the participant's 1. Breath Alcohol Concentration (BAC), 2. PEth and 3. progress 
toward specific goals, he/she will be eligible to receive rewards. Participants who have a PEth  
value ≥8 ng/mL at 3 months will be stepped up for Motivational Enhancement Therapy with the  
Social Worker, coupled with Addiction Physician Management with the Addiction Psychiatrist. In addition  
to rewards, all patients completing intervention visits with either the Social Worker or Addiction Psychiatrist 
will receive $15 per visit as reimbursement for travel-related costs.

CM Visits with the Social Worker and RC should occur according to the following schedule:

 Week 0* 1 2 3 4 5 6 7 8 9 10 11 12

CM Counseling Visits X X X X X

* Week 0 = Baseline

– Prior to baseline visit, the RC should provide the Social Worker with the following materials:
•  $15.00 for travel compensation

– Fishbowl with 100 slips of paper including the following: 
•  20 x “Good job”
•  64 x : “Medium prize” valued at $5
•  15 x “Large prize' valued at $25
•  1 x “Jumbo prize” valued at $100

– CM manual

– Digital recorder 

–  FIRST TRIAL CM Week 0 Encounter Form, including documentation of participant’s BAC  results 
and medical conditions impacted by alcohol (including exhaled CO result if applicable) 

–  BAC result should be based on baseline Week 0 assessment; repeat if more than 1 hour has lapsed 
between initial BAC and CM visit. 

– FIRST Trial Reminder Slip

– Personal Needs Assessment Form

•  The Social Worker should complete Week 0 CM counseling with the participant and the FIRST Trial 
CM Week 0 Encounter Form. This session should be recorded.
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(continued on next page)

Follow-Up Assessments and Intervention Visits

•  The Social Worker and participants will sign the FIRST Trial Reminder Slip, specifying target behavior 
to address alcohol use or medical condition impacted by alcohol, associated plan for verification of 
the activity’s completion, associated earnings, and date of next CM visit. One copy is given to the 
participant; one is returned to the RC and kept in the Study Chart.

•  The Social Worker and participant schedule Week 3 CM visit. The date of the next visit should also be 
documented on the FIRST Trial CM Week 0 Encounter Form. 

•  The Social Worker and participant conclude with a visit to the local Canteen store to allow the 
participant to identify items they will wish to purchase with their rewards.

• The Social Worker documents in CPRS that the participant was seen for a FIRST Trial related visit.

•  After completion of the visit, the completed First Trial CM Week 0 Encounter Form and digital recorder 
should be returned from the Social Worker to the RC.

Treatment as Usual (TAU) ARM

•  If assigned to TREATMENT AS USUAL, the RC should provide the patient with the FIRST Trial 
Health Info Sheet.

•  If a participant was found to meet criteria for an Alcohol Use Disorder based on the mini-SCID, it is 
necessary to make the following notifications: 

–  Los Angeles, Bronx, Dallas: You should make an addendum to the informed consent note within 
CPRS and write the following, flagging the primary provider and site PI as co-signers on the note:

Dear Provider, As part of participation in the FIRST Trial, it appears your patient, xxxxxxx, likely meets 
criteria for an Alcohol Use Disorder. Please consider referral to substance use treatment services within our  
VA Medical Center.

–  Houston: You should make an addendum to the informed consent note within CPRS and write the    
following, flagging the primary provider and site PI as co-signers on the note:

Dear Provider, As part of participation in the FIRST Trial, it appears your patient, xxxxxxx, likely meets 
criteria for an Alcohol Use Disorder. Please consider further evaluation in ID clinic with MH provider 
(Psychologist and/or Social Worker) and/or referral to substance use treatment services within our  
VA Medical Center.

–  New York (Manhattan/Brooklyn): You should email the primary provider and cc the site PI through 
the VA email system with a message stating:

Dear Provider, As part of participation in the FIRST Trial, it appears your patient, xxxxxxx, likely meets 
criteria for an Alcohol Use Disorder. Please consider referral to substance use treatment services within our  
VA Medical Center.

Treatment Procedures – Contingency Management (CM) plus Stepped Care ARM (continued)

(continued on next page)
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Follow-Up Assessments and Intervention Visits

–  Atlanta: You should email the site PI through the VA email system (see text below) and the Site PI 
should email any additional providers about the patient or as an addendum to the informed consent 
note in CPRS:

Dear Site PI, As part of participation in the FIRST Trial, we found that patient, xxxxxxx, likely meets 
criteria for an Alcohol Use Disorder. Please notify the primary provider as indicated, as they may want to 
consider referral to substance use treatment services within our VA Medical Center.

–  Washington, DC: You should add an addendum to the research enrollment note (see text below) and 
add the PI and any PCP or MHC providers as additional co-signers. The last step would be to email 
the Site PI a weekly list of those newly enrolled in TAU:

Dear Site PI, As part of participation in the FIRST Trial, we found that patient, xxxxxxx, likely meets 
criteria for an Alcohol Use Disorder. Please notify the primary provider as indicated, as they may want to 
consider referral to substance use treatment services within our VA Medical Center.

After Week 0 Visit

•  Ensure that all lab results have been entered into REDCap and that all other data entry is complete. 

•  For participants randomized to CM plus Stepped Care: Ensure that visits with Social Worker have been 
logged within REDCap in the Intervention Compliance CM Social Worker Visits Form and Contingency 
Management Tracking Form. 

•  Save digital recordings on the shared folder from the initial visit with the Social Worker. Your folder can 
be accessed at:  \\vhaconpfcc\[your site name here] 

•  Update the potential rewards in the fishbowl as indicated.

•  Order any necessary supplies.

Note: CO monitor (Smokerlyzer) is only indicated if participant met criteria for a Tobacco Use Disorder 
at baseline (based on lifetime cigarette use of at least 100 cigarettes, smoked cigarettes every day or 
some days, and had a CO >6ppm) and if participant reports smoking cessation.  For those assigned to 
CM plus Stepped Care, this may be collected during CM related visits to confirm smoking cessation 
and this was a targeted activity.  For those assigned to CM plus Stepped Care and TAU, this should be 
collected during all assessment visits (i.e. Weeks 12 and 24 and Months 9 and 12) if participant reports 
smoking cessation. 

Treatment Procedures – Treatment as Usual (TAU) ARM (continued)
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Follow-Up Assessments and Intervention Visits

Treatment Procedures (continued)

Week 3: CM plus Stepped Care Visit

Supplies: Breathalyzer, exhaled CO monitor (if indicated), PEth blotter and lancet, digital recorder (give to 
Social Worker), study participant packet, Social Worker First Trial CM Week 3 Encounter Form, $15 for travel 
compensation.

•  Collect the following information and enter the information into both REDCap and directly onto the 
FIRST Trial CM Week 3 Encounter Form:

– Breathalyzer testing result

– CO testing result (if indicated)

–  Review with the participant goal activities from Week 0 and confirm whether or not these were 
completed.

–  Determine the number of potential fishbowl draws for the visit. See APPENDIX B for number of 
draws. All slips, including those pending PEth results, should be drawn during the in-person CM 
visit with the Social Worker and documented on the First Trial CM Week 3 Encounter Form. 

•  Collect and ship PEth testing via expedited shipping and processing 

For expedited PEth testing please send to:  

United States Drug Testing Laboratories 
1700 S. Mount Prospect Road  
Des Plaines, Illinois 60018-1804 
p/847-375-0770 | f/847-375-0775 
Account Name: Yale University_CM First Trial_F 
Client ID: F031715CT, PO# SNP6536235

Report to: Ms. Beth Porter
Yale University School of Medicine
367 Cedar Street | Harkness A, Suite 411 
New Haven, CT  06510
Account Name: Yale University_CM First Trial_F
Client ID: F031715CT, PO# SNP6536235

•  As available, enter results of Breathalyzer and PEth testing into the Lab Form on REDCap.

•  Update Participant Locator Form.

