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Important Information for Users
This HIV/STD risk-reduction intervention is intended for use with persons who are at high risk for

acquiting or transmitting HIV/STD and who are voluntarily participating in the intervention. The
materials in this intervention package are not intended for general audiences.

The intervention package includes the Starter Kit, the Implementation Manual with Facilitator’s
Guide and Staff Presentation, the Technical Assistance Guide, the Training of Facilitators
Curriculum with accompanying Participant Handbook and Training Presentation, the Fact Sheet,
marketing brochures, promotional posters, information cards, branded ditty bags, and training
DVD.

Before conducting this intervention in your community, all materials must be approved by your
community HIV review panel for acceptability in your project area. Once approved, the intervention
package materials are to be used by trained facilitators when implementing the intervention.



How to Use this Starter Kit

The Focus on the Future Starter Kit was developed as a resource for agencies that wish to learn
more about the intervention. The information in this document provides an overview of Focus on
the Future (FOF), the principles behind the intervention, and what is required in order to facilitate
effective adoption of the program.

This manual is divided into the following sections: Overview of the Intervention, Science Behind the
Intervention, Pre-Implementation, Implementation, and Appendices. The following is a brief
overview of the sections of this document and how to use them.

Overview of the Invention

The overview section addresses the primary concerns your agency may have when becoming
familiar with a new intervention. In the overview section of the manual you will find an overview of
the intervention, the 5 principles behind FOF, the target population, venues for delivery, and
benefits of the intervention to the agency and client.

Science Behind the Intervention

The science behind the intervention section outlines the social and behavioral science used in FOF,
a review and explanation of the core elements and key characteristics of FOF, the behavior change logic
model, and modifications to the intervention during packaging.

Pre-Implementation

The pre-implementation section addresses 3 getting started activities (Assessing Fit, Capacity Issues,
and Budget Development), staffing requirements, and the issues that arise when preparing for
implementation. This section also contains various tools, checklists, and helpful reminders your
agency can use during the pre-implementation phase.

Implementation

The implementation section addresses the issues that your agency will focus on while implementing
FOF. The implementation section contains a timeline for implementation, a summary of
implementation activities, and sample budgets for the intervention.

Appendices
This includes additional materials to assist in implementing the intervention.
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Overview of the Focus on the Future (FOF) Intervention

What is FOF?

FOF is a 45 to 60 minute, individual-level, single-session, behavioral intervention for African
American men who have sex with women (MSW) ages 18-29, who report STD symptoms and/or
are newly diagnosed with an STD, who reported their HIV status as negative or unknown, and who
inconsistently and/or incorrectly used male condoms duting vaginal sex with female partners in the
last 3 months. The intervention is provided in an STD clinic to clients newly diagnosed with an STD
and/or who report symptoms of an STD. The intervention focuses on building the clients’
knowledge, skills and attitudes to reduce subsequent STD diagnoses, increase condom and lubricant
use, decrease the frequency of unprotected sex, reduce the number of female sexual partners, and
increase condom use and condom negotiation self-efficacy.

During this single-session intervention, the trained Peer Health Advisor (PHA) provides
information, motivation and skills directly relevant to addressing the multiple barriers to condom use
that men may face. Emphasis is placed on the correct and consistent use of condoms and lubricant
as a way to increase sexual pleasure and taking responsibility and an active role in reducing HIV and
STDs. At the end of the intervention, men are given a small nylon bag (“ditty bag”) to fill with
packets of lubricant and condoms to use and to find products that have the right fit and feel. The
large selection of condoms and packets of lubricant that men choose from include high-end and
popular brands that are appealing to young African American men (e.g., Trojan Magnum).

Clients observe the PHA demonstrate the correct application of a condom on a model and the client
practices those skills until he expresses a sense of mastery. Throughout the session, men are
encouraged to feel good about using condoms and lubricant, to experience condoms as being
compatible with sexual pleasure, and to actively protect themselves from future STD infection.
From the conversation with the PHA, the clients learn that the high-risk behaviors that lead to the
acquisition of STDs are similar to those that would put them at-risk for HIV. Clients are motivated
to personally respond to the HIV epidemic through the use of a large poster illustrating the
disproportionate HIV/AIDS burden experienced by African Americans in the US.

Key to the intervention is the ability of the PHA to establish rapport, a trusting relationship, and an
environment that focuses on the client’s future and his community’s future. This is most effective
when a member of the target population is chosen as the PHA to implement the intervention.
Establishing a respectful and non-judgmental environment that focuses on the client’s future will
motivate men to fully engage in the intervention. It is also crucial that the tone of the intervention is
“sex-positive” (e.g. a healthy, non-judgmental attitude towards the man’s sexuality and lifestyle).

FOF is a one-time intervention, which means that clients are only eligible to participate once, even if
they screen eligible to participate multiple times. It is most effective if it is integrated as a standard of
care at clinics. This is because clients are more likely to participate if they view FOF as a part of the
services that have been arranged for them during their clinic visit.



FOF at a Glance

The table below provides a brief overview of the goal, activities, and time for each of the six

components of FOF.

past condom use
experiences, discuss
condom negotiation
strategies, and
increase motivation
to use condoms by
showing HIV rates
poster.

Discuss condom
negotiation skills and
help the client determine
ones that will wotk for
him;

Increase client
motivation to improve
upon existing condom
use skills by showing
disproportionate HIV
rates among African
American males.

gives him positive reinforcement.
The PHA and client have an
informal discussion about
experiences that the client has
with condoms (e.g., tight fit,
girlfriend will suspect him of
cheating. etc.). The PHA presents
options of how the client can
introduce condoms into
relationships. The client looks at
the poster on the wall that
illustrates how African Americans
are disproportionately affected by
HIV. The PHA addresses the
client’s reaction to the poster in a
way that will further motivate
him to take action on behalf of
his community.

Component Goals Overview Time
Component 1 Create a positive and The PHA meets the client and 5 minutes
Establish a comfortable uses different strategies (e.g.,
constructive rapport | environment so clients discuss sports or music, “caring
and show the client will fully engage in the brother” or “being real”
respect. following approach, etc.) to build rapport

teaching/learning and establish a non-judgmental
process; climate. The PHA casually
inquires about how often the
Establish the upcoming | client uses condoms and
session as a chance to describes the goal of the
improve existing intervention, which is to help the
condom use skills. client resolve any problems he
may have with using condoms.
Component 2 Understand the errors The PHA gives the client a few 10
Fill gaps in the that the client has made | minutes to complete the survey. minutes
client’s understanding | when using condoms; The PHA reviews the survey and
of correct condom gives the client positive feedback
use based on a review | Address errors and about things he is doing well and
of the Short Condom | rectify misconceptions addresses errors he has made
Use Survey (SCUS). the client may have when using condoms in the past.
about correct condom
use.
Component 3 Rectify issues with The PHA asks the client about 10
Inquire about clients' | condom use; how often he uses condoms and minutes




Component Goal Overview Time
Component 4 Increase clients' self- The PHA blows up a condom, ties 10
Provide guided efficacy for condom it tightly, and rubs baby oil on it. It | minutes
practice in the correct | and lubricant use; breaks. This is used as a jumping
application and use off point for a discussion about
of condoms and Show that oil-based why the client should never use
water-based lubricants do not work; | oil-based lubricants. The PHA
lubricant. gives the client a card with correct

Develop an condom use instructions and
understanding of how | demonstrates how to propetly use
to introduce condoms | a condom and lube using the
into current and future | penile model, delivering key health
relationships. promotion messages throughout
the process. The client then
practices putting the condom and
lube on the penile model until he
has done it correctly three or four
times. The PHA delivers important
messages about condom use
throughout the practice.
Component 5 Get clients to "shop The PHA engages the client in a 5 minutes
Address erection and | ahead" for condoms discussion about how erection loss
access problems. and lubricant; is normal and strategies to
Normalize the loss of | overcome it. The discussion also
an erection thereby focuses on the importance of
helping clients to get having a supply of good fitting
beyond this problem condoms on hand before sex
without taking off the | ©CCULs:
condom.
Component 6 Provide information, The client spends some time 10
Help clients achieve a | motivation, and skills exploring the different condoms minutes
satisfactory fit and to clients that will and lubricants by opening them up
feel. increase their quality of | and feeling them. The PHA
condom and lubricant | describes features that help him
use and thereby find a few with the best feel and
decrease the odds of fit. The client fills a small bag with
condom failure; any condoms/lubricant he chooses
(25+ of each). The client is asked
Close the session. what he will remember about the
conversation and then to share the
information with a friend or family
member.
Total Time ~50

minutes




FOF is based on 5 principles. The 5 principles were chosen by the original researchers.

1. Unconditional respect for men

This principle permeates the entire intervention. PHAs must show clients unconditional
respect regardless of whether the past decisions they have made are compatible with the
PHAS’ values. This also means that the PHA needs to be respected by clients and clinic
staff.

This principle is one of the most recognized principles of sexual education. It comes
from the Sexuality Information and Education Council of the United States (SIECUS)
Guidelines for Comprehensive Sexnality Education (http://www.siecus.org).

2. Options and know how

Key to the intervention is teaching men how to correctly use a condom and giving them
a wide option of high-end and popular condoms to try at home in order to find one with
the right fit and feel. They will also be given water-based lubricant to take home and try.
This principle comes from If the Condom Fits, Wear It: A Qualitative Study of Y oung African
American Men by Dr. Richard Crosby published in 2004 in the Journal of Sexual
Transmitted Infections (Appendix A).

3. Practice is good

It is important that clients get to practice putting a condom on a penile model until they
have done it properly 3 or 4 times and that they get to practice this skill at their own
pace.

Clients are encouraged to practice with the 25+ condoms and 25+ packets of water-
based lubricant after the session ends.

This principle also comes from If the Condom Fits, Wear 1t: A Qualitative Study of Y oung
African American Men.

4. Condoms can feel better

The PHA needs to sexualize condoms, conveying that they are compatible with sexual
pleasure and can make sex feel better. This is done by adding moisture, studding, and
ribbing, as well as giving people the peace of mind that they are protecting themselves
from STDs and HIV.

This principle also comes from If the Condom Fits, Wear 1t: A Qualitative Study of Y oung
African American Men. In this study, Dr. Crosby found that the more men use condoms,
the less likely they are to report condoms interfering with sexual pleasure.

5. Protect our future

This principle relates to clients protecting their own futures and the future of their
communities. Some clients may feel defeated and that they do not have valuable futures.
It is important that the PHA conveys that the clients have futures ahead of them and
they can ensure they are healthy by making positive and knowledgeable decisions. PHAs
can do this by not challenging the wisdom of the clients’ past choices—the focus should
be on the future and never on the past. FOF also places an emphasis on the high rates
of HIV amongst the African American community and the importance of the client
protecting his community’s future.

This principle was developed by the original developer and researcher, Dr. Crosby. He
believes that men do not want to talk about condoms and disease, however they are
interested in talking about themselves and how to protect their futures.

10
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The FOF intervention is not a lecture, but a sex-positive, structured conversation that uses positive
reinforcement, culturally appropriate terms, and a focus on the client’s future. This intervention
creates a context in which participants can

e Rectify misconceptions about correct condom use,

e Recall problematic events when using condoms,

e Identify and rectify common problems with condom use,

e Jllustrate scenarios that involve condom negotiation,

e Consider outcomes of consistent and correct condom use in attainment of future goals,

e Ask questions about various types of condoms and lubricant,

e Practice correctly applying different types of condoms and lubricant on a penile model,

e Find a condom with the right fit and feel.

Target Population

Who is it for?

The target population for FOF is African American men ages 18-29, who have sex with women
(MSW), who report STD symptoms and/or are newly diagnosed with an STD, who reported their
HIV status as negative or unknown, and who inconsistently and/or incotrectly use condoms during
vaginal sex with female partners in the last 3 months. This population is in a demographic group
highly impacted by HIV whose risk is due to the lack of consistent and correct use of condoms and
lubricant as a means of protection.

FOF is most effective in geographic areas with high STD rates and a high proportion of clients who
are young African American males who have sex with women.

Who else can FOF be adapted for?

A man who has sex with men (MSM) in addition to having sex with women should not be excluded
from FOF. The client is eligible as long as he self-identifies as someone who has sex with women
and has used a condom during vaginal sex within the last 3 months. The focus of the intervention is
to address issues with consistent and correct use of condoms and lubricants, and therefore men who
have sex with men in addition to women can participate. The PHA establishes a non-judgmental
rapport with clients. However, the main focus of their conversation is on condom use while having
sex with women. MSM who exclusively have sex with men are not eligible to participate.

Venues and Setting for the Delivery of FOF

In the original research, FOF was delivered in a private room in an STD clinic. It is important that
FOF is delivered in a private room to ensure client confidentiality. The room should have at least
two comfortable seats and a table, and have a positive climate that encourages openness and trust.
This could include the use of music, identifiable pictures and posters, and brochures. The room
must be available to the PHA for at least 60 minutes for an uninterrupted session with each client.

11



Appropriate Settings to Implement FOF

FOF is intended to be implemented in STD clinic settings that can provide testing, diagnosis, and
treatment for most commonly occurring STDs. During the original research, FOF was conducted in
a public STD clinic in Louisville, Kentucky. FOF materials were pilot tested in four STD clinics,
two in the North East and two in the South East U.S. All of these clinics had experience serving a
high proportion of young African American men who have sex with women.

FOF can also be adapted for Community-Based Organizations (CBOs) that serve men who meet
the eligibility criteria and that are able to diagnose and treat STDs.

Benefits to Clinic and Care Services

FOF has many benefits to the implementing clinic, including

Complementing, expanding and enhancing the quality of existing prevention services by
providing a brief, evidence-based program;
Supporting the clinic’s mission;
Closing gaps in needed services for young African American men;
Integrating a new prevention service that does not require a great amount of resources or
effort;
Impacting the norms and culture of the community regarding the way members think about
sex (L.e.,, move towards a “sex-positive” model whereby condom use and lubricants are
eroticized);
Enhancing the image of the STD clinics/CBOs as

0 Attractive sites for funders to invest in;

0 Creative, innovative, and proactive sites in addressing HIV/STDs in African

American males.

Reducing the transmission of HIV/STDs in the community.

Benefits to Clients in Care

FOF is beneficial to clients receiving the intervention in the following ways

Enhancing their quality of life by providing them with the skills to prevent infecting or re-
infecting themselves with an STD or HIV and infecting their partners;

Providing them with a wide variety of high-end lubricants and condoms to identify those
that have the right fit and feel;

Providing them with an opportunity to connect with a caring and knowledgeable peer who is
interested and believes in their futures;

Providing them with a safe environment to practice propetly applying condoms and
lubricant and talk through any potential barriers to consistent use;

Reducing worry and concern when having sex, making it a more enjoyable experience;
Allowing them to maintain their current lifestyle with regard to sex;

Empowering them to be a part of the collective action to reverse the high HIV/STD
prevalence in their demographic group;

Alleviating the burden of HIV/STDs in the community amongst African American males;

12



e Providing positive ripple effects in cases where clients represent a “hub” of transmission
through extensive social networks;'

e Impacting the norms and culture of the community regarding the way they think about sex
(i.e.,, move towards a “sex-positive” model whereby condom use and lubricants are
eroticized).

! Guttmacher Policy Review, Spring 2009, Volume 12, Number 2. For Some Sexually Transmitted Infections, Secondaty
Prevention May Be Primary by Adam Sonfield.
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The Science Behind the FOF Intervention

Original Research Findings

To design and test the efficacy of the intervention, Crosby et al. originated a two-year randomized
control study in a public STD clinic in Louisville, KY. Results from this study showed various
positive effects on the behaviors of the intervention clients.” When clients completed a three month
follow-up assessment, individuals who received the FOF intervention were significantly less likely to
have acquired a subsequent STD. A significant number reported having fewer sexual partners,
significantly fewer acts of unprotected sex, and were significantly more likely to report using
condoms during their last episode of sexual intercourse with a woman. They also had significantly
improved proficiency scores for condom application skills. The results also suggest a substantial
protective benefit for men’s female sexual partners against HIV or other STD acquisition. FOF was
shown to be effective when clients received it one time, and there is no evidence that suggests it
would continue to be effective when given to the same client multiple times.

How it is Different from Other HIV Prevention Interventions

FOF fills a critical gap in evidence-based HIV prevention interventions currently available for young
African American men who have sex with women (MSW), because it is designed to meet their needs
and address their concerns regarding consistent condom use. FOF is one of only a few evidence-
based interventions recognized by the CDC for use in STD clinic settings.

Theories and Models Used

The FOF intervention is based on the Information, Motivation, and Behavioral Skills Model (IMB).”
This theory asserts that HIV-related information, motivation, and behavioral skills are the
fundamental determinants of HIV/STD prevention. If an individual is well-informed, motivated to
act, and possesses the skills and confidence to take effective action, he or she is more likely to
initiate and maintain patterns of HIV/STD preventive behavior.

N\

Informatlon

Behavloral skllls |——— | Behavlor Change

Mot lvatlon

The “information” aspect of the model addresses the cognitive domain and refers to the provision
of knowledge to support the change in behavior. The “motivation” component targets the affective

2 Crosby R, DiClemente R, et al. A brief, clinic-based, safer sex intervention for heterosexual African American men
newly diagnosed with an STD: A randomized controlled trial. Research and Practice. 2009; 99: 1-8.

3 Fisher J, Fisher W. The information-motivation-behavioral skills model. In: DiClemente R], Crosby RA, Kegler M, eds.
Emerging Theories in Health Promotion Practice and Research. San Francicso, CA: Jossey-Bass; 2002: 40-70.
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domain and encourages the development of a favorable attitude towards the positive health behavior
and capitalizes on existing social support systems to enhance motivation. Identifying barriers and
strategies to overcome them is another way to enhance motivation. The “behavior” aspect of the
model focuses on the psychomotor domain. Through instruction, repeated demonstrations and
practice, individuals acquire the practical skills necessary to maintain the behavior change.

According to IMB, health interventions should be focused on
1. Communicating effective health information that is appropriate for the target health
behavior and specific to a population,
2. Increasing personal motivation and social support, and
3. Skill-training to increase self-efficacy for performing a health behavior.

During the FOF intervention, information directly relevant to the quality of condom use is
provided. Men also learn, by demonstration, that oil-based lubricants can quickly erode latex
condoms.

Increasing motivation to use condoms is a central component of FOF. Throughout the session,
men are encouraged to feel good about using condoms, to consider condoms as being compatible
with sexual pleasure, and to actively protect themselves from future STD infection. Clients are also
motivated to personally respond to the AIDS epidemic through the use of large posters illustrating
the disproportionate HIV/AIDS burden experienced by African American men in the United States.

