Appendix B. Research Protocol Manual
This document outlines the overall structure of the research study and includes the procedures for recruitment, screening, obtaining informed consent, data collection, telephoning participants, and emergency procedures.
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Chapter One: OVERVIEW

The job of recruitment and data collection on a research team is highly valued and important to the success of the research. Without participants, there is no study and without well-collected data, the study findings are useless.

The priorities for all recruiter/evaluator staff are to:

1) protect your own safety (and the safety of other staff members)

2) protect the safety of participants/“do no harm”

3) communicate with team members through weekly staff meetings 

4) work collaboratively with other staff as a team player 

5) recruit participants and collect the cleanest data possible by following protocols/using standardized methods

This handbook is a work in progress and more information will be added as necessary. If you experience a situation not described in this handbook, please bring it up at the next staff meeting so  we can all benefit from your experience.

STUDY TIMELINE

In order to give you the big picture of the work required to make the study successful, here’s a  project projection. This is for reference purposes only:

Start-up

In this time period, the interventions were piloted, protocols developed, final versions of questionnaires were created and staff were trained.

Recruit, Run Interventions & Collect Follow-up Data

The study (UARP) proposal requires that we recruit couples into the experimental condition [6-week intervention] and into the control condition [single session intervention]. Each participant will be followed for up to 8 months from the time of recruitment [approximately 2 weeks from recruitment to start of intervention, then for 6 months after intervention is completed – please note that participants in the experimental condition will be followed for a longer period of time because their intervention takes 6 weeks]. Please see PARTICIPANT TIMELINE below. 

Data Analysis and preparation of final report

We must aim to have all (follow-up included) data collected by this time. During this phase of the study, the data collected from participants will be analyzed and major findings written up in scientific papers and presentations.

PARTICIPANT TIMELINE
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Experimental Condition: total time: approximately 8 months
Recruitment presentation/first contact

( (1 week max – ideal)

 [phone calls to determine eligibility and interest of both participants] 

(
Schedule participants for group data collection and classes

( (1 week max – ideal)

[rescreen for eligibility when arranging for class participation]

[weekly phone calls to remind participants of classes and to arrange transportation if necessary]

(
Data Collection , Consenting

[Data collection and consenting of participants will happen on the same day the intervention begins]

(
Begin 6 week intervention series (Same Day)
[weekly phone calls to remind participants of classes and to arrange transportation if necessary]

 [phone calls to schedule home visit starting the day after the intervention ends] 

Complete post-test questionnaire interview (between 1 week and 2 weeks max after last intervention class – ideal)
( 

[phone calls to schedule home visit, starting at 2 months, 2 weeks since last intervention class] 

( 

Complete 3-month questionnaire interview (between 2 months & 3 weeks and 4 months & 1 week after post-test interview - ideal)
(  

[phone calls to schedule home visit, starting at 5 months, 2 weeks since post-test interview] 

( 
Complete 6-month questionnaire interview (between 5 months & 3 weeks and 6 months & 1 week after post-test interview)
Control Condition:  total time: approximately 7.5
Recruitment presentation/first contact

( (1 week max – ideal)

 [phone calls to schedule home visit] 

(
Schedule participants for group data collection and classes

( (1 week max – ideal)

[rescreen for eligibility when arranging for class participation]

[weekly phone calls to remind participants of classes and to arrange transportation if necessary]

(
Data Collection , Consenting

[Data collection and consenting of participants will happen on the same day the intervention begins.]

(
Single intervention class

( 

[phone calls to schedule home visit starting the day after the intervention] 

(
Complete post-test questionnaire interview (between 1 week and 2 weeks max after intervention class – ideal)
( 

[phone calls to schedule home visit, starting at 2 months, 2 weeks since last intervention class] 

( 

Complete 3-month questionnaire interview (between 2 months & 3 weeks and 4 months & 1 week after post-test interview - ideal)
(  

[phone calls to schedule home visit, starting at 5 months, 2 weeks since post-test interview] 

( 
Complete 6-month questionnaire interview (between 5 months & 3 weeks and 6 months & 1 week after post-test interview)
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Chapter Two: RECRUITMENT

RECRUITMENT SITES

Please Note: We must only recruit at sites approved by the Human Subjects Protection Committee. 

We are currently recruiting through approved community based organizations and alternative school sites.  More sites may be added by the project director or the project manager.  Participants may only be recruited through approved sites.