•  Ensure the Social Worker has necessary materials to complete the visit: FIRST Trial CM Manual,  
FIRST Trial CM Week 3 Encounter Form, digital recorder, FIRST Trial Reminder Slip, fishbowl.  
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Follow-Up Assessments and Intervention Visits

–  The Social Worker should complete Week 3 CM counseling per the FIRST Trial CM Manual with 
the participant and the FIRST Trial CM Week 3 Encounter Form. This session should be recorded.  

–  Participants should draw the appropriate number of rewards from the fishbowl and be given 
appropriate gift vouchers for the Canteen.  

–   The Social Worker and participants will sign the FIRST Trial Reminder Slip, specifying target 
behavior to address alcohol use or medical condition impacted by alcohol, associated plan for 
verification of the activity’s completion, associated earnings, and date of next CM visit. One copy is 
given to the participant; one is returned to the RC and kept in the Study Chart.

–   All participants will be counseled to abstain from alcohol use and reminded of the draws possible 
based on whether they have a negative BAC and PEth and complete activities.

–  The Social Worker and participant schedule Week 6 CM visit. The date of the next visit should also 
be documented on the FIRST Trial CM Week 3 Encounter Form. 

–  The Social Worker documents in CPRS that the participant was seen for a FIRST Trial related visit.

–  After completion of the visit, the completed FIRST Trial CM Week 3 Encounter Form and digital 
recorder should be returned from the Social Worker to the RC.

Between Week 3 and Week 6 CM plus Stepped Care Visit

• Ensure any new labs are entered into REDCap, including PEth results.

• Save digital recording from the CM visit in VACS shared folder.

•  Notify the Social Worker of PEth results and remind the Social Worker to notify the participant of PEth 
results and amount being credited based on the value of the slip drawn during the Week 3 CM session. 

• Confirm room availability for visit with RC and Social Worker at Week 6.

• Update fishbowl slips as indicated on page 29.

• Order any necessary supplies.

Week 6: CM plus Stepped Care Visit

Supplies: Breathalyzer, exhaled CO monitor (if participant currently smokes cigarettes daily or some days), 
PEth blotter and lancet, digital recorder (give to Social Worker), study participant packet, Social Worker First 
Trial CM Week 6 Encounter Form, $15 for travel compensation.

•  Collect the following information and enter the information into both REDCap and directly onto the 
First Trial Week 6 Encounter Form. 

–  Breathalyzer testing result

Treatment Procedures – Week 3: CM plus Stepped Care Visit (continued)
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–  CO testing result (if indicated)

–  Review with the participant their goal activities from Week 3 and confirm whether or not these  
were completed.

–  Determine the number of potential fishbowl draws for the visit. See APPENDIX B for number of 
draws. All slips, including those pending PEth results, should be drawn during the in-person CM 
visit with the Social Worker and documented on the First Trial CM Week 6 Encounter Form.

•  Collect and ship PEth testing via expedited shipping and processing.

•  As available, enter results of Breathalyzer and PEth testing into the Lab Form in REDCap.

•  Update Participant Locator Form.

•  Ensure the Social Worker has necessary materials to complete the visit: First CM Manual, First Trial 
CM Week 6 Encounter Form, digital recorder, FIRST Trial Reminder Slip, fishbowl.  

–  The Social Worker should complete Week 6 CM counseling per the FIRST Trial CM Manual with 
the participant and the FIRST Trial CM Week 6 Encounter Form. This session should be recorded.  

–  Participants should draw the appropriate number of rewards from the fishbowl and be given 
appropriate gift cards for the Canteen.  

–  The Social Worker and participants will sign the FIRST Trial Reminder Slip, specifying target 
behavior to address alcohol use or medical condition impacted by alcohol, associated plan for 
verification of the activity’s completion, associated earnings, and date of next CM visit. One copy is 
given to the participant; one is returned to the RC and kept in the Study Chart.

–  All participants will be counseled to abstain from alcohol use and reminded of the draws possible 
based on whether they have a negative BAC and PEth and complete activities.

–  The Social Worker and participant schedule Week 9 CM visit and document this date on the FIRST 
Trial Reminder Slip and the FIRST Trial CM Week 6 Encounter Form. 

– The Social Worker documents in CPRS that the participant was seen for a FIRST Trial related visit.

–  After completion of the visit, the completed FIRST Trial CM Week 6 Encounter Form and digital 
recorder should be returned from the Social Worker to the RC.

Between Week 6 and Week 9 CM plus Stepped Care Visit

•  Ensure any new labs are entered into REDCap, including PEth results.

• Save digital recording from the CM visit in VACS shared folder.

•  Notify the Social Worker of PEth results and remind the Social Worker to notify the participant of PEth 
results and amount being credited based on the value of the slip drawn during the Week 6 CM session. 

Treatment Procedures – Week 6: CM plus Stepped Care Visit (continued)
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•  Confirm room availability for visit with RC and Social Worker at Week 9.

•  Update fishbowl slips as indicated on page 29.

•  Order any necessary supplies.

Week 9 Visit: CM plus Stepped Care Visit

Supplies: Breathalyzer, exhaled CO monitor (if indicated), PEth blotter and lancet, digital recorder (give to 
Social Worker), study participant packet, First Trial CM Week 9 Encounter Form, $15 for travel compensation.

•  Collect the following information and enter the information into both REDCap and directly onto the 
FIRST Trial CM Week 9 Encounter Form.

–  Breathalyzer testing results

–  Exhaled CO testing results (if indicated)

–  Review with the participant their goal activities from Week 6 and confirm whether or not these were 
completed.

–  Determine the number of potential fishbowl draws for the visit. All slips, including those 
pending PEth results, should be drawn during the in-person CM visit with the Social Worker and 
documented on the First Trial CM Week 9 Encounter Form. See APPENDIX B for number of draws.

•  Collect and ship PEth testing via expedited shipping and processing

• As available, enter results of Breathalyzer and PEth testing into the Lab Form on REDCap.

• Update Participant Locator Form.

•  Ensure the Social Worker has necessary materials to complete the visit: First CM Manual, First Trial 
CM Week 9 Encounter Form, digital recorder, FIRST Trial Reminder Slip, fishbowl. 

–  The Social Worker should complete Week 9 CM counseling per the FIRST Trial CM Manual with 
the participant and the FIRST Trial CM Week 9 Encounter Form. This session should be recorded.  

–  Participants should draw the appropriate number of rewards from the fishbowl and be given 
appropriate gift cards for the Canteen.  

–  The Social Worker and participants will sign the FIRST Trial Reminder Slip, specifying target 
behavior to address alcohol use or medical condition impacted by alcohol, associated plan for 
verification of the activity’s completion, associated earnings, and date of next CM visit. One copy is 
given to the participant; one is returned to the RC and kept in the Study Chart.

–  All participants will be counseled by the Social Worker to abstain from alcohol use and reminded of 
the draws possible based on whether they have a negative BAC and PEth and complete activities.

–  The Social Worker and participant schedule Week 9 CM visit and document this date on the  
FIRST Trial CM Week 9 Encounter Form. 

Treatment Procedures (continued)
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–  The Social Worker documents in CPRS that the participant was seen for a FIRST Trial related visit.

–  After completion of the visit, the completed FIRST Trial CM Week 9 Encounter Form and digital 
recorder should be returned from the Social Worker to the RC.

Between Week 9 and Week 12 Assessments (for all participants) and CM plus Stepped Care Visit

•  Ensure any new labs are entered into REDCap, including PEth results.

•  Save digital recording from the CM visit in VACS shared folder.

•  Notify the Social Worker of PEth results and remind the Social Worker to notify the participant of PEth 
results and amount being credited based on the value of the slip drawn during the Week 9 CM session. 

•  Confirm room availability for visit with RC and Social Worker at Week 12.

•  Update fishbowl slips as indicated on pg 29.

•  Call ALL participants (i.e., those receiving CM plus Stepped Care AND Treatment as Usual) to confirm 
return for Week 12 assessments.

•  Order any necessary supplies. 

•  For participants assigned to CM plus Stepped Care: Notify Social Worker and Addiction Psychiatrist 
that participant may be eligible for being stepped up to Step 2 to determine their availability.

