Appendix A. Standard Screening Protocol

· Guided process for conducting a HIV and hepatitis B and C screening program

· Includes examples of eligibility criteria as well as enrollment, interview, testing, and referral procedures
Standard Screening Protocol

I. Study Objective

UFO is a study designed to examine HIV and hepatitis B virus (HBV) and C virus (HCV) infection in young injection drug users in San Francisco.

II. Recruitment

Subjects will be recruited by outreach-based street recruitment. Outreach workers who are trusted by young IDUs will distribute study invitation cards to potential participants on the street in the Haight, Polk, Tenderloin/South of Market and Mission neighborhoods.

III. Community site (Field site) schedule

We will maximize participation by establishing regular hours for study intake at one site fixed serving the Haight-Ashbury and Polk neighborhoods and another serving the Mission and Tenderloin/South of Market. The UFO staff is at the Tenderloin field site (Ellis and Leavenworth) every Monday from 12-8 pm. The UFO staff is at the Mission field site (Dolores Community Service Center, 938 Valencia Street) every Wednesday from 4-8 pm. Each site is staffed by interviewers/HIV test counselors, a phlebotomist/clinician, and a field supervisor. Appointments will not be required for screening and follow up studies during these hours.

IV. UFO Screening Study

A. INTRODUCTION

Potential participants are welcomed by a Greeter of the field site and told briefly about the study. If they are interested in the study, their eligibility is determined by a Screener equipped with a Screening Interview.

B. CHECK IN & ELIGIBILITY
Potential participants must check-in at the Front Desk.
1. The Greeter distributes and the Screener scores a one-page self-administered Screener Questionnaire to potential participants who are interested in the study. Potential participants must desire HIV and hepatitis counseling and testing. Persons eligible for participation in the UFO Screening Study are.

· under age 30 on the day of screening,

· report injection drug use in the prior month,

· speak English as their primary language, and

· are capable of giving informed consent (i.e., not intoxicated or ill). Potential participants who demonstrate acute intoxication or drug withdrawal will be asked by the Greeter to return the following week.

2. If potential participant is eligible by questionnaire, we will further verify injection status through a brief in-person Screening Interview. A staff person familiar with injection behavior will ask individual candidates a series of questions about injection technique that will identify persons unfamiliar with injection.

C. ENROLLMENT
1. UFO staff informs a person of their eligibility. If an eligible participant agrees to participate in the Screening Study, then the Front Desk prepares a study packet containing enrollment paperwork.

a) A study ID number is assigned and labels affixed to all packet materials.
b) A unique, anonymous identifier is created that includes each participant’s date of birth, mother’s first name, and father’s first name. This is linked to the study ID number.
c) An Interviewer is called to meet the participant for completion of Enrollment.
What’s in a Screening Packet?

· UFO Screening Consent Form

· Participant’s Bill of Rights

· UFO Interview

· Risk Assessment Form

· UFO Study Receipt

2. If eligible participant declines to participate, the Front Desk offers the subject a study card with telephone number and address and offers the subject an open invitation to return the following week to learn more about the study or to have other questions or concerns addressed. If they come and decide to participate, then all consenting procedures described above along with baseline interview and blood draw are done at that time.

3. An Interviewer escorts participant to a confidential interview area. The participant is handed the study UFO Screening Consent Form, and the Interviewer discusses the document in detail. The Consent Form describes the study, its purpose, the procedures involved like the interview and blood draw, risk and benefits, incentives for each visit, the reason for the consent form. It is important to emphasize to the subject that the study is confidential and that she/he can withdraw if she/he decides.

4. The Interviewer allows the subject to raise any questions or concerns about participation and makes sure that the subject understands completely to what she/he has consented. The Interviewer hands the participant a Participant Bill of Rights.

D. INTERVIEW & PRE-TEST COUNSELING
1. The Interviewer conducts the Interview, which takes about 30-40 minutes to complete.

2. The Interviewer conducts a pre-test counseling session for HIV, HCV, and HBV. The Interviewer is a trained HIV test counselor.

3. The Interviewer initials the Study Receipt and escorts participant to Phlebotomy station.

4. The interviewer completes the Risk Assessment Form and returns this and the completed interview to the participant’s chart at the Front Desk.

E. PHLEBOTOMY

1. Screening participants will have blood drawn and tested for HIV, HCV, and HBV serologic markers. Phlebotomist labels tubes with study ID number.

2. Once the blood is drawn, the phlebotomist enters the data in the blood log. The blood log has a line for each participant study ID. The date and time the blood was drawn, the participant’s study ID and DOB, the phlebotomist’s initials, and Unilab requisition numbers are entered in the blood log.

3. The phlebotomist offers the participant an Alien Pop, initials the Study Receipt, and sends the participant to the Front Desk for check out.

4. After the blood is collected, 1 serum separator tube (SST) packaged with a Unilab requisition and sent to Unilab for HIV antibody testing, HCV EIA, and HBV panel. Unilab picks up the specimens at the community sites at the end of each evening. The number to call to arrange pickup is 1-800-288-8008 ext.3. The time and location is given to the dispatcher and in turn a confirmation number is issued for that particular pick-up.

F. CHECK OUT
1. The Front Desk receives participant and schedules a follow-up visit for one week later. The staff gives the subject a UFO button and study card with appointment date and time (that includes the subject ID).

2. The participant is paid $10 cash and signs the Study Receipt.

3. The participant is thanked for her/his time.

V. UFO Screening Study (Interim)

During the interim week, several procedures occur:

A. LABORATORY/MEDICAL

1. Each morning following a UFO draw, all data collected in the blood log are entered in the database.

2. Blood is tested for HIV, HCV, HBV at Unilab

3. Lab results from Unilab arrive on the teleprinter, usually within 3-4 days

4. Lab results are reviewed by MD

5. Lab results and eligibility entered into data base

6. Referrals for participants with positive test results are planned

VI. UFO Screening Study (Visit 2)
A. CHECK IN

1.
Returning participants check in at Front Desk, where their unique identifier is used to locate study ID number and test results.

2.
The participant’s Risk Assessment Form and Study Results are retrieved.

3.
A Counselor is called. Ideally this is the same person who conducted the baseline interview the prior week.

B. RESULTS DISCLOSURE AND REFERRALS

1. The Counselor discloses test results.

2. The Counselor conducts post-test counseling: assess participant reaction, explain results, offer referrals, secondary prevention, harm reduction.

3. Counselor initials Study Receipt.

4. An on-site Clinician will administer free immunizations against hepatitis A and HBV to all eligible participants. A $10 cash incentive without intensive outreach is offered for receiving the 2nd and 3rd immunizations.
5. The clinician may offer additional education on injection-related infections and assist participant with further medical evaluation and referrals.
6. Clinician initials Study Receipt.

7. The Outreach Worker may assist with additional referrals, including drug detoxification and treatment, shelter, food, and public assistance.
C. CHECK OUT

1. If participant received immunizations, a follow-up appointment is scheduled. The participant is paid $10 cash and signs the Study Receipt.

2. The participant is thanked for her/his time and is discharged.
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