Please Note: It is possible that a potential participant/couple (not affiliated with any of these sites) will find out about the study and contacts us about participating. They are free to do so and we may proceed with phone eligibility screening, but, again, we cannot actively recruit at non-approved sites. If a participant heard about us from a particular organization, please alert the project manager or the project director and they will pursue making that new organization an approved recruitment site.

RECRUITMENT PRESENTATIONS

Presentations will be made by one staff member (with exceptions for safety concerns).

Appointments should be made with our contact at an approved site by the staff member responsible for the geographical area where the recruitment site is located. Recruitment visits are assigned each week at the staff meeting.

· Presentations (after training) may be conducted by a single staff member

· Presentations will likely take place on weekdays, but if it is more appropriate for us to come and recruit at the site in the evening, we need to schedule the presentation to accommodate the situation of each particular site. 

· Recruitments that take place in the evening may have more than one staff member (depending on the staff member’s comfort with working alone at night at a particular site)

· Please use the recruitment script as your guide in making recruitment presentations. (see next page). Although it is important to cover the information outlined in the script, it is not necessary (and not that interesting to the listeners) to read it verbatim. Please do not add more information than is described in the script (especially regarding the differences between the two conditions/programs to which participants may be assigned)

· After you describe the study (as detailed in the recruitment script), please ask the assembled group whether anyone has any questions. Answer the questions to the best of your ability. If there is a question asked to which you don’t know the answer, please tell the participant that you don’t know, but that if they are willing to put their phone number on the sign-up sheet, you will find out and call them with the answer. [if this happens, be sure to make a note on the sign-up sheet of the question and who wanted the answer]

· After Q & A, pass around a sign-up sheet. Be sure to tell them that signing up does not mean that they are committing to participate in the study. It just means that they’d like to get more information. On the sign-up sheet, we collect just names and phone numbers.

· While the sign-up sheet is going around the room, please pass out the following sheets (with the HSPC approval stamp) to anyone who is interested in the study:

· Program flyer

· Information sheet for potential participants and their partners

· Information sheet for potential participants’ parents [when you pass out this form, please let the potential participants know that they do not need to get their parents’ approval/consent to participate, but we are providing the parental information sheet to them as an aid if they want to discuss whether to participate with their parents.]

· Before you leave the group (in which you are making the presentation), be sure to ask the potential participants to please talk to their partner about the study. In addition, please tell them that if they signed up on the sign-up sheet, someone from the project will give them a call within a week.

· Also, if appropriate, please leave flyers at the sight (if they are willing and have an appropriate space, such as a waiting room)

Chapter Two/Recruitment Notes:
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Chapter Three: ELIGIBILITY SCREENING

Potential participants will be screened twice before being enrolled in the study.

SCREENING PROCEDURES

Screen #1: via telephone

Between 1-4 days after the recruitment presentation, staff will begin calling potential participants who put their names on the sign-up sheet. 

During this phone conversation, staff will answer any questions from the potential participant, then ask them:

“Have you had a chance to speak with your partner about participating in the study?”

IF NO:

· and their partner is not at home to be asked at that moment, ask them when you should call back (to give them a chance to talk about it with their partner)

· keep calling until they’ve spoken with their partner, or you catch them both at home at the same time

[we don’t want to contact a partner “cold”, so the potential participant we’ve had contact with needs to be the one to bring it up. Chances are if they won’t talk to their partner about participating, they aren’t in a situation where they can join the study]

 IF YES:

· please complete the “eligibility screening form” with both partners (if possible)

· for this study, all participants (both partners in a couple) must meet the following eligibility criteria:

1. 14 and 20 years old (as of the date of initial recruitment contact)

2. in an intimate (romantic/sexual) relationship with the other parent of their child (ie: have at least one child in common)

3. the female partner can be pregnant at the time of recruitment, 

4. fluent in either English or Spanish

5. planning to stay in the LA area for the next 8 months (ie: no concrete plans to leave)

6. not have a recent (in the last 6 months) history of injection drug use, crack cocaine use or methadone/heroin use

7. not have a difference in age between partners which would make the older one reportable for statutory rape (please see chart in appendix)

· if the potential participant meets all of the eligibility requirements, you may immediately schedule them for consenting and the pre-test questionnaire

· if the potential participant does not meet all of the eligibility requirement, you should tell them that you need to check with your supervisor to determine if they are eligible. 

· However, if they fail to meet one of the “make-or-break” criteria (don’t speak Spanish or English, leaving town tomorrow, either partner over 20, current active drug user, not in a romantic relationship with the other parent of their child, or of a reportable age for statutory rape), you are free to tell them immediately that they are not eligible.