Week 12 Visit: Assessments (ALL PATIENTS) and CM plus Stepped Care Visit

All Week 12 assessments should be completed one week before or two weeks after they are due, ideally occurring the week 
of their due date. All other assessments should be completed two weeks before or after they are due, ideally occurring the 
week of their due date.

Treatment Procedures

Week 12 Assessment Week 24 Assessment Month 9 Assessment Month 12 Assessment

Ideal Assessment Week 12 weeks after baseline date 24 weeks after baseline date 40 weeks after baseline date 52 weeks after baseline date

Earliest Assessment Week 11 weeks after baseline date 22 weeks after baseline date 38 weeks after baseline date 50 weeks after baseline date

Latest Assessment Week 14 weeks after baseline date 26 weeks after baseline date 42 weeks after baseline date 54 weeks after baseline date

Assessments conducted outside of these windows must be entered into “Unscheduled Visits” Forms in REDcap.
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Supplies: Breathalyzer, exhaled CO (if indicated if patient smokes daily or some days), PEth blotter and 
lancet, urine pregnancy test (urine cup and test strips, if indicated), cell phone or stopwatch (to record number 
of seconds to complete neurocognitive assessment), study participant packet, $50 gift card. For participants 
randomized to CM plus Stepped Care, also need digital recorder (give to Social Worker) and  
Social Worker First Trial CM Week 12 Encounter Form. 

•  Perform Breathalyzer, exhaled CO (if indicated) and PEth testing; PEth testing is expedited for those 
randomized to CM plus Stepped Care; regular for those randomized to Treatment as Usual. As results 
become available, enter into Lab Form in REDCap.

• Complete the TLFB with the participant for past 21 days.

–   Complete Week 12 assessments on REDCap, including entering results of Breathalyzer testing.  
Complete as many assessments as possible, prioritizing PEth testing, TLFB and Lab Form.

–   These assessments include: HRBS, PHQ-9, TSR, Patient Satisfaction Survey, ASSIST-Lite, Smoking 
Assessment, Psychoactive Medications Form, Sleep Assessment, Neurocognitive Assessment (TRAILS A 
and TRAILS B), ASI-Lite.

 •  For patients randomized to Treatment As Usual, PEth testing should be sent for regular processing to:

 United States Drug Testing Laboratories 
1700 S. Mount Prospect Road  
Des Plaines, Illinois 60018-1804 
p/847-375-0770 | f/847-375-0775 
Account Name: Yale University_CM First Trial_R 
Client ID: R031714CT, PO# SNP6536235

Report to: Ms. Beth Porter
Yale University School of Medicine
367 Cedar Street | Harkness A, Suite 411 
New Haven, CT  06510
Customer ID: R031714CT
Account Name: Yale University_CM First Trial_R

•  For patients randomized to CM plus Stepped Care, PEth should be sent for expedited processing to:

United States Drug Testing Laboratories 
1700 S. Mount Prospect Road 
Des Plaines, Illinois 60018-1804 
p/847-375-0770 | f/847-375-0775 
Account Name: Yale University_CM First Trial_F 
Client ID: F031715CT, PO# SNP6536235

Treatment Procedures – Week 12 Visit: Assessments (continued)
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Report to: Ms. Beth Porter
Yale University School of Medicine
367 Cedar Street | Harkness A, Suite 411 
New Haven, CT  06510
Account Name: Yale University_CM First Trial_R
Client ID: F031715CT, PO# SNP6536235

•  Enter PEth results into REDCap in the Labs Plus Form when available.

•  Update Participant Locator Form.  

•  Order blood work if not completed in past 60 days: CBC, CD4 count, CD4/CD8 ratio, HIV viral load, 
creatinine, hemoglobin, AST, ALT, platelets, albumin and, if indicated, exhaled CO (met criteria for 
Tobacco Use Disorder at baseline and reports smoking cessation at assessment visit), HCV RNA viral 
load (HCV viral load >0 IU/L and reports any HCV-related treatment since baseline visit and was not 
repeated in past 60 days; otherwise, not needed).

•  Give participant $50 gift card for completing assessments.

–  For those participants randomized to CM plus Stepped Care, participants complete Week 12  
CM visit.  

•  Collect the following information and enter the information into both REDCap and directly onto 
the FIRST Trial CM Week 12 Encounter Form.

~  Review with the participant their goal activities from Week 9 and confirm whether or not these 
were completed.

~  Determine the number of potential fishbowl draws for the visit. All slips, including those 
pending PEth results, should be drawn during the in-person CM visit with the Social Worker 
and documented on the FIRST Trial CM Week 12 Encounter Form.

Week 12 Visit: CM plus Stepped Care Visit

•  Ensure the Social Worker has necessary materials to complete the visit: FIRST CM Manual,  
FIRST Trial CM Week 12 Encounter Form, digital recorder, FIRST Trial Reminder Slip, fishbowl.  

–  The Social Worker should complete Week 12 CM counseling per the FIRST Trial CM Manual with 
the participant and the FIRST Trial CM Week 12 Encounter Form. This session should be recorded.  

–  Participants should draw the appropriate number of rewards from the Fishbowl and be given 
appropriate gift vouchers for the Canteen. See APPENDIX B for number of draws. 

–  The Social Worker and participants will sign the FIRST Trial Reminder Slip, targeting control of a 
medical condition impacted by alcohol or identifying special alcohol treatment activities, associated 
earnings and date of next visit if  PEth ≥8 ng/mL or sample was missed. One copy is given to the 
participant; one is returned to the RC and kept in the Study Chart.

Treatment Procedures – Week 12 Visit: Assessments (continued)
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–  Participants will be counseled to abstain from alcohol use and reminded of the potential earnings  
based on PEth results and plans to be potentially stepped up to MET/APM.

–  The Social Worker and participant schedule Week 12 CM visit and document this date on the  
FIRST Trial CM Week 12 Encounter Form. 

–  The Social Worker documents in CPRS that the participant was seen for a FIRST Trial related visit.

–  After completion of the visit, the completed FIRST Trial CM Week 12 Encounter Form and digital 
recorder should be returned from the Social Worker to the RC.

After Week 12 Assessment (all) and Intervention (CM plus Stepped Care only) Visits, Stepping Up

•  Ensure any new labs for ALL participants are entered into REDCap, including PEth results.

•  For CM plus Stepped Care participants: save digital recording from the CM visit to VACS shared folder.

•  For participants randomized to CM plus Stepped Care: 

–  Notify the Social Worker of PEth results and remind the Social Worker to notify the participant of 
PEth results and amount being credited based on the value of the slip drawn during the Week 12 CM 
session. 

–  Determine whether participant meets criteria for being stepped up after PEth results are received: 

•  For participants with a PEth <8 ng/mL: no further intervention will be delivered; continue  
regularly scheduled assessments only.

•  For participants with a PEth ≥8 ng/mL or those who do not submit a sample or have a missed 
sample. Week 12 visit: participants will be “stepped up” to Step 2 and receive on-site treatment from 
the Social Worker with Motivational Enhancement Therapy and then the Addiction Psychiatrist 
with Addiction Physician Management (APM).  

 ~   For participants progressing to Step 2: Schedule their first session of MET with the Social 
Worker, which should be followed by their initial evaluation with the Addiction Psychiatrist  
for APM.

~  Ensure the Addiction Psychiatrist and Social Worker have appropriate materials:

º   APM Visits: FIRST Trial APM Baseline Encounter Form, FIRST Trial Feedback Form, 
FIRST Trial Clinician Feedback Brochure, Introduction to Alcohol Pharmacotherapy handout.

º    MET Visits: FIRST Trial MET Manual, FIRST Trial MET Baseline Encounter Form, 
Behavioral Skills Workbook for Alcohol Reduction Workbook, Motivational Interview Overview, 
digital recorder, $15 travel compensation. All MET sessions should be digitally recorded.

º   Document that a FIRST Trial related visit occurred within CPRS.

Treatment Procedures – Week 12 Visit: CM plus Stepped Care Visit (continued)
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º    Encounter forms and the digital recorder should be returned to RC after the visit;  
encounter forms should be kept in the study chart; digital recordings should be uploaded  
to the share drive. 