Skill acquisition is another essential component of FOF. Correct condom and lubrication use are
demonstrated and practiced by the men until they exhibit a sense of mastery.*

FOF also draws from Albert Bandura’s Social Learning Theory’. This theory states that people learn
new behavior through observational learning, imitation, and modeling. If people observe positive,
desired outcomes in the observed behavior, then they are more likely to model, imitate, and adopt
the behavior themselves. FOF utilizes a Peer Health Advisor (PHA) to model correct condom and
lubricant use skills. With the PHA’s guidance, the clients then imitate those skills to build their self-
efficacy for correct and consistent condom use.

Although it is not a formal theory, an important feature of FOF is that it can be customized to the
needs of each client. Customizing is a process that matches messages and approaches with the needs
and values of the client.’ The one-on-one interaction of FOF (in the context of a trusting
relationship) allows the PHA to “listen and respond” to the needs of the client. The content of the
program is used much like a checklist of competencies, whereby, once competency is established for
a component, the PHA is able to move on to the next component. This form of customizing allows
for the vast differences in learning that inevitably exist, even in highly homogenous populations.
This on-the-spot customizing provides men with the skills they lack rather than leading them
through a program that is customized for a group of people. Evidence clearly suggests that
customized HIV prevention interventions are likely to be superior to “canned programs.””"

# Crosby R, DiClemente R, et al. A brief, clinic-based, safer sex intervention for heterosexual African American men
newly diagnosed with an STD: A randomized controlled trial. Research and Practice. 2009; 99: 1-8.

5 Bandura A. Self-efficacy: Towatd a unifying theory of behavior change. Psych Rev 1977; 84:191-215.

¢ Petty RE, Barden J, Wheeler SC. The elaboration likelihood model of persuasion: Health promotions that yield
sustained behavior change. In DiClemente, R. J., Crosby, R. A., & Kegler, M. (eds.) (pp. 71 — 99) Emerging Theories in
Health Promotion Practice and Research. San Francisco, CA: Jossey-Bass Wiley. 2002.

7 Coates T], Aggleton P, Gutwiller F, et al. HIV prevention in developed countries. Lancet 1996; 348:1143-1148.
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Core Elements and Key Characteristics

Core Elements are defined as “elements that embody the theory and internal logic of the
intervention and most likely produce interventions’ main effects.””

Core elements are critical features of an intervention’s intent and design and are thought to be responsible for its

. . . . . . 10
effectiveness. Consequently, core elements should be maintained without alteration to ensure program effectiveness.

FOF Core Elements
Content

1. A trained PHA teaches correct condom use skills for clients. (IMB Components: Information,
Behavior.)
e The PHA will foster positive attitudes and norms towards correct and consistent condom
use by providing adequate opportunity for clients to practice proper application of condoms
during the session. This will improve the clients’ condom use behaviors and self-efficacy.

2. The PHA and clients discuss condom negotiation skills. (IMB Components: Behavior.)

e The PHA addresses issues with using condoms in the clients’ lives and discusses condom
negotiation strategies that they can use with partners. Being able to negotiate condom use
with his partners impacts the clients’ condom use behaviors.

3. The PHA provides clients with 25+ packets of water-based lubricants and 25+ condoms of their
choice from a broad selection of high-end and popular brands. IMB Components: Motivation,
Behavior.)

e After determining which condoms might have the right fit and feel for the clients, the clients
select 25+ condoms and 25+ packets of lubricant from a large variety of high-end and
popular brands. Clients are also provided with a bag to carry their condoms and packets of
lubricant. Having condoms with the right fit and feel, packets of lubricant, and a trendy bag
with which to carry them motivates men to use condoms, thereby increasing their condom
use behaviors.

4. The PHA clearly communicates the importance of the client protecting his and his community’s
futures by using condoms correctly and consistently with his partner(s). IMB Components:
Behavior.)

e The PHA equates condom use with an investment in the clients’ futures, lowering their
chances of contracting or transmitting future STDs and slowing the spread of HIV/AIDS in
their communities.

8 DiClemente R]. Development of programmes for enhancing sexual health. Lancet 2001; 358:1828-1829.

° Glossary. AIDS Education and Prevention, 12, Supplement A, 145-146, 2000.
10 Glossary. AIDS Education and Prevention, 12, Supplement A, 145-146, 2000.
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Pedagogy

1. The PHA establishes rapport and a trusting relationship with the client at the beginning of the
session. (IMB Components: Motivation.)
e The relationship with the PHA motivates clients to fully engage in the forthcoming

teaching/learning session and establishes an effective means of relating prevention messages
to them.

2. The PHA shows unconditional respect for men and maintains a non-judgmental environment
for the client concerning any risk behaviors disclosed. (IMB Components: Information,
Motivation.)

e The PHA maintains a “sex-positive” attitude, which is a healthy, non-judgmental attitude
towards the client’s sexuality and lifestyle choices. By remaining non-judgmental, the client is
motivated to fully engage in the session and feel comfortable disclosing information about
his risk behaviors. In turn, the PHA can provide information about condom use issues that
is customized to the client with positive reinforcement.

Implementation

1. The intervention is delivered at a point when the client is feeling vulnerable and is highly
concerned about his STD infection status. This may be while he is in the clinic waiting, after a
presumptive diagnosis, or after a confirmed lab result. IMB Components: Motivation.)

e The time when a client believes that he may be infected with an STD or after he receives a
positive diagnosis is a critical period in which to address prevention with clients. It is a
moment of great motivation for clients to improve their safe sex practices. Thus, the
intervention should be delivered at a location that can test and diagnosis clients with STDs.

2. The PHA conducts a customized one-to-one counseling session with the client for 45-60
minutes. (IMB Components: Information.)
e The interactive nature of the program allows the PHA to proceed at a pace and level that is
developmentally appropriate for each client. Depending on the needs of the client, the
duration of the intervention is a minimum of 45 minutes. Depending on the client, up to 60

minutes may be required to ensure that the appropriate information is covered during the
session.

Key Characteristics are crucial activities and delivery methods for conducting an intervention,
which may be tailored for different agencies and at-risk populations."

Key Characteristics are less essential to effectiveness, but essential to adaptations an agency may consider making. Key
Characteristics can be altered so that an intervention can be customized to the specific needs of the at-risk community
receiving the intervention and the capabilities of the organization implementing the intervention."”

" Glossary. AIDS Education and Prevention, 12, Supplement A, 145-146, 2000.
12 Glossary. AIDS Education and Prevention, 12, Supplement A, 145-146, 2000.
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FOF Key Characteristics

1. A survey is completed by the client to inform the PHA of his problems with using condoms.
e This short survey allows the PHA to customize the intervention so that it addresses the
client’s specific needs and concerns.
0 Tailoring Options: The client may be asked to verbally answer the questions on the
survey or communicate his issues with condom use so that the PHA can address his
specific concerns.

2. A visual aid (Le.,, poster) hanging in the room that displays HIV prevalence among African
American males in the US is used to increase men’s motivation to change behaviors associated
with condom use.

e This poster helps to create a personal motivation for the client to improve his safe sex
practices.
0 Tailoring Options: If hanging the poster on the wall is not an option, the poster can be
shown to the clients at the appropriate time during the intervention.

3. The PHA needs to have similar everyday experiences and communication styles.
e Identifying with the PHA is important because it increases the value of the intervention’s
messages.
0 Tailoring Options: A PHA who can communicate clearly and effectively should be
prioritized over one who might communicate in a common way with the client, though
these are related concepts.

4. The PHAs are men who come from the community for which the intervention is intended.
e This goes beyond the concept of “matching” by race, age, and gender.
0 Tailoring Options: The PHA can be recruited from another nearby community with a
similar socio-economic-cultural environment.

5. Both the PHA and the client should be seated in a private and comfortable environment.
e The space should feel comfortable and safe so that the client feels able to communicate
freely and openly about his experiences and concerns.
O Tailoring Options: As space is often limited, a multi-purpose space may be used as long
as it is private during the intervention.

While every attempt should be made to maintain fidelity to the original intervention, Key

Characteristics may be adapted to accommodate the capabilities of the implementing organization.
This is different from the Core Elements, which cannot be modified.
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Focus on the Future (FOF) Behavior Change Logic Model
Statement of the Problem

FOF is designed for African American men who have sex with women (MSW) ages 18-29, who are newly diagnosed with an STD and/or report symptoms of an

STD, who report their HIV status as negative or unknown, and have used a male condom during vaginal sex at least once in the past 3 months.

Major risk factors for HIV include: membership in a demographic group highly impacted by HIV and STDs, lack of consistent
condom use as a means of protection, incorrect use of condoms, and incorrect/lack of use of water-based lubricant.

Specific Behavior Change Logic

Determinants

To address risk
behavior/factors

Activities
To address behavioral determinants

Outcomes

Expected changes as a result of activities tatgeting behavioral risk

determinants

Incorrect or lack of
condom use skills

Low self-efficacy related
to condom use

Lack of skills using
lubricant

Low self-efficacy related
to the use of lubricant
Negative attitudes toward
condom use

Lack of self-efficacy
toward negotiating
condom use

Inability to identify
triggers of unsafe sex
Lack of knowledge of
HIV/AIDS prevalence
Low ot no risk
perception regarding self
Lack of perceptions
regarding risk reduction
options (e.g., planning for
sex, finding a condom
with the right fit and feel,
using lubricant, etc.)

45-60 minute individual-level, single-session

behavioral intervention, delivered by a trained Peer
Health Advisor.

Recall any problematic events when using
condoms

Rectify misconceptions about correct condom
use

Illustrate proper condom use

Consider outcomes of consistent and correct
condom use in attainment of future goals
Ask questions about various types of condoms
Practice correctly applying different types of
condoms on a penile model

Ilustrate scenarios that involve condom
negotiation

Discuss how to overcome barriers
Understand the importance of being prepared
by having 2 to 3 condoms on hand when
having sex

Experiment with different types of condoms
and lubricant until they find a brand and size
that best serves their needs

Know whete to locate condoms in the
community (including types and price)

Immediate Outcomes

Increase knowledge
regarding correct condom
use

Increase risk perception
as it relates to
unprotected sex

Increase motivation to
use condoms consistently
and correctly

Increase decision-making
Decrease negative
attitudes towatds
condoms and increase
positive attitudes
Improve condom use
skills

Improve lubricant use
skills

Increase self-efficacy
related to safer sex skills
(e.g., use of lubricant,
planning ahead, etc.)

Intermediate Outcomes

e Reduction in subsequent diagnosis of
an STD

e Reduction in the number of sexual
partners

e Increased condom use and decreased
unprotected vaginal and anal
intercoutrse

e Increased communication with
partners about HIV/STI risks and
condom use

e Increased communication with peers
about HIV/STI risks and condom use

e Improved management of risky sexual
situations, e.g.,
O Planned ahead to practice safer

sex

0 Increased condom carrying

e Correct and consistent condom use
(less slippage, breakage, etc.)

e Increased/improved condom
negotiation skills

e Improved planning for accessibility of
condoms when needed
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How to Get Started

Purpose

Pre-implementation prepares the implementing agency to perform the FOF intervention. It is
during this period that your agency can make any necessary organizational changes, conduct an
assessment, and develop program integration and monitoring and evaluation plans. Pre-
implementation is also the time to explore the need for tailoring FOF. For this intervention, pre-
implementation activities are focused on

e Determining agency need and capacity for FOF,

e Budgeting,

e Securing support through stakeholder “buy-in,”

e Hiring and training the necessary staff,

e Developing practices for patient eligibility screening and recruitment,

e Determining how to fit FOF into clinic flow,

e Determining a location for the intervention to take place,

e Obtaining and sustaining intervention supplies.

In the following pages are tools that will help your agency work through all of the pre-

implementation processes.

If a CDC directly funded agency has trouble developing capacity in any of these areas (e.g.,
developing a budget), consult with your CDC Project Office concerning your agency’s capacity
building assistance (CBA) needs and then submit a request to the CDC Capacity Building Assistance
Request Information System (CRIS) website at http://www.cdc.gov/hiv/cba. If an agency is
indirectly funded through their state or local health department, consult your health department on
your CBA needs and the health department point of contact will submit a CRIS request.

Target Population Appropriate for FOF

FOF is designed for African American men ages 18-29 who have sex with women (MSW) and
newly diagnosed with an STD or report symptoms of an STD. Participants should also have used a
male condom during vaginal sex at least once during the past three months, and should report their
HIV status as either negative or unknown. This population is at risk of transmitting or acquiring
HIV due to having unprotected sex with female partners. Major risk factors include

e Membership in a demogtaphic group highly impacted by STD/HIV,

e Lack of consistent condom use as a means of protection,

e Incorrect use of condoms and/or lubricant.
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Other groups of young men in your community may also be highly impacted by STD/HIV such as
young Hispanic men, Caucasian Men who have sex with Men (MSM) or MSM of color. FOF may
be adapted for use with other communities who are highly impacted by STD/HIV; however, due to
the specific type of information relevant for people living with HIV, FOF is not recommended to
be delivered to men who know they are HIV-positive. For more information about adaptation,
please refer to the “Adaptation” section.

Agency Fit and Capacity

Your agency should have the capacity to successfully implement FOF. Capacity is concerned with
issues that relate to the agency as a whole, not only the capacity to carry out the specific
intervention. It needs to be determined whether or not FOF will be of value to your agency and
appropriate for clients, and whether or not your agency has the capacity to implement such an
intervention. Use the checklist below to keep track of what steps still need to be taken before your
agency is ready to implement the intervention. If other parties need to be involved to accomplish
these goals you can use this checklist to keep track of their progress as well. (See Appendix B.)

Statement Agree | Disagree

FOF meets the purpose, goals, and objectives of my agency.

FOF meets the needs of the target population that my agency serves.

My agency can secure adequate funding to successfully provide the intervention
to clients.

My agency has a history of working with the target population and has access to
the target population from our existing services. (See Appendix C for a tool to
determine the approximate number of eligible clients your clinic sees each day.)

My agency is ready to implement the intervention. (See “Agency Readiness to
Implement the Intervention.”)

My agency is able to secure “buy-in” for the intervention from key staff in my
agency and supporting agencies in the community, as well as from other
relevant stakeholders.

My agency has organizational support to develop and sustain FOF.

My agency has the policies and procedures in place to support this intervention.
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Stakeholder "Buy-in"

Your agency’s intervention champion can use the following stakeholder’s checklist to obtain support
for implementing FOF. The stakeholders are those people on your Boatd of Directors/Executive
Board, in your community, at your agency, your staff, or your funding source who have a stake in
the successful implementation of an intervention. The stakeholder’s checklist contains those items
the champion can use to convince the stakeholders that FOF is an intervention that your agency can
and should implement because it meets the needs of the community your agency serves.

Stakeholder checklist
1. Identify your stakeholders
Your agency’s Board of Directors/Executive Boatd (if applicable)
|:| Staff members from your agency who will have a role in the operation of the
intervention
1. Administrators who will obtain support
ii.  Supervisors who will monitor the intervention
iii.  Staff who will interact with participants at any level
|:| Local agencies from which you could recruit PHAs
iv. Agencies offering support groups for African American men ages 18-29 who
have sex with women
v. Health care providers and mental health professionals serving African
American men ages 18-29 who have sex with women
vi. Social service agencies reaching African American men ages 18-29 who have
sex with women
vil. Organizations of African American men ages 18-29 who have sex with
women and organizations that may have members who are African American
men ages 18-29 who have sex with women
|:| Organizations which could provide assistance or other resources
viii. Merchants for incentives, refreshments
ix. Agencies that can provide a venue for the intervention
x. Agencies that can provide transportation
xi. Advisory board to help tailor intervention
xil. Other collaborating agencies to provide information for resource packets
|:| Agencies with which your agency needs to maintain good community or
professional relations
xili. State and local health department
xiv. Local medical and mental health associations
xv. Sexually transmitted disease (STD) clinics and services
xvi. Community-based organizations
xvil. Your funding source(s)
xviil. Others
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|:| Getting stakeholders informed, supportive, and involved

|:| Getting them informed about the intervention

1.

1.

1.

iv.

Decide in advance what specific roles you want each stakeholder to play.
Who will you ask to
1. provide financial support,
2. refer African American men ages 18-29 who have sex with women to
the intervention,
assist with implementation of the intervention,
be a resource to which you can refer participants,
help tailor the intervention for your target population,
provide a room in which the sessions can be held,
supply refreshments for participants,

®© N W

donate small incentives or prizes for participants,

9. speak supportively about FOF in conversations with their associates?
Send letters that tell stakeholders about FOF and its importance, that your
agency is/will be making the intervention available, and, what specific role(s)
you think that they might play in the success of the intervention, and offer an
opportunity for them to learn more.

Call in 2 weeks and assess their interest. If they are interested, schedule a
time to meet (e.g., one-on-one, lunch-and-learn at your agency with a group
of other stakeholders, presentation at their agency for several of their staff or
association members).

Hold the meeting, to describe FOF and answer questions.

|:| Getting their support

V.

V1.

vii.

Describe several specific roles they could play.

Emphasize the benefits of their involvement to themselves, their agency, the
community, and answer questions.

Invite them to commit to supporting FOF by taking on one or more roles.
Keep track of commitments.

|:| Getting them involved

Viil.

iX.

Soon after meeting, send a thank you letter that specifies the role(s) to which
they committed. If they did not commit, send a letter thanking them for
their time and interest and ask them to keep the letter on file in case they
reconsider later.

For persons who committed to a role that is important to pre-
implementation, put them to work as soon as possible.

For persons who committed to involvement later in the process, send them
brief progress updates and an idea of when you will be calling on their
support.
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xi. Hold periodic celebratory meetings for supporters to acknowledge your
appreciation for and the value of their contributions; update them on the
intervention’s progress, and keep them engaged.

Program Review Panel

If CDC will be funding all or part of your agency’s implementation of FOF, your agency must
follow the Requirements for Contents of AIDS-Related Written Materials, Pictorials, Audiovisuals,
Questionnaires, Survey Instruments, and Educational Sessions in Centers for Disease Control and
Prevention (CDC) Assistance Programs. You also must submit the program’s modules, content,
information collection forms, participant handouts, videos and other program materials you plan to
use for approval by a local Program Review Board (PRB). The PRB’s assessment will follow the
CDC Basic Principles found in 57 Federal Register 26742. If all of your funding for FOF is coming
from another source, check with that source for their policy on PRB approvals.