Screen #2: by phone

When a staff member calls to arrange class participation, she should ask the questions on the “eligibility screening form” again. If there are inconsistencies with the first form (i.e. partner’s name changed, etc…) bring the case up with the project manager before that couple attends a data collection. If they are determined to be ineligible at this point, they will not be randomized, and a staff member will call them to tell them they are ineligible for participation in the study.

NOTIFYING THE INELIGIBLE

What to say when a person is ineligible for the study: 

“Thank you for your interest in participating in our couples study. Unfortunately, you and your partner are not eligible to join the current study we are conducting. We will keep your name on file and if we have any future programs for which you would be eligible, we will give you a call.” 

REFERRALS FOR THE INELIGIBLE

We will have referrals to other HIV prevention programs. This section is in development.  

Chapter Three/Eligibility Notes:
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Chapter Four: INFORMED CONSENT PROCEDURES

Before we may collect any data from a participant, the participant must review and sign an informed consent form. This is a specific form approved by the Human Subjects Protection Committee (also known as the “Office for Protection of Research Subjects”). For this study, we will have a single form, which will be used for all eligible participants.

All staff, during training, should have completed the online training course offered by the Office for Protection of Research Subjects (OPRS). The web address is:

http://training.arc.ucla.edu/

The “informed consent form” (or “ICF”) is a critical document for the smooth and ethical functioning of the study. In it details about the procedures, risks, benefits, payments, and rights of subjects are described. It is vitally important that when you review the ICF with a potential participant, you pay attention to his or her comprehension. If at any point, you believe the participant does not understand (likely due to some of the language used), review the section in question, with paraphrasing as necessary.

Each participant should have a firm grasp of the following concepts before you have them sign the ICF:

· There are no medical procedures involved in the study.

· Participants have the right to withdraw (leave) the study at any time.

· Participants have the right to refuse to answer specific questions during the questionnaire interviews.

· The study is protected by a certificate of confidentiality, which allows the staff to refuse to cooperate with a subpoena or directive from any local, state or federal court to release information about our participants. For example, if a participant was on probation, and told us during an interview that she or he had used drugs (a probation violation) we would NOT release that information to a court or any other law enforcement entity, even if ordered.

· We will report any specific instances of abuse of a minor (including sexual abuse and statutory rape).

· We will report any specific knowledge we have of domestic violence.

· We will report any participant with specific plans to hurt themselves (suicide) or others (murder).

· Participants may be removed from the study if they disrupt the program or threaten the safety of the other participants (by bringing in weapons, showing up under the influence or drugs or alcohol, destroying property where the class is being held, etc…).

· Randomly selected interviews will be taped (audio or video) for quality assurance.

When you are sure that the potential participant understands the content of the ICF and have answered any questions they ask: 

· have them print their name and sign on the last page

· sign the consent form as a witness on the last page

· give them an unsigned copy of the consent form to keep
Chapter Four/Informed Consent Notes:
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Chapter Five: DATA COLLECTION

DATA BASICS

There are 2 general types of data collected:

Descriptive data captures information such as date of birth, ethnicity, acculturation. This type of data needs to only be collected once. We collect descriptive data during the intake (“pre-test”) interview only.

Repeat measures data captures changes in knowledge, ideas, intentions and behaviors over time, and before/after “exposure” to our programs. This type of data is collected at all data points and includes scales to assess HIV knowledge, depression, recent sexual behavior, intentions to use condoms, and the quality of the relationship with participants’ main partner.

CONFIDENTIALITY

During the informed consent procedure, the participants are informed of the nature of confidentiality in the research study. Before you begin any questionnaire interview (except the pre-test, as they just completed the full informed consent procedure a moment before), please remind the participants of the following issues relating to confidentiality:

1) We will break confidentiality only if the participant gives us details on current abuse of a minor, plans to harm another person, plans to harm themselves.

2) We will not share any information they provide with their parents or partners or anyone else (except as mentioned in #1)

3) We will not report income source or drug use to any agency (or individual) [this is redundant with #2, but useful to mention]

Before you begin data collection, please share the following information with the participant: 

“Our research protocol was developed to work best if participants keep their interview responses private from their partners. You can help us to run a better study if you don’t discuss your interview answers with your partner.”

COLLECTING THE DATA

The most important thing to remember with data collection is consistency. It is important for a data collector to conduct each questionnaire interview with the same non-judgmental tone and wording. It’s also important for all of the data collectors to collect data in the same manner as the other research team members. 