º    Information regarding the visits should be appropriately logged within REDCap in the  
Provider Compliance Form.  

º    Participants randomized to CM plus Stepped Care who meet criteria for being stepped up (i.e. 
PEth >=8 ng/mL or no sample), should have a total of 4 MET sessions and 6 APM visits. The 
MET sessions should occur prior to the APM visits when due the same week.  Both the initial 
MET and APM visit should occur shortly after PEth results are back (i.e. Week 13). After the 
initial MET visit, the goal is 3 follow-up MET sessions for a total of 4 sessions. The first two 
follow-up sessions should occur between Weeks 13 through 17 with one final visit occurring at 
or before Week 21. There should be at least 1 week occurring in between sessions (i.e., sessions 
should occur in separate calendar weeks). After the initial APM visit, the goal is 5 follow-up 
APM sessions for a total of 6 APM visits. The goal is for 3 visits between Weeks 13 through 17, 
with one final visit at or before Week 21.  

Schedule for Ideal APM and MET Visits for participants randomized to CM plus Stepped Care and  
Stepped Up to Step 2:

Treatment Procedures –   Week 12 Assessment (all) and Intervention  
(CM plus Stepped Care only) Visits, Stepping Up (continued)

Week 0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24

MET 1 2 3 4

APM 1 2 3 4 5 6

º    In between scheduled visits, RCs should call to remind participants of visits, secure room 
availability, and remind the Social Worker and Addiction Psychiatrist.  

º    If a visit is missed, the RC and the Social Worker and/or Addiction Psychiatrist should each call 
the participant twice. Available numbers from the Participant Locator Form should be used.

Between Week 12 and Week 24 Assessments

•  Ensure any new labs are entered into REDCap, including PEth results.

•  Save digital recording from the MET sessions in VACS shared folder.

•  Confirm room availability for visit with RC at Week 24.

•  Call ALL participants (i.e., those receiving CM plus Stepped Care AND Treatment as Usual) to confirm 
return for assessments.

•  Order any necessary supplies.
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Week 24 Visit: Assessments and End of Treatment Review (ALL PARTICIPANTS)

All Week 24 assessments should be completed two weeks before or after they are due, ideally occurring the week of  
their due date.

Supplies: Breathalyzer, PEth blotter and lancet, cell phone or stopwatch (to record number of seconds  
to complete neurocognitive assessment), study chart, $50 gift card. 

•  Perform Breathalyzer and PEth testing; ship PEth testing. As results become available, enter into  
Lab Form in REDCap.

•  Complete the TLFB for past 21 days with the participant.

–  Complete Week 24 assessments on REDCap, including entering results of Breathalyzer testing. 
Complete as many assessments as possible, prioritizing PEth testing, TLFB and Lab Form. 

–  Additional assessments include: HRBS, PHQ-9, TSR, ASI-Lite, ASSIST Lite, Smoking Assessment, 
Neurocognitive Assessment (TRAILS A and TRAILS B), Sleep Assessment, Patient Satisfaction 
Survey, and Psychoactive Medications Form.

•  Update Participant Locator Form.  

•  Order blood work if not completed in past 60 days: CBC, CD4 count, CD4/CD8 ratio, HIV viral load, 
creatinine, hemoglobin, AST, ALT, platelets, albumin and, if indicated, exhaled CO (met criteria for 
tobacco use disorder at baseline and reports smoking cessation at assessment visit), HCV RNA viral 
load (HCV viral load >0 IU/L and reports any HCV-related treatment since baseline visit and was not 
repeated in past 60 days). 

•  Give participant $50 gift card for completing assessments.

– Document in CPRS that participant was seen for FIRST Trial Week 24 related visit.

– Arrange for follow-up with participant.

Between Week 24 and Month 9 Visit and Assessments (ALL PARTICIPANTS):

•  Ensure any new labs are entered into REDCap, including PEth results.

•  Confirm room availability for visit with RC at Month 9.

•  Call ALL participants (i.e., those receiving CM plus Stepped Care AND Treatment as Usual) to confirm 
return for assessments.

•  Order any necessary supplies.

Treatment Procedures 
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Month 9 Visit: Assessments (ALL PARTICIPANTS)

All Month 9 assessments should be completed two weeks before or after they are due, ideally occurring the week of their 
due date.

Supplies: Breathalyzer, PEth blotter and lancet, cell phone or stopwatch (to record number of seconds to 
complete Neurocognitive Assessment), study chart, and $50 gift card. 

•  Perform Breathalyzer and PEth testing; ship PEth testing. As results become available, enter into  
Lab Form in REDCap.

•  Complete TLFB with the participant for past 21 days.

–  Complete Month 9 assessments on REDCap, including entering results of Breathalyzer testing. 
Complete as many assessments as possible, prioritizing PEth testing, TLFB and Lab Form.

–  Additional assessments include: HRBS, ASSIST Lite, PHQ-9, Smoking Assessment, TSR, Patient 
Satisfaction Survey, Psychoactive Medications Form, Neurocognitive Assessment (TRAILS A and 
TRAILS B), and Sleep Assessment.

•  Update Participant Locator Form.  

•  Order blood work if not completed in past 60 days: CBC, CD4 count, CD4/CD8 ratio, HIV viral load, 
creatinine, hemoglobin, AST, ALT, platelets, albumin, and, if indicated, exhaled CO (met criteria for 
tobacco use disorder at baseline and reports smoking cessation at assessment visit), HCV RNA viral 
load (HCV viral load >0 IU/L and reports any HCV-related treatment since baseline visit and was not 
repeated in past 60 days).  

•  Give participant $50 gift card for completing assessments.

– Document in CPRS that participant was seen for FIRST Trial Week 24 related visit.

– Arrange for follow-up with participant.

Between Month 9 and Month 12 Visit and Assessments (ALL PARTICIPANTS):

•  Ensure any new labs are entered into REDCap, including PEth results.

•  Confirm room availability for visit with RC at Month 12.

•  Call ALL participants (i.e., those receiving CM plus Stepped Care AND Treatment as Usual) to confirm 
return for assessments.

•  Order any necessary supplies.

Treatment Procedures 
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Month 12 Visit: Assessments (ALL PARTICIPANTS)

All Month 12 assessments should be completed two weeks before or after they are due, ideally occurring the week of their 
due date.

Supplies: Breathalyzer, PEth blotter and lancet, cell phone or stopwatch (to record number of seconds to 
complete Neurocognitive Assessment), study chart, and $50 gift card. 

•  Perform Breathalyzer and PEth testing; ship PEth testing. As results become available, enter into  
Lab Form in REDCap.

•  Complete TLFB with the participant for past 21 days.

–  Complete Month 12 assessments on REDCap, including entering results of Breathalyzer testing. 
Complete as many assessments as possible, prioritizing PEth testing, TLFB and Lab Form. 

–  These assessments include: HRBS, ASSIST Lite, PHQ-9, Smoking Assessment, TSR, Patient 
Satisfaction Survey, Psychoactive Medications Form, Neurocognitive Assessment (TRAILS A and 
TRAILS B), and Sleep Assessment.

•  Update Participant Locator Form.  

•  Order blood work if not completed in past 60 days: CBC, CD4 count, CD4/CD8 ratio, HIV viral load, 
creatinine, hemoglobin, AST, ALT, platelets, albumin, and, if indicated, exhaled CO (met criteria for 
tobacco use disorder at baseline and reports smoking cessation at assessment visit), HCV RNA viral 
load (HCV viral load >0 IU/L and reports any HCV-related treatment since baseline visit and was not 
repeated in past 60 days).  

•  Give participant $50 gift card for completing assessments.

– Document in CPRS that participant was seen for FIRST Trial Month 12 related visit.

•  Inform participant that study is now complete; provide FIRST Trial End of Study letter.

Treatment Procedures 
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Ensuring Compliance with Treatment Intervention

•  Social Worker   

– Step 1: CM visits once every 3 weeks over 3 months for a total of 5 visits.