We recommend that you first find out what the local PRB’s procedures are from your state health
department and work within them. It may be helpful to your PRB to provide an overview or
executive summary of the intervention with other relevant materials. Also providing a copy of the
research article may be useful for PRB members who are interested in the scientific evidence
supporting the intervention.

Emphasize the activities that are Core Elements of the intervention. Emphasize that these elements
are required in order to get results similar to those of the original research. Be prepared to answer
questions, to make things clear, or refer PRB members to sections of the package materials for
information.

If all of your funding for FOF is from another source, check with that source for their policy on
approvals.

Identifying Appropriate Staff

To implement FOF your agency will need to involve a number of existing staff, as well as integrate
the new staff member hired specifically for the intervention, the PHA. Specifically, FOF requires
the participation of each of the following individuals
o  Clinic Director. Preparing the agency for FOF, securing funds and “buy-in,” hiring a PHA,
organizing training for all necessary staff, quality assurance, budget management, establishing
and executing the evaluation plan, and communicating with the agency manager, etc.
o Clinic Manager: Supervises the PHA or the PHA’s supervisor, helps to evaluate agency
policies and procedures as they apply to FOF, obtains supplies for the intervention,
determines space to be used for the intervention, evaluates agency readiness for
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implementation, debriefs weekly with the PHA and PHA’s supervisor on intervention
successes and challenges, etc.

PHA’s Supervisor. Receives training on FOF, supervises the PHA, debriefs weekly with the
PHA, reviews the PHA’s performance, supports the PHA, etc. See the section below for
more guidance on providing supervision to the PHA.

Clinical, Nursing, Social Work, Disease Investigation Specialist (DIS), and Triage Staff: These staff
understands the clinic’s flow for each day and incorporates the provision of FOF by the
PHA based on the client’s eligibility. These staff members receive orientation on the
screening for eligibility and referral processes for FOF, screen clients for eligibility, recruit
clients, etc.

PHA: Receives training on FOF, conducts the FOF intervention and serves as a consultant

on safe sex practices to clients after intervention. See the section below for more guidance
on hiring the PHA.

Hiring the PHA

Recruiting an appropriate PHA is a key component of FOF. Filling the position is more

complicated than simply finding someone who fits the required profile. The PHA needs to be

someone who is non-judgmental, has a sex-positive attitude, able to quickly establish a rapport with

each client, and create an environment of trust and respect that encourages open and honest

communication during each session. PHAs should have the following characteristics

African American man who is able to talk honestly and share experiences about heterosexual

intercourse;

21 to 35-years-old (older candidates are preferred as they may have more experience and
appear to be more of an authority to clients);

Comes from and currently resides in the area surrounding the agency;

Relates to men quickly (i.e.,, easily builds rapport, has a good sense of humor, etc.);
Outgoing, friendly and caring personality;

Non-judgmental of others’ lifestyles and choices;

Able to look at sexual behaviors non-judgmentally (a sex-positive attitude);
Comfortable talking about condoms, sex and STDs;

Motivated to improve his community;

Openness and receptive to training/learning.

Because the person hired for the position will be responsible for reading the Facilitator’s
Guide on a regular basis, using a survey with clients, and creating a list of stores in the area
where clients can purchase condoms and lubricant, the Peer Health Advisor must be literate.
In order to address the candidates literacy level during the interview, you can

O Ask the candidate to read a pamphlet that you have in the clinic out loud,

O Ask the candidate to write an answer out to one of the questions.
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When recruiting the PHA, it is advised that you do not use online or print advertising. It is difficult
to target the desired population using these strategies, and you will waste time and effort filtering
through an inflated pool of applicants. Instead, agencies should use their own networks to search for
candidates. Staff may know of ideal candidates in the community, including previous or current
clients at the agency. Agencies may also reach out to other organizations that they partner with to
identify candidates.

Supervising the PHA

PHASs require supervisors who will work to successfully integrate them into the clinic team, meet
with them to debrief about the intervention, and provide support in other ways. There are several
components that make up the foundation of supportive supervision, such as building a trusting
relationship between the supervisor and the PHA and allowing the PHA to explore feelings and
reactions that emerge from facilitating the intervention. The following outlines the general principles
of conducting supportive supervision.

e The supervisor ensures the PHA is integrated into the agency team, which can be done by

O Taking him around the clinic to meet other staff members, describing his role at the

clinic;
Introducing him during the pre-implementation “Staff Buy-in” meeting;
Letting other staff know how to contact him with questions about the intervention;
Having the PHA share the successes of the program during staff meetings;

O O O O

Sharing the program’s successes in agency newsletters.
e The supervisor sets aside time to meet with the PHA weekly.
O The supervisor recognizes that this supervision time is dedicated to the PHA.
O The supervisor creates a safe space. There are no interruptions during supervision, if
possible, and the PHA is encouraged to share any concerns.
O The supervisor sets a time that is consistent and convenient for the supervisor and PHA.
O The focus of the supervision meeting remains on the development needs and concerns
of the PHA.
O The supervisor and PHA set the agenda together.
O The supervisor is open to exploring the feelings and reactions of the PHA that can help
him reflect on working with clients who are part of their community.
O The supervisor uses open-ended questions to help the PHA share their work with
clients.
O The supervisor is responsive and empathic and encourages the PHA to use his or her
insight into the community to respond to client issues.
O The supervisor provides guidance and resources.
O The supervisor remains non-judgmental in his or her approach.

During supervision meetings, discussion topics can include
e Sessions
0 Approximately how long is each session taking?
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o
o

What questions do clients ask or what do they say that you struggle responding to?
What common stories/problems/scenatios/characteristics are clients presenting you
with that often need to be addressed during FOF?

What impressions are you receiving or comments are you hearing from clients after they
complete the intervention?

What do you find clients respond well to? How can you build on that?

How is your level of supplies? (Sufficient? Getting low?)

What referrals are you making (to other staff within the clinic)?

Clinic Flow

o

o
o
o

How many clients do you see each day?

How much down time do you have each day, on average?

What do you do during your down time?

How do you think we could recruit more men to the intervention or recruit more
effectively?

Training and Intervention Materials

o
o

o
o

How well did the training prepare you to deliver the intervention?

What materials that you received during the training have you been referring to (e.g.,
Facilitator’s Guide, video, cheat sheet, etc.)? How often?

Are clients calling you to ask questions? If yes, what types of questions?

Have clients mentioned anything about how they are being referred to the program? Are
clients asking about FOF before being told about the program by clinic staft?

Integration at the Clinic

o
o
o

Does everyone at the clinic understand your role and what you do?
Have you met everyone at the clinic?
Do you feel like a part of the clinic team?

Review of the 6 Components of the FOF Intervention (see pages 8-9)

o
o

O O O

O O OO

o O

What strategies do you use to build rapport?

How do you use the survey that the clients complete to address the client’s problems
throughout the session?

How do the clients feel about condom negotiation? What comes up?

How do clients react to the posters? How do you address their reactions?

How do clients feel about practicing correct condom use on the penile model? How do
you make them feel more comfortable touching the model, condoms and lube?

How many times do clients put the condom on the model?

How do clients react to the discussion about erection loss?

How do clients feel about or react to the list of stores in the area to buy condoms/lube?
How do clients react to the number of condoms and lube that you show them? How do
you ensure that you are not favoring one condom or lube over another?

What condoms/lubes are popular? What reasons do clients have for their preferences?
How do you close the session?
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Facility Requirements

FOF requires that the intervention take place in a private room with a door at an agency or clinic
that provides STD/HIV screenings and is located in a geographic area with a high incidence of
STDs among African American men who have sex with women. It does not need to be a large
space, but it should have enough room for both the PHA and the client to sit comfortably in chairs
at a desk or table. Selecting a space that has a sink for clients and PHAs to wash their hands after
practicing correct condom use on the penile model would be ideal.

There should also be a cabinet, closet or room to store the supplies necessary for the intervention.
The ditty bags and the high volume and variety of high-end and popular condoms and lubricant that
are associated with FOF are appealing to both clients and staff. Therefore, it is important to keep
supplies locked up in a closet or room that only a known number of staff have access to. It would be
ideal if only the PHA and his supervisor have access to the supplies. Consider having the lock to the
closet or room where the supplies for the intervention will be kept changed prior to implementing

the intervention.

Policies and Procedures

During pre-implementation, your agency should evaluate current policies and procedures in order to
determine their capacity to support the needs of FOF. Some policies may need to be revised in
order to accommodate the intervention, and some new procedures may be required all together.
Examples of these include

e DPatient confidentiality,

e Integrating FOF into clinic flow,
e Screening for eligibility,

e Recruiting clients,

e Referral tracking,

e Managing supplies,

e  Ordering supplies,

e Safety and security plan,

e Planning for potential issues,

e PHAS’ Clinic Responsibilities.

Clinic Readiness to Implement the Intervention

It is important that your agency assesses its readiness and that the necessary requirements needed in
order to implement this intervention with fidelity are in place. At the point of assessing readiness,
your agency should be confident that their setting is appropriate for implementation of FOF. If you
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have any concerns about whether or not your agency has an appropriate setting to deliver FOF,

refer to the “Appropriate Agencies to Implement FOF” and “Agency Fit and Capacity” materials

found in the “Overview’ section.

Clinic Readiness Checklist

After understanding what is required for implementing FOF, your agency can use the following

checklist to assess if your agency has the capacity to implement the intervention with fidelity. The

checklist will also identify what areas may need to be developed or identify what stakeholders are

needed to acquire specific resources. Use the checklist to keep track of what steps still need to be

taken before your agency is ready to implement the intervention. If other parities need to be

involved to accomplish these goals you can use this checklist to keep track of their progress as well.

Clinic Readiness Checklist

Capacities and Resources Needed for FOF

Yes/No/
Referral

Stafting Requirements

Clinic Director
0 Do you have a clinic director who is willing to prepare the clinic for FOF,
secure funds and “buy-in,” hire a PHA, organize training for all necessary
staff, provide quality assurance, manage the budget, establish and execute the
evaluation plan, and communicate with the clinic manager?

Clinic Manager
0 Do you have a clinic manager who is willing to supervise the PHA or the
PHA'’s supervisor, help to evaluate clinic policies and procedures as they apply
to FOF, obtain supplies for intervention, determine space to be used for the
intervention, evaluate clinic readiness for implementation, and debrief weekly
with the PHA or PHA’s supervisor on intervention successes and challenges?

PHA’s Supervisor
O Is there someone at the clinic who is willing to receive training on FOF,
supervise the PHA, debrief weekly with the PHA, review the PHA’s
performance, and support the PHA?

e PHA
O Is there someone you know of who meets the criteria to be a successful PHA,
is willing to receive training on FOF, conduct FOF, and serve as a consultant
on safe sex practices to clients after FOF?

Training Requirements

Is the PHA able to attend a 3-day training on FOF and the supervisor able to

attend a '2-day training?
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e s the clinic committed to orient the staff about the FOF intervention,

integration of FOF into clinic flow, screening eligible client processes, etc.?

Resources Required

Do you have the following resources?

Ability to purchase and securely store 1 realistic penile model, 1-2 less realistic

penile models, bottles of baby oil, 600+ condoms (a variety of desirable
and/or high-end brands), 600+ 3 to 8 m water-based lubricants packets (a
variety of desirable and/or high-end brands), paper towels, hand sanitizer,
pens/pencils, ditty bags (small draw-string bags for clients to put 25+
condoms and 25+ lubricants of their choosing).

Capacities and Resources Needed for FOF

Yes/No/
Referral

Resources Requirements (Continued)

Available private office/room to conduct FOF session uninterrupted for at

least 60 minutes at a time.

Available wall space in the FOF room to hang the color poster that reveals
the dramatic difference in AIDS rates for African Americans versus the rest
of the population (nationally).

Ability to print and prepare wallet-sized cards (outlining the 8 steps for
correct condom use on one side and contact information of the PHA and
clinic on the other).

Ability to develop a list of stores in the surrounding area that carry a variety

of high-end condoms and lubricants with the address, hours, and prices listed.

Ability to copy the Short Condom Use Survey (SCUS) and list of stores in the

area.

Access to a laptop computer, iPod/speakers or CD player (optional).

Availability to purchase/obtain refreshments (water, soda, snacks) (optional).

A sink for the PHA to wash the penile models daily.

Policies and Procedures

Are the following policies and procedures currently in place and able to satisfy the needs of FOF?

(Which need to be amended, and which need to be created?) For example

Patient confidentiality,

Integrating FOF into clinic flow,

Screening for eligibility,

Recruiting clients,

Referral tracking,

Managing supplies,
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Ordering supplies,

Safety and security plan,

Planning for potential issues,

PHASs’ Clinic Responsibilities.
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Pre-Implementation Timeline

The following timeline outlines when the required tasks should take place in order to successfully

prepare to implement the FOF intervention. The responsible staff and materials are also listed.

Task Person(s) Materials | Timeline
Responsible
Determine Agency Fit and Capacity Week 1-2
e Agency should meet the following criteria ..
O Ability to diagnose and treat STDs; Clinic
O Serves a large number of the target population Director See )
= Males Appendix C
. Ages 1’8—29, Clinic for a tOf)l to
*  African American, Manager dlf termlr]l)e
= Men who have sex with women (MSW), :) feelriuglirlr)lleer
* Newly diagnosed with an STD or report clients your
symptoms of an STD, clinic sees
= Uses condoms ,
=  Condom use is incottrect or inconsistent; per day
O Has a private space where one-on-one;
intervention can take place; Clinic Clinic Floor
O Has a cupboard, closet or room to securely store Manager Plan
supplies for the intervention;
O Able to secure funding to successfully provide
the intervention (this timeline may be ongoing); | Local and Funding
= Able to purchase materials such as high- State Health Opportunity
end/popular condoms and lubticants, Departments | Announce-
small bags, and a penile model; ments
= Able to hire, compensate, and supervise a | Stakeholders
PHA; . .
O Able to promote the program within the C1.1n1c
. Director
community;
O Has a system in place to track referrals to the
program;
O Management and staff will “buy-in” to the
intervention; Clinic
0 Follows CDC Standard of Care guidelines (e.g., | Manager

screening, treating, post-test/risk reduction
counseling);

O Ability to do case study reviews without
difficulty for monitoring and evaluation
purposes.
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Task Person(s) Materials | Timeline
Responsible
Develop Budget Clinic See Week 3-4
e Use budget template to plan expenses. Director, Estimated
O Staff Clinic and Blank
O Facility Manager, Cost Sheet
0] Equipment Fiscal
O Supplies Managers/
Officers
Obtain Stakeholder “Buy-in” Clinic See Week 5
e Engage stakeholders for support and participation in Di.re.ctor, Stakeholder
the planning and execution of the intervention Clinic Checklist
e Sce Stakeholder Checklist Manager,
O List of internal and external partners to reach out PHA )
to for support in “buy-in,” recruitment, and Supervisor
funding
e Review Program Review Board requirements
Identify Appropriate Staff to Implement the Clinic Staff Week 6
Intervention Director, Directory
e Identify current staff members who will participate | Clinic
in the day to day execution of the intervention. This | Manager,
may include PHA’s
O Clinic Manager: Oversees the intervention Supervisor,
implementation; Clinicians/
0 PHA Supervisor: Oversees the PHA; could be
the clinic manager, social worker, nurse, etc.; Nutzses/
O Clinician, nurses, social workers, DIS, triage Social
staff: Screens and refers clients to the PHA for Workers/
intervention; DIS/Triage
O New or existing PHA, if applicable .
Create Data Collection System Clinic “Monitoring | Week 7
e If funded by CDC, agencies need to collect data that | Director, and
can be imported into the NHME system. See the Clinic Evaluation”
Monitoring and Evaluation Section for more details. | Manager Section of
the IM
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Task Person(s) Materials | Timeline
Responsible
Set-up an Initial Meeting at the Agency Clinic Meeting Week 7
e Set up a meeting(s) with all individuals involved in Director, Agenda
the intervention to discuss Clinic
O Potential space to use for the intervention, Manager Floor Plan
O Space to securely store supplies.
O Acquisition of necessary resources
® High end condoms and lubricants,
*  Small bags (e.g., ditty bags),
* Compensation for PHA,
= Supervision of PHA,
* Appropriate penile models,
* Color contact cards for PHA with correct
condom use steps on back,
* Poster (showing HIV rates in the US by
race),
= List of stores in the surrounding area that
carry a variety of high-end condoms and
lubricants with the addresses and hours
listed,
=  Baby oil,
= Paper towels,
* Hand sanitizer.
0 Potential start dates for the intervention;
O Roles and responsibilities of all persons involved
= (linic directort,
= (Clinic manager,
= (linicians/Nurses/Social
Workers/DIS/Triage staff,
= PHA’s supervisor,
= PHA.
O Ways to screen for eligibility and integrate FOF See
into clinic flow; “Integrating
O Recruitment strategies for client patticipation FOF Into
* Marketing materials (brochures and Clinic Flow”

posters);
* Training staff in how to refer clients.
O The number of clients the PHA can see each day
(see Appendix C) for this tool;
O Strategies to supervise a PHA.
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Task Person(s) Materials | Timeline
Responsible
Review Policies and Procedures Clinic Clinic Week 8
e Make sure the current policies and procedures are Director, Policies and
appropriate for FOF, and make adjustments, if Clinic Procedures
necessary, to accommodate the program. Manager
See
“Policies
and
Procedures”
Set-up a “Buy-in” Meeting at the Agency Clinic See “Staff Week 9
e Conduct a meeting with all staff to introduce and Manager Buy-in”
gain support for FOF.
Hire a PHA to implement the intervention Clinic Refer to Week 10
e Revise the Job Description included in the IM. Director, “Identifying
e Develop or adapt the marketing materials included Clinic Appropriate
in the IM to advertise the position. Manager, Staff”
e Explore existing networks of appropriate individuals. | PHA’s
e Interview candidates using the interview tool in the | Supervisor
IM.
e Hire a PHA.
Integrate the PHA into Agency Team Clinic Week 11
e Introduce the PHA and his role to all staff at the Manager
agency.
Train the PHA and Supervisor Clinic CDC Week 12
e Register the PHA and supervisor for a CDC FOF Manager, Website
Training of Facilitators session — 3-day training. PHA’s
e Attend Training of Facilitators Program. Supervisor,
e Decbrief with PHA and supervisor about the PHA
Training of Facilitators Program.
Train the Clinic Staff All Clinic CDC Week 12
Staff Website

e Register clinic staff for training on the intervention
and how to integrate the PHA into the healthcare
team.
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Implementation Overview

The implementation overview addresses two topics: a programmatic timeline and an implementation
summary for the intervention.