Data for this study will be collected through individual or group interviews. 

During these interviews, the research staff will ask, verbatim, the questions in the questionnaire packet.

· if a participant does not understand a question, repeat the question with the same wording (but work to make your enunciation more clear, and slow down if necessary)

· if a participant still does not understand the question, determine if there is a word he or she doesn’t understand. If there is, please define the word.

· if a participant still does not understand the question, you may paraphrase, but do so only as a last resort. It is vitally important that we all agree what information each question is trying to collect, so if there are any portions of the interview questionnaire with multiple interpretations, we must discuss them at staff meetings to determine the interpretation we will all consistently use.

When attempting to assess the participants’ understanding of the questions, please use the most gentle, least judgmental language possible: 

“Is there a word that’s unclear?” [instead of “What word don’t you understand?”]

It’s a good idea to remind the participant before you start, that the purpose of the questionnaire is to test the program, NOT the participant. 

COMPLETENESS & CONSISTENCY OF DATA

While you administer the questionnaire to the participant, you should be aware that there are certain types of information that we collect more than once. This is a check to ensure consistent data for outcomes that are the most important for the study.

For example:

On page 18 of the pre-test, it states:

“The last time you and your partner had vaginal sex, did you use a condom”

Then on page 19 of the pre-test, we ask:

The number of times had vaginal sex with a condom (within the sexual behavior grid)

Then on page 21 (of the pre-test), we ask:

“What method of birth control/contraception or disease prevention methods did you and your partner use the last time you had vaginal sex?”

So, if someone answers:

No (on page 18)

Zero (on page 19)

Condom (on page 21)

The data don’t make sense.

What to do if you collect inconsistent data during the interview:

If you notice during the interview, make a mental note or dog-ear the relevant page. Then, when the entire questionnaire is completed, return to the pages in question and discuss the issue using the following language:

“There were a few questions that made me a little confused. Would you mind if we took just a minute to go over them now?” [then go over the cluster of inconsistent questions again]
If the inconsistencies are noticed when an edit is made by the project manager back in the office, you will need to reach the participant by phone to clarify the inconsistent data (or collect missing data).

Remember that whenever you are approaching a participant to collect missing or inconsistent data, be careful to use non-judgmental language and make it clear the participant has done nothing wrong

· 99% of inconsistent data can be fixed with clean, consistent data collected. However, please be aware it is possible a participant will stick to his or her inconsistencies. If this happens, make a note to that effect in the questionnaire Put your initials and the date next to the notation.

· If a participant refuses to answer a question, please write “refuse” in the appropriate spot in the questionnaire. If you get a lot of “refuse” non-answers in a row, please remind the participant about our confidentiality protections (in case that’s what’s motivating his or her lack of disclosure).

· If a participant doesn’t know the answer to a question, please write “don’t know” in the questionnaire

· If a participant gives a vague answer for number of times he or she had certain types of sex in the sexual behavior grid, please spend some time trying to help them come up with a concrete number because this is a major outcome:

For example:

Vaginal sex in the last 3 months = “a lot”

· ask them if they think it was on average, about once a day, twice a day, once a week, 10 times a day, etc…

· if you can get them to an average frequency, then you can calculate a total.

Once a day = 90 times

Twice a day = 180 times

Once a week = 12 times

10 times a day = 900 times
· once you compute a total (on the spot), say it out loud and see if you can get them to tell you if it’s right or wrong.

· This type of incomplete data requires a bit of finesse. On the one hand the participant has the right to refuse to answer the question, but on the other hand the participant did answer the question, albeit ambigously. What you want to do is try to convince the participant that you want their data to be meaningful and for them to make the fullest contribution to their (give them some ownership) study as possible, which can only happen if we can put down a concrete number. 

MISSING DATA WE WON’T COLLECT

If a participant has missing data from a pre-test, and they’ve already begun their “exposure” to the intervention, we will not collect the missing data

SHOWCARDS

Because the majority of questions are multiple-choice, we will use showcards to help participants to keep the possible answers choices straight.

The showcards need to be used as an adjunct to reading the answer choices, as some participants will not have sufficient reading comprehension to use them. 

After reading the instructions and before you read the individual questions or statements for a scale, review the “possible answer choices” with the participant.

As you progress through the questionnaire, this is the symbol to let you know that there is a scale with a corresponding showcard:

(
There will also be a number after the symbol to denote which showcard you should be using (each showcard will have a corresponding number that matches the ones in the questionnaire).