– Step 2:  The first MET visit should occur between Weeks 13 and 15. After the initial visit, 3 follow-up 
sessions can be scheduled before the end of Week 21, with at least 1 week in between sessions 
(i.e., sessions should occur in separate calendar weeks). The goal is a total of 4 MET sessions.

All Social Worker related intervention visits (CM and MET) should be digitally recorded.

•  Addiction Psychiatrist 

– Step 2:  The goal is 3 visits in the first 4 weeks of Step 2, then every two weeks with 1 final visit at the 
end of week 21 for a total of 6 APM visits.

–  Schedule sessions/rooms and provide appointment reminders to participant and appropriate team 
member the day before (Social Worker and Addiction Psychiatrist).

–  Generate completed FIRST Trial Feedback Form (generated using the most recent assessments 
using the FIRST Trial Data Form within REDCap) for the Social Workers to review with the study 
participants during MET (for participants randomized to CM plus Stepped Care AND Stepped up 
ONLY.)

–  Notes should be entered into CPRS to state that participant had a FIRST Trial related visit, and 
documentation should be consistent with local practices for such a visit. Templates may be created in 
CPRS that are consistent with the structured encounter forms and these notes may then be printed 
for inclusion in the study chart.

Supplementary Procedures, Paperwork, and Data Entry

•  Save digital recordings for Social Worker sessions on the shared drive in your site-specific folder  
[\\vhaconfpcc\FIRST_ (insert site name)].

•  Track completion of sessions and digital recordings within REDCap as visits are completed in 
Intervention Compliance Form.

•  Make intake packets for the following week, so they will be ready when a patient arrives.

•  In between visits, all lab work should be entered into REDCap and reviewed by the site PI or patient’s 
physician for any clinically significant abnormalities.

•  In between appointments, it is necessary to have ongoing communication with the VA Infectious Disease 
Clinic to ensure appropriate screening processes and room availability.

•  The day prior to any appointment, participants and others (Social Worker, and Addiction Psychiatrist) 
should be notified.

(continued on next page)
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Agenda Items for Weekly Site-Specific Meetings Between Site PI and RC

•  Designate a weekly time for a meeting between the PI and the RC to discuss trial logistics.

•  During these meetings, review: 

– Status of recruitment including enrollment targets and percent enrolled

– Status of potential patients

– Status of enrolled patients including:

~  Patient compliance with assessments

~  Status of data entry

~  Adverse events

~  Labs needed

•  RC schedules and any coverage issues

•  Status of REDCap

•  Protocol or IRB issues

This information will be reviewed during the monthly site RC and PI/RC calls with the  
coordinating Center.  

•  Ensure that Social Worker and Addiction Psychiatrist complete encounter forms and that Social Worker 
digitally records the sessions.

•  When applicable, enter data directly into REDCap. For the mini-SCID, summary scores are entered into 
REDCap. You may give patients written copies of the blank assessments to follow along with you.

Supplementary Procedures, Paperwork, and Data Entry (continued)
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Additional Information

CPRS Tips

•  Please identify the patient’s primary infectious disease provider as a co-signer for all research-related 
notes.

•  To search for specific labs within CPRS:

–  Select the “LABS” tab at the bottom of the screen

–  Select “TESTS BY DATE” on the right side of the screen

–  Add: hcv rna quant; hepatitis c ab; hcv ab, riba

–  Click “OK”

Notes About Assessments

•  All assessments should be conducted for ALL patients, independent of whether they are assigned  
to CM plus Stepped Care or Treatment As Usual and whether or not they are compliant with 
intervention visits.

•  Timeline Followback: Collect data about past 21 days when conducting assessments.

•  Study participants may be given a copy of the surveys to follow along as you complete the assessments.

•  When conducting the ASI, if a patient endorses any suicidal thinking, notify the site PI immediately 
on how to proceed with further evaluation. Stop data collection and ensure the patient is transferred to a 
safe place for further treatment (e.g., Emergency Room).

Protocol Deviations

•  All protocol deviations should be reviewed with your site PI.

•  After reviewing with your site PI, document all protocol deviations in REDCap and within the patient’s 
study record.

•  Please follow reporting guidelines for your institution’s IRB.

Adverse Events

•  All adverse events should be reviewed with your site PI.

•  After reviewing with your site PI, document all adverse events in REDCap and within the patient’s  
study record.

•  Please follow reporting guidelines for your institution’s IRB.

•  For events deemed to be SERIOUS ADVERSE EVENTS, use the notification button to alert the 
Coordinating Center and all site PIs. ONLY use the notification button for serious adverse events.
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For Patients Who Do NOT Meet Study Eligibility on Initial Screen

•  Keep track of patients who are screened and enrolled in FIRST Trial Log. 

•  For patients screened multiple times:

– Keep track of these screening dates using the log.

–  All data forms that are entered at these visits in the baseline for screening purposes, that also show 
ineligibility, should simply be deleted, using the trashcan at the bottom of the form.

Notes on Hepatitis C Virus Status

•  All patients need documentation of hepatitis C virus antibody status (ever).

•  To be considered HCV-positive for the trial, patients must have a positive antibody and detectable viral 
load. If they have been treated for HCV, then they need documentation of a detectable viral load after 
treatment to be considered HCV-positive.

Compensation

•  Only patients who are enrolled and randomized should be reimbursed. Patients who are screened but do 
not meet eligibility cannot be reimbursed due to limited funds. 

Patient Feedback Form

•  For patients assigned to CM plus Stepped Care, based on the most recent assessments, use the REDCap 
form entitled FIRST Trial Data Form, to complete a FIRST Trial Feedback Form. This form should be 
given to the Social Worker and Addiction Psychiatrists (when applicable) to discuss with patients  
during their visits. This form is for participants randomized to CM plus Stepped Care AND Stepped up 
ONLY.

Early Termination Procedures

•  If a patient asks about terminating the study early, please notify Dr. Edelman or Ms. Porter to discuss the 
circumstances.

•  Note: Patients may continue to participate in the study assessments and receive compensation even if 
they elect not to receive or continue with FIRST Trial counseling interventions.

•  Complete as many assessments as possible, prioritizing PEth testing, TLFB and Lab Form.

•  Change status of patient in the enrollment screen.

Additional Information (continued)
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Protocol for Missed Assessment and Intervention Visits

1.  Guidelines for Assessments:

a.   The schedule for assessments is set based upon the date of randomization and remains fixed  
for the duration of the study.

b.   The schedule for assessments is exactly the same for CM plus Stepped Care and Treatment As  
Usual patients.

c.   Week 12 assessments should be completed within one week before or up to two weeks after  
they are due, ideally occurring on their due date.

d.   All others (Week 24, Month 9 and Month 12) assessments should be completed two weeks  
before or after they are due, ideally occurring the week of their due date.

If a patient fails to come in for a research assessment within the time window as outlined above, but 
comes in at another time, a set of “Unscheduled Assessments” should be completed.  This should occur, 
as needed, once for each missed research assessment.  The “Unscheduled Assessments” are similar to 
those collected at other time points. “Unscheduled Assessments” can be accessed within REDCap. 

If a patient misses their Week 12 assessment according to the time windows outlined above (1.c. and 1.d),  
they may still be Stepped up in care; a missed PEth or refused sample is considered PEth ≥8 ng/mL. 
Participants may be seen by Social Worker and APM as soon as possible and proceed with schedule as outlined 
for those with PEth ≥8 ng/mL. Participants who do not receive the indicated intervention visits are still 
encouraged to participate in assessment visits (at Week 24, Month 9 and Month 12).

2.  Guidelines for Intervention Visits for those assigned to Contingency Management Plus Stepped Care

Missed visits with interventionists may be made up as outlined below:

The goal is for participants randomized to CM plus Stepped Care to complete as many of the visits as 
possible. For CM, this is 5 sessions. For those who are stepped up, this is 4 sessions of MET and 6 sessions 
of APM. If a visit is not completed, please proceed to completing as many of the remaining visits as possible 
adhering to the outlined schedule.  

– Step 1: All CM visits should be completed PRIOR to the end of Week 12.

– Step 2: All MET and APM visits should be completed PRIOR to Week 21.