Programmatic Timeline (1st year only)
The programmatic timeline describes ongoing implementation activities rather than planning and
pre-implementation activities.

Activity Timeline
Distribute and review Client Surveys. Once every day
PHA meets with Supervisor. Once every week
Monitoring and evaluation. Once every week
Monitor levels of supplies (condoms, lubricant, ditty bags, Once every week

etc.) and purchase supplies as required.

Distribute and review Staff Surveys. Once every month

Address staff “buy-in” (see “Staff Buy-in” in the Pre- Once every month
Implementation Section of the IM).

Provide the PHA with formal feedback based on an observed | Once every month
FOF session with a client (video-taped, tape recorded, male
staff member sits in on session to observe, etc.).

Review and update “List of stores in the surrounding area Once every 2 months
that carry a variety of high-end condoms and lubricants with
their addresses, hours and prices listed.”

Quality assurance staff meets to discuss ways to improve Once every 4 months

implementation.

HIV Rates Pie Chart. Once a year (or as updated statistics
are released by the CDC)
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Implementation Summary

This chart will help your agency prepare for the implementation of FOF by listing what inputs need to be gathered, what activities need to be

conducted, and what outputs will be expected. The inputs section is a summary of the elements your agency should have in place before beginning to

implement FOF. Once you have these resources, you can begin working on the activities section, which, when executed faithfully, should create the

tools in the output section that allow you to offer FOF to the target population in your community.

INPUTS
Resources needed to implement and conduct intervention
activities

ACTIVITIES

Actions required to prepare for and conduct the intervention

OUTPUTS
Deliverables or products that result from implementation
activities

e Agency capacity to conduct FOF

e A PHA who comes from and resides in the
community and relates to men positively and
quickly

e  Clinic Manager who will assist with pre-
implementation activities and conduct quality
assurance activities

e Confidential and safe meeting space to conduct
all FOF sessions without interruptions

e Agency, staff, and other stakeholder (local
agencies with target client population,
organizations that can provide material support)
“buy-in” and involvement in assisting agency to
implement FOF

e  Commitment to and completion of three days of
intensive training on FOF intervention.

e Ability to screen for eligibility

e  Ability to integrate FOF into clinic flow

e  Local/state public health officials’ support for
FOF implementation

e  Community and consumer support for FOF
implementation

e Closely review FOF curriculum/intervention and
understand theory and science behind it

e Assess agency capacity to conduct FOF and identify
technical assistance needs

e  Request technical assistance from Project Officer, CBA
Coordinator

e Introduce and orient staff to FOF

e Identify appropriate staff to implement the intervention
(Assess need for adaptation of intervention and contact
Project Officer for further assistance)

e  Obtain and utilize consumer, community stakeholder
input on FOF intervention

e Inform local/state public health officials about FOF to
gain their support

e  Prepare implementation plan with measurable goals
and process and outcome objectives

e Develop program monitoring plan to improve program
and for quality assurance

e Identify logistics for FOF (e.g., times, days, space)

e Train and build skills of FOF PHA, his supervisor, and
staff who will refer clients

e Implementation plan, tailored to target
population including measurable goals and
process and outcome objectives

e  Written process/procedures to integrate FOF
into flow of agency services and programs

e Written FOF referral process

e Evaluation plan including tools, evaluation data,
data analysis, and summary reports with
interpretation

e Documentation of regular program monitoring
and program improvement in accordance with
monitoring plan

e % of planned # of participants referred for FOF
in [timeframe]

o % of planned # of FOF sessions held in
[timeframe]

e % of planned # of FOF participants who satisfy
target population characteristics in
[timeframe]
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INPUTS ACTIVITIES OUTPUTS

Resonrces needed to implement and conduct intervention Alctions required to prepare for and conduct the intervention | Deliverables or products that result from implementation
activities activities
(continued) (continued) (continued)
e Input of agency staff, consumers, and e  Plan and implement process/procedutes to integrate
community stakeholders into planning and FOF into flow of agency services and programs
implementation e Design participant referral process including who refers
e  External technical assistance and how

e  Purchase/obtain a variety of high-end male condoms,
packets of lubricant, male penis models for
demonstration and skill building during the session

e  DPurchase/obtain a small bag (e.g., ditty bag) for the
client to put condoms and lubricant in at the end of the
session

® Conduct FOF intervention
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Budget

Budget Narrative
In order to implement the intervention, personnel, space in the facility, equipment, supplies, and the
PHA recruitment need to be included in the budget.

Personnel

A Clinic Director and Clinic Manager will be needed at 5% full time employee (FTE) during pre-
implementation and at 2% during the implementation period. Clinicians, nursing, social workers,
DIS, and triage staff will be required to spend 1% FTE in order to become familiar with the
intervention and screen and recruit eligible clients to FOF. A Supervisor needs to be assigned to the
PHA. This individual will spend 7% FTE attending the 3-day training and supervising the PHA.
Finally, the PHA will be hired from the surrounding community and paid approximately $10/hour
to be trained to carry out the FOF intervention. The amount of personnel time may vary depending

on agency location.

Facility

FOF requires that the intervention take place in a private room at the agency location. It does not
need to be a large space, but it should have enough room for both the PHA and the client to sit
comfortably at a table or desk. There should also be cabinet, closet or room to store the supplies
necessary for the intervention. The ditty bags and the high volume and variety of high-end and
popular condoms and lubricant that are associated with FOF are appealing to both clients and staff.
Therefore, it is important to keep supplies locked up in a closet or room that only a known number
of staff have access to. It would be ideal if only the PHA and his supervisor have access to the
supplies. Consider having the lock to the closet or room where the supplies for the intervention will
be kept changed prior to implementing the intervention.

Equipment

In terms of equipment, your agency will need a photocopier (to copy the SCUS and list of stores
that carry high-end condoms and lubricant) and a computer to print relevant materials. Additionally,
the PHA will need to have access to a phone so clients can call him if they encounter issues with
condom use. The agency can assign a phone within the facility for the PHA to use, a cell phone can
be purchased for the PHA to use, or the PHA can be reimbursed for using his personal phone.

Supplies

A number of supplies need to be purchased for FOF. Paper is required to copy the SCUS and list of
stores that carry high-end condoms and lubricant. Clients will use pens when filling in the SCUS.
Key to the intetvention is supplying clients with a variety of high-end/popular condoms and
lubricants. Each client will receive 25+ condoms and 25+ packets of lubricant. Additional condoms
and packets of lubricant will need to be purchased so the client can practice correctly putting
condoms on a penile model and to explore the different features of condoms and lubricant. When
purchased through bulk purchasing sites for the pilot study, this worked out to $7.30/client for
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condoms and $6.55/client for lubricant. Your agency will need to purchase small bags for the clients
to put their condom and lubricant samples in. Paper bags can be used, however, it is preferred that
agencies use small nylon or velvet bags (“ditty bags”). Providing clients with a higher-end bag to put
their samples in makes them feel like a valued and important client of the clinic. A lifelike penile
model that accurately represents the anatomy of the target population is required during the skills
building component. Having one or two less lifelike models are important to have on hand in the
case a client refuses to practice using the lifelike model. Baby oil is needed for the demonstration
about the dangers of using oil-based lubricants. A poster with National HIV Rates and PHA contact
cards need to be printed in color. Paper towels and hand sanitizer are important to have on hand for
clients and the PHA to clean their hands after practicing correct condom use. Finally, if able, your
agency can supply the PHA with speakers to play music during the session and with refreshments to
offer the clients. Both of these supplies will help the PHA build trust and rapport, which may
increase the impact of the intervention.

Two budgets have been included for your consideration. The first is a budget that includes estimated
figures and represents the cost of implementing FOF for one year (or 1250 clients). The second
budget is a blank, user-friendly tool without figures to assist you when developing a budget with
your respective figures.
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Cost Sheet — Estimated

Categories for Provider Costs to Implement Intervention

Cost per

] . . . . . . . Total
Categories Pre-Implementation (start-up) Implementation (intervention delivery) Participant _cost
N=1250 =
Personnel (time spent on intervention)
# Staff # Staff
Required % time or # hrs weeks Required % time or # hrs weeks
Salaried
Clinic Director 1 5% 2 1 2% 50 In Kind In Kind
Clinic Manager 1 15% 2 1 5% 50 In Kind In Kind
Other Clinic Staff TBD 1% 2 TBD 1% 50 In Kind In Kind
Houtly
Peer Health Advisor 1 40 2 1 40 50
Compensation % allocated $/hr weeks | % allocated $/hr weeks
Peer Health Advisor $10.00 2 $10.00 50 $16.64 $20,800.00
Facilities (time used for intervention)
# Required # hrs/week weeks # # hrs/week weeks
Small Private Meeting
Space/ 1 40 2 1 40 50 In Kind In Kind
Peer Health Advisor
Office
Equipment (time used for intervention)
# Required % time weeks # Required % time weeks
Copier 1 1% 2 1 1% 50 In Kind In Kind
Computer 1 10% 2 1 1% 50 In Kind In Kind
$ $
# Required  allocated/week # Required allocated/month  weeks
Phone 1 $6 1 1 $6.00 50 $0.24 $306.00
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Cost per Total
Categories Pre-Implementation (start-up) Implementation (intervention delivery) letr\Iti_clizpsa(;lt E
Supplies
Units X Price/unit Units X Price/unit
Condoms Client(s)* 1 $7.30 | Client(s)* 1250 $7.30 $7.31 $9,132.30
Lubricants Client(s)* 1 $6.55 | Client(s)* 1250 $6.55 $6.56 $8,194.05
Penile Model - Rubber Model(s) 1 $11.00 | Model(s) 0 $11.00 $0.01 $11.00
Penile Model - Wooden Model(s) 1 $8.00 | Model(s) 0 $8.00 $0.01 $8.00
Penile Model - Plastic
Banana Model(s) 1 $5.28 | Model(s) 0 $5.28 $0.00 $5.28
Ditty Bags Bag(s) 5 $1.25 | Bag(s) 1250 $1.25 $1.26 $1,568.75
Baby Oil 200z Bottle(s) 1 $4.50 | 200z Bottle(s) 10 $4.50 $0.04 $49.50
External Audio Speakers Set(s) 1 $22.00 | Set(s) 0 $22.00 $0.02 $22.00
MP3 Player Player(s) 1 $30.00 | Player(s) 0 $30.00 $0.02 $30.00
Printer Ink - Black Cartridge(s) 1 $122.00 | Cartridge(s) 3 $122.00 $0.39 $488.00
Printer Ink - Cyan Cartridge(s) 1 $122.00 | Cartridge(s) 2 $122.00 $0.29 $366.00
Printer Ink - Magenta Cartridge(s) 1 $122.00 | Cartridge(s) 2 $122.00 $0.29 $366.00
Printer Ink - Yellow Cartridge(s) 1 $122.00 | Cartridge(s) 2 $122.00 $0.29 $366.00
Printer Paper Cartridge(s) 1 $48.99 | Cartridge(s) 3 $48.99 $0.16 $195.96
Posters Poster(s) 7 $55.00 | Poster(s) 0 $55.00 $0.31 $385.00
Contact cards Contact card(s) 1250 $0.22 | Contact card(s) 0 $0.22 $0.22 $275.00
Total Cost

Personnel $800.00 $20,000.00 $16.64 $20,800.00
Facilities In Kind In Kind In Kind In Kind
Equipment $6.00 $300.00 $0.24 $306.00
Supplies $1,298.87 $20,164.97 $17.17 $21,463.84
Phase Total $2,104.87 $40,464.97 $34.06 $42,569.84
Final Total: $42,569.84

*Assumes 35 high-end condoms and 35 foils of water-based lube per client (25 of each to take home and 10 of each to open and practice with)




Cost Sheet — Blank

Categories for Provider Costs to Implement Intervention - Template

Cost per
] . . . . . . . Total
Categories Pre-Implementation (start-up) Implementation (intervention delivery) Participant _cost
N=1250 =
Personnel (time spent on intervention)
# Staff # Staff
Required % time or # hrs weeks Required % time or # hrs weeks
Salaried
Clinic Director
Clinic Manager
Other Clinic Staff
Houtly
Peer Health Advisor
Compensation % allocated $/hr weeks | % allocated $/hr weeks
Peer Health Advisor
Facilities (time used for intervention)
# Required # hrs/week weeks # # hrs/week weeks
Small Private Meeting
Space/
Peer Health Advisor
Office
Equipment (time used for intervention)
# Required % time weeks # Required % time weeks
Copier
Computer
$ $
# Required  allocated/week # Required allocated/month  weeks
Phone
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Cost per Total
Categories Pre-Implementation (start-up) Implementation (intervention delivery) letr\Iti_clizpsa(;lt “cost
Supplies
Units X Price/unit Units X Price/unit

Condoms Client(s)* Client(s)*

Lubricants Client(s)* Client(s)*

Penile Model - Rubber Model(s) Model(s)

Penile Model - Wooden Model(s) Model(s)

Penile Model - Plastic

Banana Model(s) Model(s)

Ditty Bags Bag(s) Bag(s)

Baby Oil 200z Bottle(s) 200z Bottle(s)

External Audio Speakers | Set(s) Set(s)
MP3 Player Player(s) Player(s)

Printer Ink - Black Cartridge(s) Cartridge(s)

Printer Ink - Cyan Cartridge(s) Cartridge(s)

Printer Ink - Magenta Cartridge(s) Cartridge(s)

Printer Ink - Yellow Cartridge(s) Cartridge(s)

Printer Paper Cartridge(s) Cartridge(s)

Posters Poster(s) Poster(s)

Contact cards Contact card(s) Contact card(s)

Total Cost

Personnel

Facilities

Equipment

Supplies

Phase Total )

Final Total:

*Assumes 35 high-end condoms and 35 foils of water-based lube per client (25 of each to take home and 10 of each to open and practice with)
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Adaptation

Adaptation is the process of modifying an evidence-based intervention to meet a particular
population’s needs while maintaining fidelity to the intervention’s core elements and original intent.
Prior to considering adapting an intervention, it is important to consider all available evidence-based
interventions to make sure you have selected the intervention that best suits the needs of the target
population you want to serve. Matching the HIV-prevention needs of your target population—
specifically, risk behaviors and determinants of risk—with an intervention that addresses these
problems should be done first. If you determine that there is no existing evidenced-based
intervention that can meet your target population’s needs, then it may be time to consider
adaptation. This means that, for example, you may need to adapt an intervention, originally
designed to serve a specific target population, for persons of a different race, ethnicity, or age.

The adaptation process consists of a number of analytical steps ranging from a community
assessment which includes an assessment of your target population’s HIV-prevention needs and
determinants of behavior change, to reviewing the existing intervention, community support and
norms, to making necessary changes to fit your target population, to pilot testing new materials. A
critical component of the process is working with members of your target population and key
stakeholders during each step to ensure that your target population’s needs are addressed and that
the materials are culturally and linguistically competent and age appropriate.

Some things to consider when deciding whether to adapt an existing intervention include: a) how the
existing intervention’s problem statement and determinants of behavior change, as depicted in the
behavior change logic model, fit with your target population’s HIV-prevention needs; b) how
immediate and intermediate outcomes depicted in the behavior-change logic model fit with the
intended behavior change goals for your target population; and, c¢) whether the existing content,
prevention messages, intervention activities, delivery strategies, and materials are suitable and
relevant for your target population.

When going through the adaptation process, it is important to keep the original intent of the
intervention as depicted in its behavior change logic model. That is, the intervention should
continue to address the same needs identified in the problem statement, target the same
determinants of behavior change and aim for the same intended outcomes. The specific manner or
method by which this is accomplished in the intervention may need to be modified. Understanding
the behavior-change logic model and the core elements and key characteristics of the intervention is
important so the adaptation process can be done successfully. Core elements cannot be changed.
They must be maintained because they are based on the underlying theory or internal logic of the
intervention and are believed to be critical to the intervention’s success in achieving its outcome
objectives, including the behavior changes you want clients to achieve. The intervention’s key
characteristics can be modified. In general, the intervention content, activities, delivery strategies,
and materials can be modified as needed, as long as these changes don’t affect the core elements.
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It is not recommended that you adapt an intervention for a different risk behavior. For example, an
intervention that seeks to change risky sexual behaviors cannot easily be modified to change
injection drug use behaviors. To address this problem, selecting a different intervention that better
fits your target population and their risk behaviors is strongly recommended. Adaptation is generally
not recommended for a population with a different HIV-serostatus or a different gender because of

differences in content, prevention messages, and contextual issues.

If you have program evaluation funds, sound management recommends that you conduct process
monitoring and process evaluation with the adapted intervention once it is implemented. This will
assist you in determining if your target population is being reached as anticipated and if the adapted
intervention is being delivered completely, consistently, and with fidelity to your clients.

If your agency is funded by the Centers for Disease Control and Prevention, Division of HIV/AIDS
Prevention, you must include your project officer in discussions and decisions about the adaptation
process, and your project officer should provide approval for the adapted intervention to be
implemented with clients. Your project officer can also discuss capacity-building assistance available
from the CDC (http://www.cdc.gov/hiv/cba). If you are “indirectly” funded by CDC through
your health department, check with health department staff to request assistance on adaptation.
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Appendix A: If the Condom Fits, Wear It
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Objecfive: To extend the current knowledge buse pertuining fo condom failure among young Africon-
American men by assessing their experiences with male condom use.

Methods: Qualitative assessments were conducted with 19 African-American men {aged 18-29 years]
who hed just been diagnosed with an STl and reported using condoms in the previous 3 months.
Results: Five categjories were identified from the date. These categories pertained to: {1) the “fit and feel”
of condoms; (2) condom brond and size; {3) application problems; {4) availability of condoms and
lubricants; and {5) commitment to condom use. Commen rﬁemes included reasons why men believed
condoms would break or slip off during sex. Comfort pmb|ems, inc:|uding tighﬂy ['il'l'ing candoms and
condoms drying out during intercourse, were mentioned frequently. Conclom associcted erection problems
were often described. Many men also noted that condom use reduced the level of sexual satisfaction for
their female portners. Men noted that finding the right kind of condom was not abways easy and itbecame
apparent curing the interviews that men typically did not acquire lubrication to cdd to condoms. Despite
their expressed problems with using condoms, men were, none the less, typically emphatic that condom
use is an important part of their protective behaviour aginst STls.