(13
CASELOADS

Our goal is to give each staff member a “case load”. This would mean that one staff member would be responsible for calling a specific set of participants to schedule their interviews and conduct those interviews over the course of the 6 months of follow-up. There will likely need to be sharing of participants between staff members due to scheduling and workload issues, but we should strive to have consistency in data collection.

SENSITIVE ISSUES

These interviews can be intense. Although we expect most of the data collection interviews to run smoothly, there is the potential for the participants to share disturbing personal information, including:


Current abuse 


Current suicidal thoughts or plans


Current intentions to harm others


Domestic violence

Please see the referrals and emergency procedures chapter for instructions on how to deal with these types of situations.

Chapter Five/Data Notes:
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Chapter Six: RANDOMIZATION

Randomization (assigning a participating couple into either the 6-session or single-session intervention) will be done by performance site. 

Chapter Six/Randomization Notes:
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Chapter Seven: PHONE CALLS

As a general rule, it is more likely you will be able to reach participants in the evening or on weekends. Many, if not most, participants attend school or have jobs. However, if you can’t seem to reach participants or potential participant during evening/weekend hours, feel free to try them during the day.

Reasonable hours to contact participants are:

10am to 9pm
· You may call a participant outside of those times only if a participant’s family member tells you it’s OK to call later/earlier. (i.e. you won’t be disturbing that household)

· If you discover that 10 am is too early and/or 9 pm too late, be sure to put that in your notes for the tracking database so the next person who calls will not offend anyone.

When you call and the participant is not home:

1) If you get a live person, try to confirm that the participant can be reached at that number (i.e. it’s not a wrong number) and ask when you should call back in order to reach the participant. It also doesn’t hurt to ask if there is a better number for the participant. Don’t leave a message unless they offer or you’ve tried many times to reach the participant.

2) If you get a machine/voicemail, don’t leave a message unless the participant has told you it’s all right to do so, or you’ve tried many times to reach the participant.

When you call and the participant is home:

1) Ask if she or he has a moment to talk

2) If the participant has a new baby (that you know of), ask how the baby is doing, or make some other human connection with the participant. Don’t do this if the participant sounds  rushed, but it’s nice to show the participant we are interested care about more than just collecting data.

3) Take care of whatever prompted you to call.

4) Before you hang-up, remind them of the next business with the study (next class to attend, approximately when the next questionnaire will be, etc…). 

General Phone Issues

· If you speak to someone other than the participant (or his or her partner), please say as little as possible. We need to keep participant confidentiality in mind (which includes not letting people know that a participant is even participating). Sometimes, we have to reveal some information in order to get past family members who won’t pass the phone to the participant unless they know what’s going on. In that case, tell them:

· We are from an education program at UCLA 


If they press further, tell them:

· It is a health education program for young parents

· Once you get a chance to speak with the participant, ask them if their parents/housemates know about the program or if they want/need for us to keep it a secret. If they need us to keep a secret, ask them how we should identify ourselves when we call.

Chapter Seven/Phone Calls Notes:
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Chapter Eight: REFERRALS & EMERGENCY PROCEDURES 

EMERGENCIES

If any participant is in IMMEDIATE danger or is an IMMEDIATE threat to another person, get yourself to safety and call 911.

If a participant leads you to believe that they might be at risk for a suicide attempt, THE PROJECT DIRECTOR must be contacted ASAP (the same day). She will contact the participant, assess their danger and take the appropriate action.


- if a participant mentions that they have thought about suicide recently

       or 
- mentions that they have been abused and are in active distress when talking about it 

If, on a home visit, you witness what you know or suspect to be child abuse, elder abuse or domestic violence, THE PROJECT DIRECTOR must be contacted ASAP (the same day). She will contact the participant, assess the situation and take the appropriate action.

REFERRALS

Participants may ask data collectors for referrals (if it happens, it will most likely happen during the follow-up data collections). You will find an appendix, which contains a list of HIV/STI testing sites in LA county, along with a referral sheet which you may hand out to participants. If the participant asks for any other type of referral, write down their question on your home visit log and bring it to the next staff meeting or to the project manager or the project director (if it can’t wait). We will attempt to locate an appropriate agency to meet that participant’s needs.

Please keep in mind that we are not a social service agency and that our sole responsibility is to connect them with an agency that can handle their needs on an ongoing basis. Please don’t make any promises you aren’t sure you can keep.

Chapter Eight/Emergency Procedure Notes:
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