  ~  If a visit is missed, subsequent follow-up visits should still occur.  

Missed intervention visits should only be scheduled within the time windows outlined above. The dates 
of completed intervention visits will be tracked in the Provider Visits: Compliance Form (see “Across 
Events” within REDCap). Dates of missed visits do not need to be entered.

The RC AND the interventionist should EACH make two separate attempts to contact those who missed their visits, 
including using alternative contact numbers available through the Participant Locator Form.

Additional Information (continued)
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PEth Testing: Blood Spot Collection Instructions

For a video illustrating the above instructions, please follow the link below:  
http://www.youtube.com/watch?v=RggoGJUB9ZQ&feature=player_embedded  
Or go to the USDTL website: http://www.usdtl.com/testing/blood-drug-test-labs

Materials needed for collection:

•  USDTL blood spot collection kit

•  USDTL requisition form

•  Powder-free latex or nitrile gloves

•  Envelope

•  Bandage

1.   Collector should wash their hands with soap and water. CAUTION: Do not use an  
ethanol-based sanitizer.

2.  Collector should use powder-free latex gloves.

3.  Verify the donor. Record the Study ID on the requisition form.

4.  Position the donor’s finger below the heart to increase venous pressure.

5.  Wipe the finger with an isopropyl alcohol pad. CAUTION: Do NOT use an ethanol-based alcohol pad.

6.  Allow the finger to air dry.

7.   Twist off the small end of the protective cap (clockwise) on the sterile  
safety lancet.

8.   Puncture the finger with the sterile safety lancet by pressing the button on 
top of the lancet. CAUTION: Do not puncture the center of the fingertip. 
Blood flow is best accomplished with an off-center puncture.

9.   Wipe away the first drop of blood with a tissue or gauze. NOTE: Wiping 
away the first drop improves blood flow. Wait for the formation of a large 
drop of blood. Allow for the drop of blood to come in contact with the  
center of the collection paper circle. NOTE: Allow the collection paper to 
wick blood out of the puncture.

10.   Continue this process until all collection circles are filled by single 
applications. Do not layer successive drops.

Additional Information (continued)

Wait for large drop

Fill collection circles
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11.   Record donor’s Study ID on the collection card. CAUTION: Do not touch the collection circles. 

12.   Affix one of the small barcode stickers from the bottom of the requisition form to the top of the right 
corner of the collection card.

13.   Allow the specimen to air dry for three hours on a flat surface. Avoid direct sunlight. Do not stack 
specimen cards.

As a quality assurance measure, please photograph the dried blood spots of EACH PEth card  
( front and back of the card) and send to Ms. Beth Porter for approval prior to sending for processing. 

14.    Remove the second small barcode sticker from the requisition form and seal the collection card using 
the barcode sticker. This barcode sticker seal serves as the tamper-evident seal.

15.    Place the sealed collection card and the requisition form in an envelope. If sending more than one 
collection card, be sure to use separate envelopes for each collection card. CAUTION: Do not place 
inside an airtight plastic specimen transport bag.

16.  Dispose of used and leftover materials according to local protocol.

Additional Information (continued)
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Blood Testing Custody and Control Form – THIS FORM IS FOR EXPEDITED SAMPLES
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Blood Testing Custody and Control Form– THIS FORM IS FOR REGULARLY SHIPPED SAMPLES
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Coordinating Center Contacts With Emails/Phone Numbers

Ms. Elizabeth (Beth) Porter
Elizabeth.porter@yale.edu 
office: (203) 737-3347

Dr. E. Jennifer Edelman 
ejennifer.edelman@yale.edu 
cell: (646) 338-7737

Dr. David Fiellin 
david.fiellin@yale.edu 
pager: (860) 588-4505

Additional Information
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Psychoactive Medications That May Interact With Alcohol
Does the patient have an active prescription for a medication that falls in one of the following classes?  

Medication Class Examples

Benzodiazepines Clonazepam, lorazepam, diazepam, temazepam, alprazolam, 
oxazepam, chlorodazepoxide, flurazepam, chlorazepate, 
triazolam, midazolam

Opioid analgesics and other analgesics 
with opioid-acting properties 

Exclude cough suppressants (e.g., 
guaifenesin with codeine) 

Hydrocodone, oxycodone, morphine, codeine, methadone, 
propoxyphene, fentanyl, hydromorphone, buprenorphine, 
meperidine, pentazocine, butorphanol, tramadol

Antipsychotic medication Fluphenazine, perphenazine, chlorpromazine, thiothixene, 
thioridazine, trifluoperazine, mesoridazine besylate, quetiapine, 
risperidone, olanzapine, aripiprazole, haloperidol, ziprasidone, 
clozapine, loxapine, paliperidone, molindone, lithium

Antidepressants Amitriptyline, doxepin, nortriptyline, imipramine, desipramine, 
clomipramine, amoxapine, protriptyline, phenelzine sulfate, 
trazodone, tranylcypromine, citalopram, sertraline, buproprion, 
fluoxetine, mirtazapine, paroxetine, venlafaxine, nefazodone, 
duloxetine, escitalopram, fluvoxamine

Sleeping medications and other 
anxiolytics  

zolpidem, eszopiclone, zalepelon, ramelteon, meprobamate, 
buspirone

Muscle relaxants Cyclobenzaprine, methocarbamol, baclofen, carisoprodol, 
tizanidine, chlorzoxazone, orphenadrine citrate, dantrolene, 
metaxalone

Anticonvulsants
(excludes topiramate and gabapentin)

Divalproex, phenytoin, carbamazepine, lacosamide, lamotrigine, 
valproic acid, levetiracetam, primidone, oxcarbazepine, 
zonisamide, tiagabine, phenobarbital  

If patient received >=30 days of any of the above medications within the past 90 days and has an active  
prescription, patient meets criteria for psychoactive medication that may interact with alcohol.

If patient received <30 days for any of the above medications within the past 90 days or if this prescription is  
no longer active (e.g., ran out one week ago), patient does not meet criteria for psychoactive medication that  
may interact with alcohol.

Additional Information
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Assessment Baseline Week 12 Week 24 Month 9 Month 12 Across  
Events

Demographics X

AUDIT-C & NIAAA 
(single item screen for alcohol use) X

Mini-SCID Alcohol 
(only if AUDIT-C greater than 4) X

Timeline Followback (TLFB)  
(21-day summary forms) X X X X X

Labs Plus Form X X X X X

ART Medication Adherence* X X X X X

Psychoactive medications that potentially  
interact with alcohol (benzodiazepines,  
opioids, antipsychotics, antidepressants, 
sleeping medications,  muscle relaxants)

X X X X X

FIRST Trial Screening Assessment X

Screening for Gambling Problems  
(DSM NODS) X

Addiction Severity Index Lite – CF X X X

ASSIST-Lite (assess substance use) X X X X X

Treatment Services Review (TSR) X X X X X

Family Alcohol History X

Readiness Ruler X

Sleep Assessment X X X X X

Neurocognitive Assessment 
(TRAILS A, TRAILS B) X X X X X

Smoking Assessment X X X X X

PHQ-9 Patient Health Questionnaire X X X X X

HIV History X

HIV Risk-Taking Behavior Scale (HRBS) X X X X X

Pre-Randomization Form X

Randomization Attestation X

Participant Locator Form X X X X X X

FIRST Trial Patient Satisfaction Survey X X X X

Study Exit Form X X

Table 1. FIRST Trial: Summary of Study Assessments and Other Forms on REDCap

(continued on next page)
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Other Forms

Adverse Event Form Complete form as indicated

Protocol Deviation Form Complete form as indicated

FIRST Trial Data Form For patients assigned to CONTIGENCY MANAGEMENT PLUS STEP 
CARE to be used to prepare Personalized Feedback Form for the 
initial visit with Social Workers and Addiction Psychiatrist visits

Intervention Compliance Form Compliance Form to track visits with Social Worker and Addiction 
Psychiatrist for patients assigned to CONTIGENCY MANAGEMENT 
PLUS STEP CARE

Contingency Management Tracking Form Form to track completed tasks, BAC and PEth, rewards  

Table 1. FIRST Trial: Summary of Study Assessments and Other Forms on REDCap

* ART Medication Adherence is not a REDCap Form.  This data will be collected by the Coordinating Center from the  
   electronic medical record.”