Conclusion: Men were |'|ig|'||y mativated to use condoms; however, ﬂ'ley E'xperienced a broad range of
pmb|ems with condom use. With the exception of |using the sensation of skin to skin contact, the vast

13 January 2004

that may occur when young men use condorms.'™ These
studies have focused on two aitical events that lead to
condom failure: breakage and slippage. Only two studies
have sampled men from a high risk population {men were
sampled from an STI clinic) * * One study enrolled men {18—
54 years) attending STI dinics in Sydney, Australia. The
study found that breakage and slippage were particularly
common for a small number of men.® The other enrolled
primarily African-American men {15-29 years) from a US
STI clinic and found that 78% of those diagnosed with
gonorrthoea reported at least one of five events during the
previous monih {started sex without condom, removed
condom before sex was over, flipped the condom over,
breakage, or slippage). Amaong men attending the clinic but
not diagnosed with an ST1, 74% reported at least one of these
cvents.®
Two observations regarding these studies are noteworthy.
Firstly, each brought attention to a neglected aspect of STI
prevention {that is, the value of correcting user errors).
However, the initial findings have not been subsequently
investigated to gain a more in-depth understanding. Clearly,
identifying common user errors and problems among men is
an important task, but one that does not currenily lend itself
entirely to the use of closed response data collection
instruments. Secondly, only one study® sampled men from
a priority population for STI prevention in the United States.
Evidence clearly suggests that African-American men {espe-
dally younger men) are particularly likely to be infected by
HIV. Of interest, a nationally representative US study found
that African-American men were four to five times more
likely to experience condom slippage and breakage than men
of other races.*
The purpose of this study was to extend the current
knowledge base pertaining to condom failure among voung
African- American men by qualitatively assessing experiences

Prcviuus studies have investigated errors and problems
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maijority of these problems may be amencble to behevioural interventions.

using the male condom. Because young African-American
men are disproportionately infecied by STIs, we selected this
population for initial study. Further, we sampled men newly
diagnosed with an STI; thus, the findings may be usetul in
the development of dinic based prevention efforts.

METHODS

Study sample

From June through August 2003, 19 men atiending an STI
clinic were enrolled. Men were recuited during days and
times that were arbitrarily selected. Eligibility ariteria were:
(1) African-American, {2) 18-29 years of age, (3) diagnosis
{confirmed or presumptive) of an STI during the clinic visit,
{4) reported they were not knowingly HIV positive, and (5)
used @ condom with a female partner in the past 3 months.
Before discharge from the dinic, medical stafl determined
eligibility based on the first three requirements. Twenty men
were referred to a male interviewer who established eligibility
based on the latter two requirements, One man stated that he
had not used condoms in the past 3 months, All of the
remaining 19 eligible men volunteered o particdpate and
provided written informed consent. The institutional review
board at Emory University approved the study protocol. A $30
incentive was provided.

Data collection

Interviews occurred in a private room adjacent to the
examination rooms. The interviewer (RC) informed men
that he wanted to “find out what kind of problems guys
experience when they use condoms.” Men were asked to
describe any of the problems they may have experienced. The
interviewer used prompts {as sparingly as possible) to help
men think about problems that may have occurred. Prompts
were simple phrases such as, “any problems putting the
condom on?’ or “do condoms ever slip off during sex?”

Prompis were designed to normalise user errors and
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problems thereby potendally encouraging men to accurately
disclose user related issues. Also, when men provided
answers that were undear or complex, the interviewer asked
for darification and {in many instances) summarised the
response for men to verify. Interviews lasted 15-35 minutes,
were recorded on audiotape, and were professionally tran-

scribed.

Data analysis

Data were sorted into categories by the first author {RC). The
second author {CG) conducted an independent and con-
current review of the data. The identified categories were
then verified by the remaining authors {WY and 55).

RESULTS

Five categories were identified: {1) “fit and feel”; {2) brand
and size; (3) application problems; (4) availability issues; and
(3) commitment to use. Themes {(tpically focusing on
negative events) relating to these categories are presented
below.

Category 1: “'fit and feel’”

One commonly reported problem was that condoms dry out,
Men described this problem from their perspective and their
sex partners’ perspectives. Nearly all of the men desaibing
dryness problems suggested that the issue was primarily a
comfort problem for their partners as opposed to themselves
{one exception to this was two men who noted that
unlubricated condoms typically “pinch” their pubic hairs,
causing extreme discomfort). One man astutely observed that
a dry condom remains stationary on him while it is
constantly moving in and out of the woman’s vagina, Men
were aware that women disliked the sensation of intercourse
when condoms became dry. As one man said, “I'm the type
of person where if you're not feeling it, I'm not feeling it.”
Another man said that his female partners may “grin and
bear it” when condams dry out but even if sex continues
“climaxing can be difficult under those droumstances.”

Men related several strategies used to rectify dryness. For
example, several men said they would simply take the
condom off {often at the woman's request) and continue sex.
One man noted that he would “switch out™ one condom for
another {a fresh one) during any given session of sexual
intercourse. He {like a few others) noted that condoms
typically don't dry out untl sex has lasted 20 minutes or
more. He described recentdy “switching out” condoms three
times during a single sexual encounter and then stated his
current infection resulted from an occasion where he had
taken off a dry condom and continued sex without another
condom {“that’s why I'm here today—I didn’t have the sense
to put another one on™).

Men were keenly aware that levels of vaginal secretions
vary widely among women and they generally stated that dry
condoms are more of an issue when secretions “dry up.” This
awareness that sex could became better or warse as a
function of two factors {(vaginal secretion and the amount of
condom lubrication) was cormrmon.

Some men added lubrication to their condoms. Several said
they use their saliva {as one said, “I kiss it”) and many
mentioned their occasional use of KY jelly. One man was very
committed to using baby oil: “It {haby oil ) suits me better”
“IL create are slip and slide.”” He noted that the baby oil
helps him keep his erection. Others noted they would use any
kind of lotion they could find to lubricate condoms. As one
man stated, “If it dries out I'll usually put lotion on whatever
I can find.”

Several suggested that stopping sex to add lubrication was
a hassle and could ruin the mood. Yet, men also said that sex
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with a dry condom is not as pleasurable and many believed
that the dryness was responsible for breakage.

Category 2: condom brand and size

A common theme was that finding the right condom
promotes improved use. As one man stated, “Condorns rarely
break or slip off once you find the kind that suits you ...
everybody has that one (brand) that they like best ... il you're
gonna use em’ make sure you're comfortable” One man
emphatically stated, “If the condom is not comfortable when
you start, it will probably break before you dimax.”

Men reported that some brands/sizes of condoms cause
discomfort and erection problems. These problems were
typified by one man {diagnosed with syphilis) who described
his problem with condoms by saying, “my penis can't
breathe” and another man who said, “they be chokin’
vou” The first man, like many other men in the study, noted
that most brands and sizes fit too tightly and this can ruin
sex. Men also commonly suggested that tight fitting condoms
break {“pop”). With few exceptions, men reporting discom
fort said that condoms from the clinic are too tight. They
noted that an expensive brand { Magnum) is very comfortable
and does not pop.

Loss of erection from tight fitting condoms was commaon,
One man said that 90% of the reason that he sometimes does
not use condoms is to avoid erection problems. Several stated
that erection problems, caused by condoms, could be so
frustrating that they would {despite knowing better) take off
the condom and continue sex. Men attributing erection
problems to condom use often described pain {from the tight
fit), pinching {of the pubic hairs by the rim), and their fears
of breakage with tight fitting condoms {as one man said,
“small condoms pop almost every time'). Again, men noted
that selecting the right brand was the key to avoiding these
problems.

Men commonly blamed tight fitting condoms for slippage.
One man stated that condoms only slip off when they are too
small. Another stated, “the ones that are too tight are the
ones most likely to ride up {and slip off).” Most men
reporting problems with tightness noted that the unrolled
condom did not cover the length of the penis. One stated that
he got genital warts because the condom did not cover part of
his penis. Some indicated that condoms would slip off as a
result of being only partially unrolled. A few also said that
they don't always unroll the condom all the way because
doing so pinches their pubic hairs, Of interest, one man
stated that he was “trapped between sizes” and described
how regular condoms are too tght, but the larger condoms
dip off. Finally, several men noted at least one past
» when @ condom had slipped off during inter
course and remained inside a partner’s vagina. Men
described this event vividly and talked about the condom
getting “lost” inside the vagina, where it was not easy
retrieve. In fact, one man talked about he and his partner
going to the emergency room to have a condom retrieved.

Interestingly, suggested that it was wvery
important to “find the right condom for the right female.”
He went on to note that some of his partners liked Magnums
and some liked Trojans. He noted he had to keep these
preferences siraight in order to please “his women.”

one  man

Category 3: application and use problems

The most common application error that men described in
conjunction with breakage was trapped air. As one man said,
“I don‘t pay attention to that (air in the condom)—I didn't
even know you was supposed to.” Another described his
“trick” for expelling air; he would work the air pocket down
to the rim and lift the rim just enough to let the air out. Some
stated that tight fitting condoms were espedally likely to trap
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air and one specifically noted a lack of condoms breakage
since learning to expel trapped air,

Most men stated they did not have problems putting
condoms on. However, further discussion suggested that men
had unknowingly been making application errors. One man
stated: “I just slap em’ on.” Nearly all of the men noted they
would often place the condom on the penis with the wrong
side facing up {this prevents proper unrolling). Although a
few knew that the condom should then be discarded
{because of pre-ejaculate ), most said they turmed the condom
over and unrolled it.

Some men described the types of lubricants they used on
condoms and freely included Vaseline and other oil based
substances as valid options—not making a distinction
between these and water based lubricants. Men also nated
{without apparent concern) that condom packages had been
opened with teeth and sharp fingernails.

A majority described at least one example of having the
condom break and frequendy linked breakage with applica-
tion errors. Several stated that breakage had been a common
occurrence and others believed their current STI resulted
from breakage. Men typically said that they had fewer
condoms “pop” as they became more experienced using
condoms. One was particularly poignant, noting that when
you are younger yvou are thinking about having sex, not how
to use the condom. He suggested that experience is typically
the teacher: “You're not gonna go out and ask someone, ‘hey
man how do you put on a condom’'—you just take it on
yourselfl to {learn).” Another said, “they used to break all of
the time because [ was inexperienced ... [ had to learn how to
put one on—I learned bv reading the package.” Indeed, a
majority noted learning on their own, through friends, or by
reading packages. None the less, several had learned how to
apply condoms in highschool health classes any recalled
this vividly).

Breakage was common. Many men noted they could “feel
it” when the condom broke and said they would immediately
stop sex. One man said that he felt it break and he stopped
sex then had another condom on within 10 seconds (he
believed this caused his current chlamydia infection).
Another told about his efforts to stop sex afier breakage,
but his female parmer only began thrusting harder.
Conversely, other men stated they often continued having
sex after breakage, despite knowing better: “1 kept going, but
I didn't ejaculate”; another said, “I can feel the difference
when it breaks. .if it's with a regular partner I'll usually keep
going.” Whether men stopped or continued was often
desaribed as a function of whether the female partner was
known and trusted.

Category 4: availability of condom and lubricants
Although men often expressed clear preferences for certain
brands, they also said these brands might not be easily
accessible or affordable. The comments of one man were
typical: “Dry condoms are bad {implying they break); I've
bought them by mistake—you have to use them.” This
comment is informative in that the man {like others in the
study) was implying that once you acquire a condom vou
should use it. This may be a finandal issue {that is, not w0
waste a condom) or an availability iss Several men noted
that they would obtain condoms fr a clinic (despite
problems with fit) simply because they were free. Others
suggested that cost is less important than availability and
desaibed past problems finding well lubricated {and properly
fitting) condams. One man summarised the availability issue
nicely by sayving, “I may get stuck buying those old dry rubber
ones.” A quote from one captures sentiments expressed by
many, “Late at night you don’'t have time to look around
you use what you can get.”
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A few noted that lubricants are not easy to carry around
and that while they preferred to use a water based lubricant
with a condom, this was not always available.

d

Category 5: ¢ itment to ¢ use

Despite problems with “fit,” application, and availability,
men commonly endorsed condom use as an essential practice
in their lives. A comment from one was typical: “I'm not a
fan of condoms, but I have to use them to keep from getting
STDs.” Another remarked: “I try to use them (condoms)
because I hate coming here.” One noted that he was already
ai a disadvantage {relative o life expectancy) because he is
African-American and that using condoms was necessary to
him as a means of avoiding $T1s that could make his life even
shorter: “Having HIV puts an expiration date on you.”

While commitment was strong, men desaibed a number of
problems that interfered with intentions. Men noted that
they could become too aroused to think dearly enough to use
a condom. One man stated, “Grinding before sex is a problem
because you farget and slip it in. It is possible to stop and put
a condom on but unless she insists, it may not happen—this
is why I got my STD.” Another noted that being drunk or
high was likely to make him “want sex with my lady so bad”
and that if she didn’t care about using & condom then why
should he care. Another {noting erection problems from
condoms) said, “I'm not really feeling the person.” He
repeatedly  suggested that he had to “bear down” and
mentally discpline himself to use condoms. His comment
and experience of condom use is typical of men who
suggested that condom use is usually their intent but not
always their behaviour.

Despite temptations not to use condoms, many expressed
intention to use condoms on every occasion of sexual
intercourse, except with a ““main” partner {this was
seemingly linked to strong fears of getting an STI from an
“other” partner). The comiments of one man are espedally
worih noting: “Once I do not use a condom with a girl, then
we work into not using them at all” He subsequently
suggested that he {or his partners) would feel that there was
nothing left to lose by not using condoms,

DISCUSSION

This qualitative study of men newly diagnosed with an STI,
produced unique data that provide multiple insights about
condom  failure. To avoid breakage and slippage—for
example, men may have a strong brand and size preference
for condoms. Men believed that many negative events they
described {induding slippage and erection problems) were
related to lack of adequate lubrication. Application errors
were common. Indeed, men frequently suggested that
negative events might be caused by these errors.

Men were generally dedicated to using condoms despite
difficulties (for example, erection problems, discomfort,
dryness, loss of pleasure). Men were keenly aware of their
vulnerability to STIs and they did not mitigate the value of
condom use, Yet, men had developed personalised standards
for using condoms and some of these practices may be
problematic for disease prevenion.

A key strength of the qualitative design is the rich
narrative, The relative importance for two of the factors
{how well the condom fit and how well it felt during sex)
was unanticipated given research findings from previous
studies."* Yet, these factors appear to be critically important
with respect to events that predpitate condom failure,
Indeed, the men seemed to be saving that condoms are
impaortant and should be used, but they expressed a desire to
have condoms fit well and have adequate lubrication. The
comimeon theme that condoms are important is not surprising
given the realities of high STI prevalence among young
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* Men typically suggested that tight fitting condoms led to
erection difficulties, slippage, and breakage. Although
most men were aware that larger condoms could
purchased, they typically described problems with
accessibility and cost. STI dlinics might Eeneﬁf men by
providing a wide selection of various brands and sizes
of condoms

Problems cavsed by the inadequate lubrication of
condoms were frequently mentioned by men in the
study. The problems described {erection difficulties,
slippage, and breakage} may easily precipitate user
error ?nr example, taking the condom off} or co
failure that leads to the acquisition {or transmission} of
an STl. Providing men wirlll instruction and adequate
supplies of lubrication may be beneficial

Despite their description of various errors and pro-
blems associated with using condoms, men in this study
were generally commi to using condoms. This
commitment is positive and could form the basis for
clinic based counselling protocols designed to help

men refine their condom use skills

African-American men; however, we cannot rule out the
possibility of a self presentation bias given these men were
newly diagnosed with an STI {and were being interviewed
directly afterwards).

Men's responses often suggested that achieving sexual
pleasure was at odds with their desire to prevent acquisition
of §T1s. Although issues pertaining to loss of sensation could
be reduced (for example, acquisition of correctly fitting and
well lubricated condoms), the overall loss of skin to skin
contact was clearly a concern. STI dinic practitioners could
address these issues in the process of counselling their young
African-American clients. However, further research is
needed to determine how couples resolve these issues and
whether one partner is more insistent on using condoms.

The findings also suggest that dinic based programimes
could help men avoid problems with condom use. For
example, breakage, slippage, and erection problems might
be avoided by providing men with a wide selection of
condoms and encouraging men to find a brand and size that
fits and has adequate {and lasting) lubrication. Among low
income clients, clinics may benefit men (thereby reducing STI
transmission) by allowing them to return and replenish their
supply of a favoured condom. STI dinics could also offer men
supplies of lubrication {in pocket sized packages). One to one
instruction may also be important as a strategy to help men
apply condoms more effideniy. Providing this instruction
immediately after men are diagnosed with an STI may be
particularly effective as this opportunity represents a “teach
able moment.”

Limitations and further research

Findings based on this purposive sample should not be
assumed to fairly represent the larger population of young
African-American men newly diagnosed with an STD. Thus,
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while intriguing, the current findings should none the less be
considered exploratory, especially piven the possibility that
men have exaggerated their commitment to condom use
{that is, sell presentation bias) and shifted the blame for
condom  failure to the product rather than user emrors,
Further research should build on the study findings to
construct structured qualitative interviews that spedfically
collect event specific data {in a context that avoids self
presentation bias).

COMNCLUSIONS

Within the limitations of this qualitative study, findings
suggest that men in this sample were highly motivated to use
condoms, even before their current STIL Despite using
condoms, men none the less acquired an STI, possibly due
to user error. As opposed to product failure (an irresolvable
problem), forms of user failure may be amenable to
behavioural interventions. From a policy perspective, STI
clinics may benefit men by providing a variety (that is,
different brands and sizes) of free condoms and easy to carry
packages of lubrication. From a patient education perspec-
tve, further research is needed to determine if men can
benefit from a brief, interacive, educadon programme
designed to rectify practices that may otherwise lead to user
failure or the discontinuation of condom use.
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Appendix B: Agency Fit and Capacity Checklist

Use the checklist below to keep track of what steps still needs to be taken before your agency is
ready to implement the intervention. If other parties need to be involved to accomplish these goals
you can also use this checklist to keep track of their progress as well.

Statement Agree | Disagree

FOF meets the purpose, goals, and objectives of my agency.

FOF meets the needs of the target population that my agency serves.

My agency can secure adequate funding to successfully provide the intervention
to clients.

My agency has a history of working with the target population and has access to
the target population from our existing services. (See Appendix K for a tool to
determine the approximate number of eligible clients your clinic sees each day.)

My agency is ready to implement the intervention. (See “Agency Readiness to
Implement the Intervention.”)