57

Additional Information

Document Name Description

Addiction Physician Management 
(APM) First Visit

For first Psychiatrist visit; to be provided to and collected from  
the Psychiatrist; log in the Provider Visits: Compliance Form that the  
visit occurred

Addiction Physician Management 
(APM) Biweekly/Monthly Visit

For follow-up Psychiatrist visits; to be provided to and collected  
from the Psychiatrist; log in the Provider Visits: Compliance Form  
that the visit occurred

Addiction Severity Index – Lite For assessments within REDCap – keep available given the instructions 
on the first page

Behavioral Skills for Alcohol Reduction 
Workbook

For Social Workers to use with patients; to be provided to them

Clinician Feedback Form Guide For Social Workers and Addiction Psychiatrists to understand the 
Feedback Form

CM Manual For Social Workers and Research Coordinators to follow during CM visits

CM Initial Encounter Form For Social Workers to use at first CM visit (Week 0)

CM Follow-Up Visit Form For Social Workers to use at Follow-Up CM Visits (Weeks 3, 6, and 9)

Final CM Form For Social Workers to use at final CM Visit at Week 12

Introduction to Alcohol 
Pharmacotherapy

For Addiction Psychiatrists to discuss alcohol pharmacotherapy with 
their patients during APM visits (for participants assigned to CM plus 
Stepped Care and who are stepped up to Step 2)

MET Manual For Social Workers to follow during their visits

Initial MET Therapist Encounter From For Initial MET Visit with the Social Worker

MET Therapist Encounter Form For follow-up visits with Social Workers; to be provided to and  
collected from the Social Worker; log in the Provider Visits: 
Compliance Form that visit occurred

Mini-SCID Alcohol For use for patients with an AUDIT-C >4 for men and >3 for women 

Table 2: FIRST Trial: Description of Materials Available on VACS Website 
(See instructions for how to access on page 5)

(continued on next page)
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Document Name Description

Motivational Interviewing Training Video For Social Worker during their visits

MRAC Standard Drink Converter For use when completing the TLFB

Timeline Followback Calendar  
2018-2021

For use when completing the TLFB assessment

Timeline Followback Alcohol  
Calendar Instructions

For use when completing the TLFB assessment

FIRST Trial Assessments An overview of the assessments by week

FIRST Trial Screening Log For tracking all patients screened and enrolled/randomized

FIRST Trial Intake Form Intake checklist

FIRST Trial Feedback Form To be completed using the FIRST Trial Data Form on REDCap for use  
by the Psychiatrists and Social Workers during their initial visit with  
the patients (for patients assigned to CM plus Stepped Care)

Personal Feedback Report Brochure To be given to the Psychiatrists and Social Workers to be given to 
patients with the FIRST Feedback Form (for patients assigned to 
CM plus Stepped Care ONLY)

Introduction to Alcohol 
Pharmacotherapy

Handout to be given to the Psychiatrist to review with patients 
(for patients assigned to CM plus Stepped Care and who are  
stepped up to Step 2 ONLY)

FIRST Trial Health Info Sheet To be given to patients assigned to Treatment as Usual ONLY

CM Tracking Sheet For Social Worker and Research Coordinator to track CM rewards

REDCap Forms PDF versions of all REDCap forms in case of computer challenges

Personal Needs Assessment For Social Worker to use during initial CM visit

Training Materials For Social Workers and Research Coordinators to use for reference  
in CM techniques
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FIRST Trial Telephone Screening Script (For provider referrals)
Make sure you are speaking with the participant. Do not reveal any study details to anyone other than the 
named participant. If someone else answers the phone and asks who is calling and why, say no more than 
that you are calling from the [insert site] VA and ask when would be a good time to call back. If a machine 
answers, you may try calling back at a later time. You may also leave the following message. Leave no more 
than three messages over the course of the 30-day study recruiting window:

“Hello, Mr./Ms. ____________________. My name is ____________________, and I am calling from 
the [insert site] VA, regarding a paid health study. Compensation for participants is up to $250 with the 
possibility of additional reimbursement. My telephone number is __________. Please give me a call at 
your earliest convenience. Thank you.”   

When the potential participant is on the line: 

“Hello, Mr./Ms. ____________________. My name is ____________________, and I am the research 
assistant for a study at the [insert site] VA.

For patients who had the study explained to them by providers and who agreed to be contacted:  
This is in connection with the study that Dr. ___________________________ described to you recently. 

Continuing, for all patients: I would like to tell you about the study and then I’ll ask you if you would be 
willing to participate. This entire phone call should last about 10 minutes. Is this a good time for you to 
talk? 

If no, ask if you can call back. If no, thank the participant and end the call. If yes, record the date and time 
you can call back. Thank the participant and say you will call back at the scheduled time.

If yes, continue. 

“We’re contacting people who have recently received services at [insert site] VA Infectious Disease 
clinic, regarding a new study of how to improve services. This is a completely optional study you could 
participate in, that would not affect your usual care in any way. The purpose of this project is to enhance 
services and improve health for people living with HIV by understanding how alcohol use affects 
treatment. We are seeking people who have been diagnosed with HIV. We are offering eligible patients 
up to $250 with the potential for additional reimbursement to participate, for a time commitment of 
approximately 5 to 10 hours and blood tests for study assessments plus time related to treatment. Does  
this sound like something you would be interested in hearing about?”

If no, say, “Thank you very much for your time. Good-bye.” 

If yes, continue. 
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“Let me tell you a little more about what the study entails. The requirements to participate include 
completing a 60-minute initial evaluation, when you’ll find out more about the study, and if you are 
interested in participating, completing an informed consent form, being enrolled in the study, completing 
a computerized questionnaire with a research assistant, and being randomized to one of the study 
conditions. Some participants will then be scheduled for additional appointments to receive treatment 
with the potential for financial rewards and counseling sessions with a Social Worker and possibly an 
Addiction Psychiatrist. Follow-up for the study will include interviews and blood tests every 3 months for 
one year. Are you interested in taking part in the study?”

If no, say, “Thank you very much for your time. Good-bye.” 

If yes, continue. 

“Great. Before we schedule an appointment for the initial evaluation, I’d like to ask you a few screener 
questions to see if you’re potentially eligible for the study. Would that be OK?”

(Ask alcohol use screening questions with AUDIT-C.)

If individual is not study eligible, say: “Unfortunately, it looks like you aren’t eligible for the study.  
Thank you for your interest in the study, and I appreciate you taking the time to speak with me today.”

If individual is study eligible, say: “It looks like you meet the initial criteria for the study. The next step is 
to schedule the 60-minute initial evaluation. Let’s pick a time that is convenient for you [proceed to schedule 
appointment]. If you would like to hear more about the study, you can still decline to participate at any 
time, and your care at the [insert site] VA will not be affected in any way.”  

If patients have additional questions before deciding, describe the study requirements or time commitment  
of the study further, as needed. 

Thank the participant and leave telephone numbers of the research assistant and Principal Investigator  
for future questions, or if participant needs to reschedule the appointment. 

FIRST Trial Telephone Screening Script (continued)
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Table 3.  Contingency Management Rewards Schedule

METRIC

Breathalyzer test  
<0.03 g/dL 

PEth test 
<8 ng/mL Activity

Purpose Current alcohol use
Recent alcohol use, 
reflecting past  
21 days

Progress toward addressing 
alcohol use or medical condition 
impacted by alcohol 

Visits potentially rewarded Week 0, 3, 6, 9, 12 Week 3, 6, 9, 12 Week 3, 6, 9, 12

Initial reward 1 draw 5 draws 3 draws

Potential increase between visits 1 draw 1 draw 1 draw

Maximum associated draws  
at Week 12 5 draws 8 draws 6 draws

METRIC Week 0 Result Week 3 Result Week 3 Draws

BAC <0.003 g/dL <0.003 g/dL 2

>=0.003 g/dL <0.003 g/dL 1

<0.003 g/dL >=0.003 g/dL 0

>=0.003 g/dL >=0.003 g/dL 0

PEth n/a <8 ng/mL 5

n/a >=8 ng/mL 0

Completed Activity with Verification n/a Yes 3

Week 3 CM Draws
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METRIC Week 0 Result Week 3 Result Week 6 Result Week 6 Draws

BAC <0.003 g/dL <0.003 g/dL <0.003 g/dL 3

>=0.003 g/dL <0.003 g/dL <0.003 g/dL 2

<0.003 g/dL >=0.003 g/dL <0.003 g/dL 1

>=0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

>=0.003 g/dL >=0.003 g/dL <0.003 g/dL 1

>=0.003 g/dL >=0.003 g/dL >=0.003 g/dL 0

<0.003 g/dL >=0.003 g/dL >=0.003 g/dL 0

<0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

PEth n/a <8 ng/mL <8 ng/mL 6

n/a >=8 ng/mL <8 ng/mL 5

n/a <8 ng/mL >=8 ng/mL 0

n/a >=8 ng/mL >= 8 ng/mL 0

Completed Activity with 
Verification n/a Yes Yes 4

n/a No Yes 3

n/a Yes No 0

n/a No No 0

Week 6 CM Draws
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METRIC Week 0 Result Week 3 Result Week 6 Result Week 9 Result Week 9 Draws

BAC <0.003 g/dL <0.003 g/dL <0.003 g/dL <0.003 g/dL 4

<0.003 g/dL <0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

>=0.003 g/dL <0.003 g/dL <0.003 g/dL <0.003 g/dL 3

>=0.003 g/dL <0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

<0.003 g/dL >=0.003 g/dL <0.003 g/dL <0.003 g/dL 2

<0.003 g/dL >=0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

>=0.003 g/dL >=0.003 g/dL <0.003 g/dL <0.003 g/dL 2

>=0.003 g/dL >=0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

>=0.003 g/dL <0.003 g/dL >=0.003 g/dL <0.003 g/dL 1

>=0.003 g/dL <0.003 g/dL >=0.003 g/dL >=0.003 g/dL 0

>=0.003 g/dL >=0.003 g/dL >=0.003 g/dL <0.003 g/dL 1

>=0.003 g/dL >=0.003 g/dL >=0.003 g/dL >=0.003 g/dL 0

<0.003 g/dL >=0.003 g/dL >=0.003 g/dL <0.003 g/dL 1

<0.003 g/dL >=0.003 g/dL >=0.003 g/dL >=0.003 g/dL 0

<0.003 g/dL <0.003 g/dL >=0.003 g/dL <0.003 g/dL 1

<0.003 g/dL <0.003 g/dL >=0.003 g/dL >=0.003 g/dL 0

PEth n/a <8 ng/mL <8 ng/mL <8 ng/mL 7

n/a <8 ng/mL <8 ng/mL >=8 ng/mL 0

n/a >=8 ng/mL <8 ng/mL <8 ng/mL 6

n/a >=8 ng/mL <8 ng/mL >=8 ng/mL 0

n/a <8 ng/mL >=8 ng/mL <8 ng/mL 5

n/a <8 ng/mL >=8 ng/mL >=8 ng/mL 0

n/a >=8 ng/mL >= 8 ng/mL <8 ng/mL 5

n/a >=8 ng/mL >= 8 ng/mL >=8 ng/mL 0

Completed Activity 
with Verification n/a Yes Yes Yes 5

n/a Yes Yes No 0

n/a No Yes Yes 4

n/a No Yes No 0

n/a Yes No Yes 3

n/a Yes No No 0

n/a No No Yes 3

n/a No No No 0

Week 9 CM Draws
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METRIC
Week 0  
Result

Week 3  
Result

Week 6  
Result

Week 9  
Result

Week 12 
Result

Week 12 
Draws

BAC <0.003 g/dL <0.003 g/dL <0.003 g/dL <0.003 g/dL <0.003 g/dL 5

<0.003 g/dL <0.003 g/dL <0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

>=0.003 g/dL <0.003 g/dL <0.003 g/dL <0.003 g/dL <0.003 g/dL 4

>=0.003 g/dL <0.003 g/dL <0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

<0.003 g/dL >=0.003 g/dL <0.003 g/dL <0.003 g/dL <0.003 g/dL 3

<0.003 g/dL >=0.003 g/dL <0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

>=0.003 g/dL >=0.003 g/dL <0.003 g/dL <0.003 g/dL <0.003 g/dL 3

>=0.003 g/dL <0.003 g/dL >=0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

>=0.003 g/dL <0.003 g/dL >=0.003 g/dL <0.003 g/dL <0.003 g/dL 2

>=0.003 g/dL <0.003 g/dL >=0.003 g/dL >=0.003 g/dL >=0.003 g/dL 0

<0.003 g/dL >=0.003 g/dL >=0.003 g/dL <0.003 g/dL <0.003 g/dL 2

>=0.003 g/dL <0.003 g/dL >=0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

>=0.003 g/dL >=0.003 g/dL >=0.003 g/dL <0.003 g/dL <0.003 g/dL 2

<0.003 g/dL >=0.003 g/dL <0.003 g/dL >=0.003 g/dL >=0.003 g/dL 0

<0.003 g/dL >=0.003 g/dL <0.003 g/dL >=0.003 g/dL <0.003 g/dL 1

<0.003 g/dL >=0.003 g/dL <0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

>=0.003 g/dL <0.003 g/dL >=0.003 g/dL >=0.003 g/dL <0.003 g/dL 1

>=0.003 g/dL <0.003 g/dL >=0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

<0.003 g/dL >=0.003 g/dL >=0.003 g/dL >=0.003 g/dL <0.003 g/dL 1

<0.003 g/dL >=0.003 g/dL >=0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

>=0.003 g/dL >=0.003 g/dL <0.003 g/dL >=0.003 g/dL <0.003 g/dL 1

>=0.003 g/dL >=0.003 g/dL <0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

>=0.003 g/dL >=0.003 g/dL >=0.003 g/dL >=0.003 g/dL <0.003 g/dL 1

>=0.003 g/dL >=0.003 g/dL >=0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

<0.003 g/dL <0.003 g/dL <0.003 g/dL >=0.003 g/dL <0.003 g/dL 1

<0.003 g/dL <0.003 g/dL <0.003 g/dL <0.003 g/dL >=0.003 g/dL 0

Week 12 CM Draws
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METRIC
Week 0  
Result

Week 3 
Result

Week 6 
Result

Week 9  
Result

Week 12 
Result

Week 12 
Draws

PEth n/a <8 ng/mL <8 ng/mL <8 ng/mL <8 ng/mL 8

n/a <8 ng/mL >=8 ng/mL <8 ng/mL >=8 ng/mL 0

n/a >=8 ng/mL <8 ng/mL <8 ng/mL <8 ng/mL 7

n/a <8 ng/mL <8 ng/mL >=8 ng/mL >=8 ng/mL 0

n/a <8 ng/mL >=8 ng/mL <8 ng/mL <8 ng/mL 6

n/a >=8 ng/mL <8 ng/mL >=8 ng/mL >=8 ng/mL 0

n /a <8 ng/mL >=8 ng/mL >=8 ng/mL >=8 ng/mL 5

n/a <8 ng/mL >=8 ng/mL >=8 ng/mL >=8 ng/mL 0

n/a >=8 ng/mL >= 8 ng/mL >=8 ng/mL <8 ng/mL 5

n/a >=8 ng/mL >= 8 ng/mL >=8 ng/mL >=8 ng/mL 0

Completed 
Activity with 
Verification

n/a Yes Yes Yes Yes 6

n/a Yes No Yes No 0

n/a No Yes Yes Yes 5

n/a Yes Yes No No 0

n/a Yes No Yes Yes 4

n/a No Yes No No 0

n/a Yes No No Yes 3

n/a Yes No No No 0

n/a No Yes No Yes 3

n/a No No Yes No 0

Week 12 CM Draws (continued)