My agency is able to secure “buy-in” for the intervention from key staff in my
agency and supporting agencies in the community, as well as from other
relevant stakeholders.

My agency has organizational support to develop and sustain FOF.

My agency has the policies and procedures in place to support this intervention.
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Appendix C: Modeling Anticipated Demand for FOF Based on a Calendar Year

When integrating FOF into your clinic system, it is important to consider how many eligible clients

that your clinic serves on a daily basis. Using data from your clinic, complete the tool below to

determine the number of clients from the FOF target population that a PHA would be able to see

in one day at your agency.

If your clinic does not have this data readily available, a staff member can be designated to collect

this information for a set period of time (e.g., 2 weeks). See Appendix A.IX for a “SAMPLE Client

Eligibility Tracking Log” that can be used to record this data. If this data is unavailable and your
clinic is unable to collect it, you may make assumptions or your best guess whenever necessary.

1.

How many African American Males between the ages of 18 and 29

(inclusive) did you serve in the last calendar year?

Of the group in question 1, how many had a negative or unknown HIV
status?

Of the group in question 2, how many tested positive for an STD or
were presumptively treated for an STD?

Of the group in question 3, how many have sex with women?
(Note: include those who have sex with men in addition to women.
Do not include those who have sex exclusively with men.)

Of the group in question 4, how many have used a condom in the last 3

months?
How many weeks is your clinic open per year?
Note: On average, a clinic is open 42 weeks per year when you exclude holidays

and other closings.

How many days per week is your clinic open?

This is the
eligible
population

Multiply the total in question 6 by question 7. This gives X

you the number of days your clinic is open per year.

Question 6 Question 7

This is

the
numbper of
days your
clinic

operates
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This is
the
number
eligible
9. Take the total in question 5 and divide it by the total in clients
question 8. This gives you the number of eligible clients | your
that your Peer Health Advisor could deliver the FOF Question5  Question 8

intervention to each day. sees each
day

clinic

Using the information gathered from completing the above tool and the guiding questions below,
you will determine how eligible clients who enter your clinic will receive the FOF intervention.

Considerations

e Ideally the PHA can conduct one FOF intervention per hour.
e Consider the number of hours each day that you are open.

e Based on the number of hours that your clinic is open each day and the number of eligible
clients you anticipate to see at your clinic each day, think about whether it is possible to offer
FOF to all eligible clients or only some.
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Appendix D: Marketing Materials

The following documents can be used to market the intervention to potential clients or important
staff and stakeholders at your agency. These can be used to engage staff and communicate the
benefits of FOF to the agency and the target population. The documents are a tool that can be used

to introduce parties to the principles, and strategies of the intervention and begin to build the
necessary “buy-in” among key staff.
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Agency Marketing Brochure Page 1

How effective is FOF?

For more information
contact:

The original research demonstrated
that participation in FOF:

+ Reduces subsequent STDs

# Increases reported condom use

# Decreases the number of sexual
partners

# Decreases the mumber of acts of
unprotected sex

# Increases proficiency scores for
condom application skills
What experiences have

agencies had with FOF?

Original Developer
Richard A. Crosby, FhD
Chair, Department of Health Behavior
University of Kentucky
Richard crosby@uky . edu

# “I think this should be mandated
(at my agency)” - Social Work
Supervisor

# “(FOF) has been an instrumental
tool in stemming the tide of
disease” —Dlisease Investigation
Specialist

# “This is what ['ve been waiting
for!” - Registered Nurse

»
= FOCUS
N
YOUR
FUTURE

WWHEM SHE GIVES ¥
MAH

CDC Contact
Alyece Vyarm Howell, MEd.
AHowell@cde gov

FOF is funded by the CDC under REP
Cooperative Agreement #: 1Ua2P5002084
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Agency Marketing Brochure Page 2

What is FOF?

Who is FOF for?

What are the goals of FOF?

FOF is a 45 to 60 minute, individual-
level, single session, behavioral
intervention that focuses on
providing information, motivation
and skills to address clients’ condom
conversation between a client and a
trained peer , which

occurs in an clinical STD

setting, allows the "
intervention to be v
customized to the clients” individual
needs,

Focus on the Future teaches clients:

¢ Strategies to address condom use
errors and negative condom use
experiences

# Condom negotiation strategies

# Correct condom and water-based
lubricant skills

# The features of and where to buy a
variety of high-end condoms and
lubricants so they can find ones
with the right fit and feel

Eligible clients for FOF are African
American men ages 18-29, who
have sex with women (MSW), have
used a condom in the last three
meonths, are not knowingly HIV-
positive, and either report 5STD
symptoms or have been

diagnosed or treated for an 5TD.

Who facilitates FOF?

FOF is facilitated by a trained Peer
Health Advisor (PHA), who is a 21-
35 year old African American M5SW
from the community. Peers are
able to build rapport quickly with
clients and clients are often more
receptive to peers’ messages.
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The overall goal of FOF is to build
clients’ self-efficacy for using
condoms correctly and consistently.
This is done by:

# Discussing condom negotiation
skills, the importance of using
water-based lubricant, planning for
sex, and overcoming negative ex-
periences when using condoms
(e.g., condoms breaking, erection
loss, ete.)

#+ Highlighting that more cases of
HIV infection have been reported
among African American men
compared to other groups of
people in the US, in order to
motivate clients to take collective
action

+ Giving clients the opportunity to
practice correctly applying a
condom to a model atleast3 times

# Giving clients 25+ fun and unique
condoms and 25+ packets of
lubricant to take home



Client Marketing Brochure Page 1

How effective is FOF?

For more information

contact:
Research shows that participation in CLINIC NAME
FOF will: CLINIC ADDEESS
+ Reduce your chances of getting a CLINIC ADDRESS
new STD CLINIC CONTACT INFO
CLINIC CONTACT INFO

¢ Increase the chances you'lluse a
condom

# Increase your condom use skills

What do participants say
about FOF?

#+ “Nio one has ever talked to me
about this stuff before.”

- Participant
+ “This program makes me want to
use condoms. * - Participant

+ “We need to have this program
everywhere—in schools, barber-
shops, outside the clubs.”

- Participant

9
= FOCUS
N
YOUR
FUTURE

-

WWHEMN SHE GIVES Yol TH EEM LIGHT,

MAKE SURE ¥DLU RE PROTECTED

Zznokbua A1 e obead POCLE DMTHE T UTURE aed 1o s scg sancsrasl =200

PHA NAME
PHA CONTACT INFO
PHA CONTACT INFO

FOF is fimded by the CDC under
Cooperative Agreement #: 1U62PS002084
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FOCUS

— ON THE —

FUTURE

A Brief Sexual Education
Program for Young
African American Men on
Safer Sex & Condom Use




Client Marketing Brochure Page 2

What is FOF?

Who is FOF for?

What are the goals of FOF?

FOF is a 45 to 60 minute, one-on-one,
one-time conversation that focuses on
giving you information, motivation
and skills to address issues with using
condoms. This is a one-on-one talk
between a you and a another young
man from the community, which

allows the conversation to be
customized to your individual needs.

What are the Principles
of FOF?

¢ Unconditional respect for men

# There are many options for con-
doms and lhubricants available. It is
important to find ones with the
right fit and feel for you

4+ Practicing condom use is important

¢ Condoms can feel good during sex

#+ You can protect your
future and your
community’s future

FOF is for African American men
ages 18-29, who have sex with

women, who have used a condom
in the last three months, who are
not knowingly HIV-positive, and
who either have the symptoms of
an STD or have been diagnosed or
treated for an STD.

Who facilitates FOF?

During your session you will talk
with a Peer Health Advisor (PHA),
who is a 21-30 year old African
American man from the
community. PHAs are not health-
care professionals, they are guys
like you who want to protect the

community.
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The overall goal of FOF is to make
you better at using condoms correctly
and consistently. This is done by:

# Helping you introduce condoms in
the bedroom, showing you why
you should use water-based
lubricant, helping vou plan for sex,
and teaching you how to overcome
negative experiences when using
condoms (e.g., condoms breaking,
erection loss, etc.)

+ Giving you the opportunity to
practice correctly applying a
condom to a model

# Giving you 25+ fun and unique
condoms and 25+ packets of
lubricant to take home for free!
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A Brief, Clinic-Based, Safer Sex Intervention for Heterosexual
Rfrican American Men Newly Diagnosed With
an STD: A Randomized Controlled Trial

| Richara Crosby, PnD, Ralph J. DiClemente, PhD, Richard Charnigo, PhD, Gregory Snow, and Adewale Troutman, MD

In the United States, AIDS case rates are
approximately 8 times higher among African
American men than among White men.*?
African American men have the highest preva-
lence and inddence rates of AIDS of all demo-
graphic dassifications of US residents. Particu-
larly in the South,™> African American men
are also disproportionately affected by sex-
ually transmitted diseases {STDs).% Given
these disparities, an important public health
imperative is to develop and test interventions
designed to reduce the risk of HIV or other
STD acquisition among African American
men—espedally young African American men,
who are at the greatest risk of infection.™ The
imperative applies to both Afiican American
men who have sex with men and those who have
sex with women. In general, however, hetero-
sexual men of all racial/ethnic origins have been
largely neglected with respect to the develop-
ment and evaluation of HIV prevention inter-
ventions

Few studies have specifically investigated
clinic-based approaches to reducing HIV or
other STDs among young African American
men who have sex with women. For example,
in a recent review of effective behavioral in-
terventions for HIV infection, Lyles et al.
identified 18 programs that met established
methodological eriteria'? Of these 18, 14 were
designed for persons who were not knowingly
HIV pasitive, and of these 14, none was designed
for heterosexual African American men. The
Centers for Disease Control and Prevention
currently endorses a brief (6C0-minute) clinic-
based program delivered in a small-group format
designed to promote safer sex among African
Amencan and Hispanic men of all u.gcs.“ To
evaluate program efficacy, mvestigators used a
dinic record review {mean of 17 months) to
manitor subsequent STDs. Men randomized to
the intervention {22.5% were less likely to
acquire a subsequent STD than were men in the
routine-care group (26.8%).'

596 | Research and Practice | Peer Reviewed | Crosby et al

10.2105/AJPH.2007.123883)

Although organizing groups of 3 to 8 men
demonstrates efficacy, this may be problematic
in many STD dlinics from an operational per-
spective. In a multicenter randomized con-
trolled trial, a one-to-one tailored counseling
intervention was evaluated among STD clinic
patients® Pafients randomized to the enhanced
counseling and the brief counseling conditions
were less likely fo acquire subsequent STDs over
a B-maonth follow-up {estimated odds ratio
[OR]=0.69 and 0.71, respectively). The trial
had a low participation rate (44%) and high
aftrition {(49%}. Although the trial demonstrated
a treatment advantage, there was a marginal
treatment effect for the primary behavioral out-
come, unprotected vaginal sex. Subsequent
reanalysis of the data indicated that intervention
effects were not uniform amross age groups.
For example, among adolescents younger than
20) years, the 12-month STD incidence was
17.2% in the enhanced {intervention} group
versus 26.6% in the control group. However,

among young adults aged 20 to 25 years,
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Objective. We evaluated the efficacy of a brief, clinic-based, safer sex program
administered by a lay health adviser for young heterosexual African American
men newly diagnosed with a sexually transmitted disease (STD).

Methods. Subsequent to STD diagnosis, eligible men (N=266; aged 18-29
years) were randomized to either a personalized, single-session intervention
(delivered by a lay health adviser) or standard of care. We conducted behavioral
assessments at baseline and 3 months postintervention (retention was 74.1%).
We also conducted a 6-manth clinic record review.

Results. Compared to men randomized to the control condition, those receiving
the intervention were significantly less likely to acquire subsequent STDs (50.4%
vs 31.9%; P=.002} and more likely to report using condoms during last sexual
intercourse (72.4% vs 53.9%; P=.008). They also reported fewer sexual partners
{mean 2.06 vs 4.15; P<.001} and fewer acts of unprotected sex (mean 12.3 vs 29.4;
F=.045}. Based on a 9-point rating scale, men in the intervention group had higher
proficiency scores for condom application skills (mean difference=3.17; P<.001).

Conclusion. A brief clinic-based intervention delivered by a lay health adviser
may be an efficacious strategy to reduce incident STDs among young het-
erosexual African American men. (Am J Public Health. 2009;99:596-5103. doi:

American Joumal of Public Health

intervention effects were markedly smaller
{13.1% vs 14.8%)

In another study, a single-session clinic-based
intervention produced significant effects in a
subset analysis of young men {aged 20-30
years) and African American men over a - to
9-month follow-up period,'” whereas in a
G-session, video-based intervention, reductions
were observed in selfreported unprotected vag-
inal sex among African American men recruited
from an urban STD clinic'® Unfortunately, the
former study was not designed specifically for
African American men and was evaluated using
a nonrandomized design, whereas the latter
study used a smallgroup intervention format,
which limits its utility for dinic-based imple-
mentation, and did not assess subsequent STD
acquisition. Finally, a clinic-based study using a
1-month {3-session) intervention format faled to
observe significant differences in STD acquisi-
tion¥®

We sought to test the efficacy of a clinic-
based, safer sex program specifically designed
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for young heterosexual African American men
newly diagnosed with an STD and residing in
the southern United States. The trial tested the
hypothesis that men randomized to the inter-
vention group would be significantly less likely
than would be controls to acquire a subsequent
STD and to engage in unprotected sex. Hy-
potheses pertaining to fewer sexual partners
and greater condom application skills for men
receiving the intervention were also tested.

METHODS

Participants

The study was conducted September 2004
through May 2006. Men were recruited from a
public STD elinic located in a southern US city.
Recruitment occurred following diagnosis and
treatment for STDs. Nurses assessed potential
eligibility by determining whether men (1) were
newly diagnosed with an STD, (2) self-identified
as African American, and (3) were aged 18 to
29 years. Potentially eligible men were asked if
they would be interested in volunteering for a
study. Those indicating any level of interest
{N=306) were escorted to the project’s lay
health adviser {in an adjacent office), who
further screened men for eligibility by deter-
mining whether men were English speaking
and by asking 2 questions: (1) Are you know-
ingly HIV positive? and {2) Have you used a
male condom at least once in the past 3 months
for sexual intercourse {defined as “penis in the
vagina”} with a woman?

Of the 306 potentially eligible men screened
by the lay health adviser, 15 were deemed
ineligible based on their responses to the sec-
ond set of eligibility criteria. These inclusion
criteria were important because the brief na-
ture of the intervention was designed specifi-
cally to improve the quality and consistency of
condom use among men reparting recent ex-
perience with condom use. Of the 291 men
deemed eligible, 266 {91.4%) were random-
ized to the 2 trial conditions {Figure 1).

Study Design

In a 2-arm randomized control trial, we used
concealment of allocation techniques to mini-
mize allocation bias.*” Before implementing the
trial, a random sequence was determined, and
envelopes containing allocation cards {coded for

intervention or control) were sealed, randomly
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291 African American
men eligible

Randomized =266
(91.4 % participation rate)

4' 25 men opted not to participate

141 {53.0%) randomized to the HIV-
prevention intervention

125 (47.0%) assigned to the
standard-of-care group

105 (74.5%) completed 3-month
follow-up procedures

92 (73.6%]) completed 3-month
follow-up procedures

Wote, STD =sexually transmitted diseass,

FIGURE 1—Allocation of study participants in a randomized, controlled trial of a brief, clinic-

hahad,

based intervention to p
2004 Through May 2006.

STD protecti

sequenced, and piled; the top envelope on the
pile was always used to determine assignment to
group. The trial was conducted using a 3-month
follow-up assessment and a &month medical-
records review to assess intervention efficacy.

Intervention Methods

Based on recent evidence suggesting that
young African American men experience mul-
tiple diffirulties with condoms, 2% we designed
the intervention to promote men's quality, cor-
rectness, and consistency of condom use. A
l-year formative phase was used to develop the
intervention. Tn an initial elicitation study {that
used the same inclusion aiteria as the tial), we
collected qualitative data pertaining to men's
barriers in achieving correct and consistent con-
dom use.* We used the findings to develop the
brief {approximately 45-50 minutes long} in-
tervention, which we then tested and revised
based on identified gaps.
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Southern United States, September

The program {(named Focus on the Future)
was based on a lay health adviser model.
Evidence suggests that lay health advisors are
instrumental in achieving intervention success
among various populations of African Ameri-
cans across 4 broad range of health behav-
iors.*” The essence of the model is that the most
effective change agents are people who come
from the community for which the intervention
program is intended. This goes beyond the con-
cept of “matching” by race, age, and gender*

A young African American male who had
grown up and resided in the main catchment
area served by the clinic was selected, hired,
and trained to implement the intervention. His
everyday experiences and communication style
were indeed no different from those of the men
participating in the intervention. The lay health
ardviser was selected based on his ability to
effectively discuss sex and condom use with
men in a nonjudgmental manner. Part of this
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ahility included being adept at quickly estab-
lishing rapport with men by finding common
ground between them. Once selected, he at-
tended a 3-day training seminar designed to
provide him the skills and information needed
to deliver the single-session intervention.

The single session was predicated on the
information, motivation, and behavioral skills
model*® Information directly relevant to the
quality of condom use was provided. For exam-
ple, men learned that condoms come in a variety
of sizes and shapes, and they learned about the
value of periodically adding water-based lubn-
cants to condoms during sexual intercourse. Men
learned, by demonstration from the lay health
adviser, that oil-based lubricants can quickly
erode latex condoms. Enhancing men’s motiva-
tion to use condoms was an integral component
of the gession. Throughout the session, the advi-
sor encouraged men to feel good about using
condoms, to experience condoms as being com-
patible with sexual pleasure, and to actively
protect themselves from future STD acquisition.
The lay health adviser constantly attempted to
equate condom use with an investment in the
men's future.

The participants were also motivated to
personally respond to the AIDS epidemic
through our use of large posters illustrating the
disproportionate HIV/AIDS burden experi-
enced by African American men. An equally
impartant, but implicit, objective was to have
the advisor be responsive to men’s questions,
problems, and concerns regarding safer sex
with their female partners. Men were prompted
to think about ways they could initiate condom
use with existing partners. Skill acquisition was
also emphasized. Correct condom and lubrica-
tion use were demonstrated and practiced by
men until they expressed a sense of mastery.
Men were encouraged to use condoms they felt
fit them comfortably and provided them with a
sense of security. Based on formative work.”™
we decided to provide men with pocket-size vials
of water-based lubricants as well as 12 or more
condoms of their choice from a broad selection
of brands and sizes.

All men enrolled in the study received
nurse-delivered messages regarding condom
use per Centers for Disease Control and Pre-
vention guidelinrs.w These messages were
typically delivered in only a few mimtes and

essentially nformed men that condoms are an
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effective means of preventing subsequent STD
acrjuisition when used consistently. As patients
aof the clinie, all men were allowed to take

up to 12 condoms—with only 1 size and brand
available—from the clinic as they exted. In
addition to the disease-specific diagnosis and
treatment the men received, these procedures
comprised clinical standard of care. Men ran-
domized to the control group received only this
standard of care, whereas men randomized (o
the intervention group received this standard of
care and participated in the Focus on the Future

programnt.

Data Collection

Immediately following diagnosis and study
enrollment, men completed a selFadministered
questionnaire that the lay health advisor gave
them. To avoid problems assodated with low
literacy, questions were recorded onto a compact
dise that men could play using a portable head-
set. Next, men completed a directly observed
condom-application skills assessment. The same
procedures were repeated at the follow-up as-
sessment. Men were compensated $40 for the
first assessment and $60 for the second.

Primary Outcome Measure

Subsequent diagnosis of an STD constituted
the primary outcome. Because this publicly
funded clinic was the only low-cost option for
men in the entire urban catchment area, a
medical-records review was used to assess this
outcome.

Other Qutcome Measures

Four behavioral outcomes were assessed: {1)
number of female sexual partners in the past 3
maonths, (2} condom use during the last act of
penetrative {penile—vaginal or penile—anal)
sexual intercourse with a female parmer, (3)
frequency of unprotected penetrative sexual
intercourse with a female partner in the past 3
manths, and {(4) proficiency in using condoms
as determined through direct observation of
men’s ability to apply condoms to a stationary,
life-size, rubber penile model. For the fourth
behavioral outcome, a 9-item checklist was
refined based on previous research conducted
by R.J.I2.*7 This checklist comprised “yes” ver-
sus “no” indicators completed by the lay health
adviser as men demaonstrated the task of condom
application.
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Statistical Analyses

Demographic and baseline attributes among
intervention and control participants were
compared via the 2-sample ¢ test with unre-
stricted variances for quantitative variables and
the ¥ test for dichotomous variables. Demo-
graphic and baseline attributes among partic-
pants who dropped out of the study and par-
ticipants who remained in the study were
compared similarly.

The outcomes of reinfection at any time
within the & months and condom use at the last
sexual act preceding the 3-month follow-up
were analyzed via logistic regression. Remain-
ing outeomes were analyzed via linear regres-
sion. Univariate analyses used only interven-
tion or control status as a predictor, and
multivariable analyses used intervention or
control status and several covariates.

First, a dichotomized version of monthly
income was used as a covariate. Monthly in-
come served as a proxy indicator of socioeco-
nomic status. Despite the relatively low average
income of the sample, we suspected that so-
cineconomic status may nonetheless be an
important determinant of safer sex practices
and reinfection. Second, whether men were
diagnosed as having 1 versus multiple STDs at
baseline served as a covariate; this provided an
objective marker of past sexual risk behavior
among this sample of high-risk men. Given the
strong predictive power of past behavior to
predict future behavior, we determined that
this measure was an important covariate.
Third, the corresponding baseline measure of
the outcome variable {except for reinfection)
was always included as a covariate. Fourth, the
outcome of reinfection was considered to be
confounded by condom use and condom use
skills; thus, follow-up vahies for these 2 vari-
ables were included as covariates.

Because outcome variables (except reinfec-
tion) had missing values because of attrition,
the primary data analyses {described in the
previous paragraph) were performed twice:
first with only complete cases {participants
for whom there were no missing values) and
then with multiple impul.'ltiun28 as imple-
mented in the MI and MIANALYZE proce-
dures of SAS version 9.1 {SAS Institute, Cary,
Noarth Carolina).

Finally, becanse there were some extreme
outlying observations with respect to the first
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and third behavioral outeomes, sensitivity
analyses were performed to complement the
primary analyses. One set of sensitivity analy-
ses entailed the removal of records with ex-
treme outlying values, and the other mvolved
logarithmic transformations to mitigate the
outliers’ mfluence. All analyses were conducted
in SAS version 9.1

RESULTS

Baseline Comparability of Groups

We assessed differences between men ran-
domized to the intervention and control con-
ditions for demographic and other key vari-
ables at baseline {Table 1). The only significant
difference observed was demonstrated con-
dom application skills, with men in the control
condition scoring lower than men in the inter-
vention condition.

Attrition

Among the 266 participants, 69 (25.9%) did
not return to complete the 3-month follow-up
assessment (Figure 1). However, we were still
able to determine if these men acquired a
subsequent STD. Comparing the 197 partici-
pants who remained in the study with the 69
who dropped out, there were no significant
differences in sociodemographics or baseline
attributes {Table 2). Further, the proportions
of men dropping out were not significantly
different between the 2 groups {intervention
or control). Finally, men dropping out were
not significantly different from men completing
the study with respect to STD reinfection

rates.

Effects of the Intervention

With 1 exception, the 5 outcome measures
achieved univariate significance in both the
complete case and multiple imputation analy-
ses (Table 3). We used the complete case
analysis to compare men in the control group
and found that those in the intervention group
were significantly less likely to acquire a sub-
sequent STD within the 6-month follow-up
interval (50.4% vs 31.9%; univariate OR esti-
mate={.46; 95% confidence interval
[CT1=0.28, 0.76). Men in the intervention
scored higher on the condom application skills
assessment (mean difference estimate=3.17;
5% CI=2.81, 3.53; relanve difference=
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TABLE 1—Demographic and Other Baseline Attributes of Enrollees in a Risk-Reduction
Intervention Evaluation of African American Men Aged 18 to 29 Years Newly Diagnosed
With an STD, by Group Assignament: Southern United States, September 2004 Through
May 2006

Control {n =125},
Mean =50 or Mo, (%) 4

Intervention {n=141},
Mean =50 or Mo, (%)

Age,y B1+34 234+31 43
Net monthly incame > $1000 38 {27.0} 42 (339 B
Cument refationship is monogamous [ {45.6}" B0 {480} 82
Cument. relationship is nol monogamous 1] [d!.i}" 54 (432} EG
Previousty taught how to use condoms 127 (30,1} 110 (88.7)" 12
Multiple STDs diagnosed at baseline 41 (293 7224 18
Baseline diagnosis included chlamydia 65 (3.0} 50 (4037 &3
Baseline diagnosis included gonorhea 87 (BLT} 76 (61.3)" 84
Demonstrated condom use skills 3832224 260 +1,67° =0
Number of female sexual partniers, past 3 months’ 2912273 308243 B0
Unprotected acts of semal intercourss, past 3 months® 16.0 = 47.3" 1432210 12
Used condoms last time sexval intercourse oecurred T4 (2.5} 53 (42.4) A0

Wote. STDH=sexually ransmitted disease, Al results pertain to men who self-identified as heterosenal.

"Out of 124 participants with data for variable for which not all participants had data,

"Dut of 140 participants with data for variable for which not all participants had data,

Ot of 131 partizipants with data for vanable for which not all participants had data

“tut of 112 participants with data for variable for which not all participants had data.

“Median and interquartile range were 3.0 and 1.0, respectively, for the control group and 2.0 and 1.0, respectively,

for the intervention group. Excluding 4 participants in the control group and 3 in the intervention group who claimed
more than 100 unprotected acls of sexal intercourse al baseline or followup or who claimed more than 25 parlners
al baseline or follvw-up, mean and standard deviation are 3.02 and 2.29 for the control group and 2.70 and 1.71 for
the intervention group,

Median and interquartile range were 6.5 and 18.0, respectively, for the contral group and 4.0 and 13.0, respectively,
for the intervention group. Excluding 4 participants in the control group and 3 in the intervertion group who claimed more
than 100 unprotected acts of semal intercourse al baseling or follow-up or who claimed more than 25 partners al baseline
or follow-up, mean and standard deviation are 13.51 and 18.08 for the control group and 11.75 and 19.44 for the

intervention group,

+145%). Also, men in the intervention
reported significantly fewer sexual partners
{2.06 vs 415, mean difference estimate=
—2.10; 95% C1=-3.22, —0.98; relative differ-
ence=—51%), significantly fewer acts of un-
protected sex (12.3 vs 29.4; mean difference
estimate=—17.1; 95% Cl=-33.6, —0.5; rela-
tive difference=-58%) and were significantly
more likely to report using condoms during
their last episode of sexual intercourse {72.4%
vs 53.9%; univariate OR estimate=2.25; 95%
C1=1.24, 4.07). Of note, these results remained
relatively unchanged with multiple imputation,
with the exception of unprotected sex, which
narrowly missed significance.

Multivariable analysis yielded more robust
intervention effects on subsequent STD
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"Out of 123 participants with data for variable far which not all participants had data.
‘Out of 114 participants with data for vaniable for which not all participants had data.
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acquisition {Table 3). Men randomized to the
intervention had about 88% lower odds of
acruiring a subsequent STD {adjusted OR
estimate=0.32; 95% Cl=0.12, 0.86). Fur-
thermore, findings from the multiple imputa-
tion analyses indicated that men in the inter-
vention group had a higher score on the
condom application assessment (mean differ-
ence estimate=23.19; 95% Cl=2.81, 3.56),
had fewer female sexual partners (mean dif-
ference estimate =—1.87; 95% Cl==2.96,
—0.79), and were more likely to report condom
use at last sexual episode (adjusted OR esti-
mate=2.06; 95% Cl=1.07, 3.96). One out-
come did not achieve statistical significance in
multivariable analyses, namely, number of ep-
isodes of unprotected sex i the past 90 days
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States, September 2004 Through May 2006

TABLE 2—Differences Between Men Completing Follow-up Assessments and Those Not
Completing Follow-up Assessments in a Risk-Reduction Intervention Evaluation of African
American Men Aged 18 to 29 Years Newly Diagnosed With an STD: Southern United

RESEARCH AND PRACTICE

hge, y

Net monthly income> $1000

Curment relationship is monogamous

Cument relationship is nol monogamous

Presiously taught how to vse condoms

Multiple 8TDs diagnosed al baseline

Baseline diagnosis included chlamydia

Baseline diagnosis included gonomhea
Demonstrated condom use skills

Number of female sexwal partners, past 3 months
Unprotected acts of sexual intercourse, past 3 morths
Used condoms last time sesual intercourse ocoumed
Aasigned to intervention @roup

Reiniection

Stayed in (0 =197}, Dropped out {0 =63},
Mean =50 or Mo, (%) Mean =50 or No. (%} P
234+33 B0+33 A7
61 (3117 19 (275 )
88 (44.9)" 40 (58.0) .06
88 (4499 25 (36.2} il
179 (91.3)" 58 (84.1} .08
52 (26.71" 16 (23.9)° 65
33y 32 (46.4) A8
122 (62.2¢" 41 (59.4} B8
339 =216 290 =184 0
313+281 2RI 178 08
166+ 420 1.6 =17.9¢ i |
90 (45.7) 37 (536} 26
105 (53.3) 36 (52.2) 87
78 (39.6) 30 (435 &7

{mean difference estimate=—11.9; 95% Cl=
=313, 7.5).

Both s
the conclusions from the primary analyses that
men in the intervention had significantly fewer
female sexual partners than did men in the
control group (Table 4). The sensitivity analy-

s of sensitivity analyses preserved

ses involving logarithmically transformed
number of unprotected acts preserved the
mixed conclusions from the primary analyses,
in particular statistical significance with uni-
variate complete cases but lack thereof with
multivariable multiple imputation. The sensi-
tivity analyses entailing removal of records
disagreed with the primary analyses only in
that statistical significance was not achieved

with univaniate complete cases.
DISCUSSION

The findings of our study clearly show the

efficacy of this brief clinic-based intervention

5100 | Research and Practice | Peer Reviewed | Crosby et al,

Hote, STD=sexually transmitted disease. 41l results pertain to men who self-identified as heternsexual.
"0ut of 196 participants with data for variable for which not all participants had data.

“0ut of 195 participants with data for variable for which not all participants had data.

“Out of 67 participants with data for variable for which not all participasts had data.

“ut of 181 participants with data for variable for which nat all participants had data.

“Out of 62 participants with data for variable for which not all paticipants had data.

"Out of 171 participants with deta for variable for which not all participants had data.

ut of 66 participants with data for variable for which ot all participasts had data.

for young heterosexual African American men
at risk of STD or HIV acquisition in terms of
lower rates of subsequent STD acquisition,
reduction in STD- or HIV-associated sexual
behaviors, and improvement in condom appli-
cation skills. The practical value of the findings
is paramount, because they demonsirate
marked reductions in STD incidence without
the use of lengthy, resource-intensive pro-
grams. Moreover, the reduction in incidence
over the 8-month postintervention period
produced a larger effect size than did those
observed in previous trials of brief, clinie-based
interventions for African American men,"*~"***
The observed protective value relative to subse-
quent infection was also greater than that de-
rived from a recent meta-analysis of clinic-based
STD prevention programs (effect size: .32 vs
55).2° The treatment advantage may be attnib-
utable to multiple factors, such as tailoring to a
relatively homogeneous population of men, in-

tervening only with men who reported previous
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experience in using condoms, and the use of alay
health advizer model The effect may also be
partially explained by the observation that men
randomized to the intervention group reported
significantly fewer sexual partners at follow-up
{an unexpected finding).

In an era when the Centers for Disease Con-
trol and Prevention has stated, “In the United
States, the HIV/AIDS epidemic is a health crisis
for African Americans,”" the findings offer one
approach to addressing this marked racial dis-
panity. The findings also suggest a protective
benefit for men's female sexual partners, who are
typically African American. Because power im-
balances in heterosexual relationships may favor
males, intervention with African American men
may also protect African American women
against HIV or ather STD :u[':lui'vil.inn.‘:'Il Indirect
effects may also occur by lowering the preva-
lence of TDs within African American women's
sexual networks.* In turn, reductions in STD
prevalence and incidence among African Amer-
ican men and women may mitigate the racial
disparity in HIV/AIDS prevalence and incidence
by removing STDs as a cofactor. 338

The brief nature of the intervention also war-
rants comment. Implementation of small-group
interventions or nmltisession interventions may
not be optimally efficient in 5TD dinics. Becanse
clinics are designed to provide patients with a
series of oneto-one interactions with clinical stalT,
triaging young African American men newly
diagnosed with an STD into an additional
one-to-one session with a lay health adviser is a
relatively simple expansion of the existing clinical
paradigm. In addition, the use of a lay health
ardviser to implement the intervention may be a
cost-effective strategy. The relative ease of
implementation and higher cost-effectiveness
may address the problem of effectively translat-

ing evidence-based rescarch into practice.* "

Limitations

There are a number of limitations to the
study. First, as is true for all sexuality research,
findings are limited by the validity of retro-
spective self-report, although this imitation is
somewhat mitigated by the medical-records
review findings pertaining to STD reinfection.
Further, as is typically true for STD or HIV
behavioral randomized trials, the use of a
nonprobability sample limits the ability to

generalize the findings to young heterosexual
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TABLE 3—Intervention Versus Control Group Outcomes Assessed 3 Months Postintervention in
a Risk-Reduction Intervention Evaluation of African American Men Aged 18 to 29 Years Newly

Urivariate Measure of Effect Multivariable Measure of Effect
Intervertion (n=141}, Contral {n=125}, (R Estimate ACR Estimate
No. (%) Mean =50 (Mo Mo, (%) Mean +5D (No.} (95% ) [ (95% 1) P
Reinfection” 45 (31.9) 63 (50.4) 0.46 (0,28, 0.76) 002 0.32 {0.12, 0.86) 02
Candom use skills™* 5.35 = 1.21 (104} 218+ 1.30 {84} 317 (2.81, 3.53) <001 3.21{2.80, 363} 00
Condom use skills"” 34T (2,79, 354 <001 3.19 (281, 356) <00
Partners in past 3 months™® 2,06 + 1.65 (106} 415+ 5,59 {31} -210 (-3.22,-088 <001 -2.08 (-3.18, -0.95} 00

Partners in past 3 months™" -1.85 (-2.47, -0.74) 002 -1.87 (-2.96, -0.79} 01

Unprotected acts of sewal intercourse, past 3 months™®" 123+ 358 (99) 294+ 79.3 (84) 17.1 (-336, -0.5) 046 -13.4 (-356, 88} 23
Unprotected acts of sewal intercourse, past 3 manths™" -14.9 (-31.0, 1.3 .07 -11.9 {-31.3, 1.5} i
Condom used & last act of ssxual intercourse™ 76 (12.4) 49 (53.9) 225 (1.24, 4.07) 008 2.20 (108, 4.48) 03
Condom used at last act of serwal intercourse™ 227 (1.23, 419} 02 2.06 {1.07, 3.96) .03

Hore, STD= sexvally transmitted infection. For quantitative variables, the measure of effect is a mean difference (expected score for intervention participant minus expected score for control
participant, adjusted in the multivanable analyses for covariates specified below} and was estimated by linear regression. For dichotomous variables, the measure of effect is an odds ratio (odds in
taunr for intervention participant divided by odds in fasor for control participant, adjusted in the multivariable analyses for covariates specified below} and was estimated by logistic regression.
Complete case analyses used only those participants for whom there were no missing values on variables in the regression model. Multiple imputation analyses used all participants. All results
pertain Lo men who seli-identified as heterosenual. For variables on which not all paricipants had data, the numbers in parentheses idenlify how many participants did have data.
"Multivariable analysis controls for monthly income level, hawing 1 vs 2 or more ST0s diagnosed at study enroliment (mived STOs}, follow-up values for condom skills, and follow-up values for
condom use at last act of sexual intercourse.

"Multivariable analysis contrals for income, mied STDs, and the baseline value of condam skills.

“Complete case analysis.

“Multiple imputation.

"Median and interquartile range are 2.0 and 3.0, respeclively, for the control group and 2.0 and 2.0, respectively, for the intervention group. Ercluding & parlicipants in the control group
and 3 in the intervention group who claimed more than 100 unprotected acts of sewal intercourse at baseline or follow-up of who claimed more than 25 partners at baseline or follow-up, mean
and standard deviation are 3.52 and 4.04 for the cortrol group and 2,00 and 1.47 for the intersention group.

"Multivariable analyss controls for income, mixed STDS, and the Baseline value for number of female sexval partners in the past 3 months.

Median and interquartile range are 4.5 and 21.0, respectively, for the control group and 1.0 and 11.0, respectively, for the intersention group. Fxcluding 4 participants in the control group
and 3 in the intervention group who claimed more than 100 unprotected acts of sewal intercourse at baseline of follow-up of who claimed more than 25 partners at baseline or follow-up, mean
and standard deviation are 17.24 and 28.77 for the control group and 11.12 and 21.96 for the intereention group.

African American men newly diagnosed with
an ST in other clinics of the United States.
Another concern was the attrifion rate. That
26% of the enrolled men did not return for the
follow-up assessment {despite potential com-
pensation of $60 and lack of employment)
suggests that these men may experience insta-
bility in their daily lives, perhaps as a conse-
quence of poverty and discrimination. How-
ever, differences between dropouts and men
completing the study were not observed, and
attrition was not a problem relative to the
primary study outcome, because we were able
to collect these data by medical record review.
Although urine-based polymerase chain re-
action testing for subsequent STD acquisition
may have been a more rigorous approach, the
use of archival data is nol uncommaon, even in

large-scale trials that employ polymerase chain
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"Multivariable analysis controls for income, mixed STDs, and baseline values for skill, unprotected sex, and condom use at last act of sexal intercourss,
'Multivariable analysis contrals for income, mixed ST0s, and the baseling values for skills and condom use at last act of sewal intercourse.

reaction testing.™ Although we could not as-
certain whether men were diagnosed with sub-
sequent STD infections elsewhere with this study
design, options for alternative sources of clinical
care were limited and most likely would be
comparably distributed between study groups.
The relatively short duration of the follow-up
period pertaining to behavioral outcomes is also
a limitation, given that maintenance of interven-
tion effects could not be assessed over longer
periods. Also noteworthy is that the program
was specifically designed to improve the quality,
correctness, and frequency of use among men
recently using condoms, thereby excluding those
entirely rejecting condom use, This planning
decision was made based on our awareness that
a 4{-minute intervention is unlikely to change
behaviors of men who never use condoms.
However, a complete lack of condom use {“never
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use”} among young African American men is not
the norm; nationally representative data indicate
that fewer than 1 of every 6 young African
American men reported never using condoms
during a 12-month recall period.*®

It must also be acknowledged that the use of
multiple raters would have allowed us to es-
tablish intrarater reliability for the measure of
demonstrated condom application skills; this
limitation should be considered in the larger
context of the study findings {that is, the “skills
variable” was only 1 of several supporting
outcomes). Finally, the study design cannot
determine what portion of the observed effect
was attributable to the provision of condoms to
men in a variety of sizes and brands. This is less
a limitation than a product of the intervention’s
purpose of increasing men’s pleasure: in using

condoms by providing a range of options.
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TABLE 4—Results of Sensitivity Analyses for Sel
Men Randomized to the Intervention Versus Control Groups in a Risk-Reducti
Intervention Evaluation of Afr Amed Men Aged 18 to 29 Years Newly Diagnosed

With an STD: Southem United States, September 2004 Through May 2006

Used to Compare

Multivariable

Meazure of Filect,
Estimate (35% O} 4

Uniivariale
Measure of Fifect,
Estimate (95% Cly P

Observations with extreme outlying values excinded”

1.62 (-2.37, -067) <001

SL28 (-214, 043 004
Unprotected acts of sewal intercourse, past 3 months™ 6.1 (-13.7, 1.4} A1 -1.0 (-2.8, 1.9} B3
Unprotected acts of sexual intercourse, past 3 manths® 46 (120, 2.5 21 33 -11.9, 5.4} 43

Response varlable transformed logarithimically to reduce the impact of outlying values"

Partners in past 3 months™® 033 (-0.49, -0.17) <001 -0.32 (-0.47, -017) <001
Partners in past 3 months™* -0.29 (-0.48, <0100 004 -0.29 (-0.48, -0.11) 004
Unprotected acls of sewal inlercourse, past 3 maonths’ 0,63 (-1.00, -0.07} .03 0,32 (-0.88, 0.24) 26
Unprotected acts of sexual intercourse, past 3 morths®  -0.50 (-0.89, 0.00) 061 -0.42 (-1.00, 047y 15

Partners in past 3 months™"
Partners in past 3 months™®

1.37 (-218, -058; 001
-118 (-2, -0.36) 006

o, STO = sexually transmitted disease.
"Four participants in the contral goup and 3 participants in the intervention group were excluded who claimed mare
than 100 unprotected acts at bassline or follow-up or who claimed more than 25 partners at bassline or fallow-up.

# value in Table 2 (ie., both <.05 or both >.05).
past 3 months.

condom use al last act of sexual intercourse.

Conclusions

The weight of evidence suggests that a brief,
clinie-based intervention may be efficacious in
reducing subsequent acquisition of STDs among
young heterosexual African American men
newly diagnosed with an STD. The use of a lay
health advisor may help keep intervention costs
low, thereby enabling program dissemination in
resource-poor environments. As the United
States™ and other countries™ implement clinic-
based counseling in settings that provide STD
screening, the option of postdiagnostic coumsel
ing conducted by alay health adviser may prove
useful. Adaptation and application of the pro-
gram in geographic areas {domestically and
globally) experiencing epidemics of STD or HIV
may be worth pursuing in future studies. m

About the Authors

Ruchard A Crostny and Greg Snow are with the Depertment
of Health Behavior, University of Kentucky, Levinglon.
Ralph I DiClemente is with the Departnent of Behavieral
Sciences and Health Edvcation, Emory University, Adlania,
G, Rechard Charmigo s with the Department of Biosta-

5102 | Research and Practice | Peer Reviewed | Crosby et al,

"The transformed value is the natural logarithm of 1 plus the original value. Point and 85% confidence interval
estimales for measures of effect are nol directly comparable to those obtained in the absence of & lodanthmic
transformation; the main feature of interest is whether the 7 value is in qualitative agreement with the comesponding

“Multizariable analysis controls for income, mixed STDS, and the bassling value for umber of female sexal partners in the

“Multivariable analysis contrals for income, mixed STOs, and baseline values for skill, unprotected sexual intercourse, and

tisiics, University of Kentucky, Levington. Adewale Trout-
nant 45 with the Lonisville Metropolitan Fealth Departient,
Lensiswelle, KY.

Hequests for reprints should be sent to Ruwchord A, Crosty,
PhD, College of Public Health, 121 Washington Ave,
Lexingtan, KY 40508-0003 {e-mail: croshy@uuky edi).

This article was accepred Apnil 11, 2008,

Contributors
E.A. Crosby originated the study, acquired funding for
the study, developed the study protocol, provided over-
sight Tor the study, authored the artice, and performed
revisions of the article, K. ]. DiClemente originated the
study, developed the smdy protocol, provided consulta-
tion during the data collection phase of the study, and
participated in authering and performing revisions of the
article. K. Charnigo provided oversight of data manage-
ment and cleaning, analyzed the data, interpreted the
fincings, and participated in authoring and performing
revisions of the article. G. Snow implemented all study
tocols for i data collecti lomizat
intervention, retention, and foll I Al
Troutman provided administrative support for the study,
aceess to the sample, and guidance pertaining to the
intervention.

Acknowledgments
Support for this project was provided by a grant from the
Natinnal Ingitute of Mental Health (R21 MHOGGG82-01A1,

66

American Joumal of Public Health

We gratefully acknowledge the assistance of the clinie
director Deborah Snow and the dinic staff members. We
also acknowledge the assistance from William Yarber,
Stephanie Sanders, and Cindy Graham fthe Kinsey Insti-
tute for Research in Sex, Gender, and Reproduction)
relative to intervention development, Finally, we wish to
acknowledge members of the data safety mondtoring
board, William Yarber, Willard Cates, and Lee Wamner.

Human Participant Protection

Study procedures were approved by the Office of Re-
search Integrity at the University of Kentucky. The wial
was registered with the cinicaltrials gov protocol regis-
tration systerm (No. NCTO0314028) and monitored by a
data salety monitoring board.

References

1. Centers for Disease Control and Prevention. £
AIDS Surveillanee, 2004 [year-end edition]. Atlanta, GA:
Centers for Disease Control and Prevention; 2004.

2. Centers for Disease Control and Frevention. African
Aniericans and AIDS. Atlanta, GA: Centers for Disease
Comtrol and Prevention; 2006,

3. Centers for Disease Control and Prevention. HIV/
AIDS Areong African Americans, Fact Sheet. Available
at: https//www.edegov/hiv/topics/aa/ resources, fact-
sheets/aahtm. Accessed May 19, 2008,
4. Centers for Disease Control and Prevention. Health
Disparities Experienced by Black or African Americans,
United States. MMWR Morb Mortal Whiy Rep. 2005,
G413
5. Southern States AIDS/STD Directors Work Group.
Southern States Manifesto: HIV/AIDS & 5TDs in the
South—A Call to Action. Available at: http://www.

; Jition.org/Fi e
pll Accessed May 16, 2008,
&, Centers for Disease Control and Prevention, Seau-
ally Tromsmutted Dhsease Swoallanee, 2003, Atlanta, GA:
Centers for Disease Contral and Prevention, 2004,
7. Ruiz M5, Gable AR, Kaplan EH, Soto MA, Fienberg
HV, Russell ]. Mo Teme to Lose: Getting Mare From FTV
P iom. Washi DC: National Academies Press;
2001.
& National Institutes of Health. NIH fiscal year 2007
plan for EIV-related research. Available at: hitp://
www.oar.nih.gov/ publie/pubs/fy 2007/ Overview pdf.
Aveessed May 19, 2006,
4. Seal DW, Ehrhardt AA HIV-prevention-related
sexual health promoetion for heterosexual men in the
United States: pitfalls and recommendations. Arck Sex
Behav 2004,33:211-212.
10, Seal DW, Exner TM, Ehrhardt AA. HIV sexual risk
reduction intervention with heterosexual men. Arch In-
torn Med, 2003;163:738=739,

11, Elway AR, Hart GJ, Hawkes 5, Petticrew M. Effec-

itrveness of interventions to prevent sexually transmitted

souther

infections and hurman immunodeficiency vinus in hetero
sexual men: a systematic review. Arch Tntern Med
2002;162:1818-1830.

12, Lyles CM, Kay LS, Crepaz N, et al. Best-evidence
interventions: findings from a systematic review of HIV
behavioral interventions for US populations at high risk,
2000-2004, Am [ Public Health. 20000,97:133-143.

Supplement 1, 2008, Vol 88, No. 51



13, Centers for Disease Control and Prevention, Com-
pendium of HIV prevention interventions with evid

RESEARCH AND PRACTICE

29. Crepoz N, Horn AK, Rama SM, et al. The efficacy of

of effectiveness. Available at: hitp:/ www.edegov/hivd/
resources/Teports/hiv_compendium./organize htm.
Accessed May 19, 2008
14, O'Donnell CR, 0'Donnell L, San Doval A, Duran K,
Labes K. Reductions in 3TD infections subsequent to an
STD elinic visit: miang \ndr'r»hmcd patient education to

l provider Sexe Transm Dis

1998,2.) 16 1=168.
15, Kamb ML, Fishbein M, Douglas JM, et ol hﬂ;m‘y af

behavioral inter in reducmg HIV risk sex be-
haviors and incident sexually transmitted diseases in
Black and Hispanic sexually transmitted disease clinic
patients in the United States: a meta-analytic review. Sex
Transm Dhs, 2007;34:319-332.

300 Centers for Disease Control and Preveation. A
heightened national response to the HIV/AIDS erisis
among African Americans, Atlanta, GA: Department of
Health and Human Serviees; 2007,

31, Puri CF, Balaish D, Iyer K5, Increased male re-

risk-reduction counseling to prevent hurnan i
fidency virus and sexually transmined diseases: a ran-
domized controlled trial. fAMA. 1998;280:1161-1167.

ibdity and particip the key to improving
rrpmdumw health. Jemr Bull 1999,25:59-70.
32, Pourbohloul B, Brunham RC. Network models and
t ission of sexually itted di Sex Transm

16, Bolu 00, Lindsey C, Kdmbi\L :ld]_lxl{l\l“" i}
T itted disease pr ¥
among vulnerable pupululwn.s? A .subsrl analysis of data
collected for a randomized controlled trail evaluating
counseling efficacy (Project RESFECT). Sex Transm Dis
2004;31:469-474.

17. Cohen DA, Dent C, MacKinnon D, Hahn G. Con-
doms for men, not women: results of a brief promotion
programy Sex Tromsm Drs 1992,19:245=251.

18, Kalichman 3C, Cherry C, Browne-Sperling F. Ef
fectiveness of a videohased motivational skills-building

Dhs 200:4,31:388-380.

33. Laga M, Monoka A, Kivuvu M, et al. Noneulcerative
sexually transmitted diseases as risk factors for HIV-1
transnussion in women: resulis from a cohort study.
AMS 1993,7:95-101.

34 Sorvillo F, Kernott P. Trichomonas vaginalis and
amplification of HIV-1 wansmission. Lances.
1998;351:213-214.

3..) Wasserheit [N ]:.pldﬂmulugn_slsyumgy interrelas
hips b human i 1 virus in-

HIV risk reduction intervention for ner-city African
American men. | Consult Clin Payohol. 1999:67:958—
966,
18 Maher JE, Peterman TA, Osewe FL, et al. Evaluation
ofa ity based or; ion's intervention to
reduce the indd of sexually tr itted di
mldumuud controlled trial. Seuth Med [ 200396 248—
253.

Aarnization i tralled

20, Schulz KF. Suk 1 T fom in

trials. JAMA 1995:274:1456-1458,

21. Crosby RA, Graham CA, Yarber WL, Sanders SA. If
the condom fits, wear it: a qualitative study of young
African American men. Sev Transm Infeer. 2004;80:
306-309.

22, Crosby BA, Yarber WL, Sanders 3A, et al Men with
broken condoms: who and why? Sev Transm fnfect. 2007,
837175,

23. EngE, Parker E. Natural helper models to enhance a
community’s health and competence. In: DiClemente R],
Croshy RA, Kegler M, eds. Emenging Theories in Flealth
Frometion Practice and Research San Francisco, CA:
Jossey-Bass Wiley; 2002: 126—156.

24, Jemmott JB I, Jeramott LS, Fong GT. Absti

fnd_-'rm and other sexually transmitied diseases. Sex
Transm Dis. 1992;19:61-72.

36_ Grmku.‘rth H, Mosha F, Todd |, et al. Impact of
i of sexually itted di on

I!T\"mfomrm in rural Tanzania: a randomized controlled
trial. Lancet. 1995,346:53-536,
37. Kerner ], Rimer B, Emmons K. Dissemination
research and research dissemination: how can we dose
the wap? Health Paghol 20006;24:443-446.
38, Glasgow RE, Lichtenstein E, Maraus AC, Why don’t
W S8¢ more tmmlntinn of health promotion research to

otice? Rethinking the efficacy-to-effectiveness transi-
tion. Aij\Lb(ner.‘tiL 2003,93:1261-1267.
39, Glasgow RE. The future of health behavior change
research: what & needed to implement translation re-
search into health promotion practice. Ann Behoy Med,
200427 3.
40, Rietmegjer CA Risk reductis g for pre-
vention of sexually transmitted infections: how it works
and how to make it work Sex Transm fnfect. 200783
2=,

41, The National Instiutes of Mental Health (NIME)

and safer sex HIV risk-reduction interventions for Afriean
American adolescents: a randomized, controlled trial.
JAMA 1998,279:1529-1536.

Multisite IV Prevention Trial Group. The NIMH Multi-
site HIV Prevention Trial: reducing HIV sexual risk
behavior. Science. 1998;280:1859-1894.

42, Udry R, Mullen Harris K, Elder GH. The National

25. Fisher ], Fisher W. The infor

behavioral skills model. In: DiClemente R], Crosby RA,
RKegler M, eds. Emergng Theortes in Health Promotion
Fractice and R . San F;
2002:40=70.

26, Centers for Disease Control and Prevention, Sexu-
ally transmitted disenses treatment guidelines, 2002,
MMWR Morl Mortal Whiy Rep. 2002;5 1:1-60.

27, DiClemente K], Wingood GM, Harington KF, et al
I:,ﬁ'tc:my of an HIV prevention mmum for African

females: a

trial. JAMA. 2004;292:171=179.
28, Litle RJA, Rubin DB. Statistical Analysts with
Missimng Data, 2nd ed. Hoboken, NJ: Wiley; 2002,

Supplement 1, 2009, Vol 99, No. 51 | Amencan Jourmal of Public Health

Longitudinal Study of Adel Health. Available at:
hittps/www cpeuncedu/addhealth/data. Accessed July
9, 2007

CA Jossey-Buss; 43, Ward H. One-t ling for STI
not so much whether as how, Sec Transm Infect,
200783:1.

Crosby et 3l | Peer Reviewed | Research and Practice

67

S103



Reproduced with permission of the copyright owner. Further reproduction prohibited without permission.

68



	Acknowledgements
	What is FOF?
	FOF at a Glance
	Target Population
	Who is it for?
	Who else can FOF be adapted for?

	Venues and Setting for the Delivery of FOF
	Appropriate Settings to Implement FOF
	Benefits to Clinic and Care Services
	Benefits to Clients in Care

	Provide guided practice in the correct application and use of condoms and water-based lubricant.
	The Science Behind the FOF Intervention
	Original Research Findings
	How it is Different from Other HIV Prevention Interventions
	Theories and Models Used
	Core Elements and Key Characteristics

	Focus on the Future (FOF) Behavior Change Logic Model
	Training Requirements
	Resources Required

	How to Get Started
	Purpose
	Target Population Appropriate for FOF
	Agency Fit and Capacity
	Stakeholder "Buy-in"
	Stakeholder checklist
	Program Review Panel

	Identifying Appropriate Staff
	Facility Requirements
	Policies and Procedures
	Clinic Readiness to Implement the Intervention
	Clinic Readiness Checklist

	Pre-Implementation Timeline
	Implementation Overview
	Programmatic Timeline (1st year only)
	Implementation Summary

	Budget
	Budget Narrative
	Cost Sheet – Estimated
	Cost Sheet – Blank

	Adaptation

	APPENDICES
	Appendix A: If the Condom Fits, Wear It
	Appendix B: Agency Fit and Capacity Checklist
	Appendix C: Modeling Anticipated Demand for FOF Based on a Calendar Year
	Appendix D: Marketing Materials
	Appendix E: Original Research

	Agency Marketing Brochure Page 1
	Agency Marketing Brochure Page 2
	Client Marketing Brochure Page 1
	Client Marketing Brochure Page 2

