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Abstract

Sustained retention in HIV medical care is a key health behavior for the long-term health of people
living with HIV (PLWH). Approximately 60% of PLWH in the U.S. are poorly retained in HIV
care, yet to date, the few available evidence-based retention-promoting interventions are resource
and time intensive to implement. The current study describes the feasibility and acceptability of a
theory-based retention-promoting intervention designed to meet the needs of a busy clinical care
setting. 60 Minutes for Health reflects a low-resource single-session intervention, implemented by
a health educator, to PLWH who have had a recent gap in care (=6-months) in the past 18-months.
Intervention content was informed by a situated application of the Information Motivation
Behavioral Skills Model and delivered using a Motivational Interviewing-based format. The
intervention uses a workbook to guide a series of activities that: 1) Identify and reduce
misinformation guiding HIV care attendance. 2) Enhance motivation to maintain care via personal
health goals. 3) Build skills for coping with emotional distress related to living with HIV. 4)
Increase self-efficacy for navigating the logistics of maintaining care amidst competing priorities.
A small feasibility pilot of this intervention protocol was conducted to assess its potential to
improve retention in care and to obtain estimates for a larger-scale efficacy trial. Participants were
randomized to the 60-minute intervention session (n=8), or a theory-based time-and-attention
control session focused on diet and nutrition (n=8). Medical records were abstracted to evaluate
changes in participants’ retention in care status at 12- and 24-months post-intervention. Findings
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suggest the intervention is both feasible and acceptable to implement with poorly retained PLWH
in a clinic setting. Post-intervention a larger proportion of intervention participants were retained
in care (12-months: 87.5%, 24-months: 62.5%), compared control participants (12-months: 50.0%,
24-months: 25.0%). Future work should aim to evaluate a larger-scale efficacy trial.
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INTRODUCTION

Retention in care for people living with HIV (PLWH) supports improved individual health,
viral suppression, and reduced risk of subsequent HIV transmission (Giordano et al., 2007;
Mayer, 2011). In the U.S., approximately 60% of PLWH are poorly retained in HIV care
(Bradley et al., 2014), with 63% of all new HIV infections attributed to this group
(Skarbinski et al., 2015). Efforts to improve retention in HIV care are critical to individual-
and public health, reflecting a top priority of the National HIVV/AIDS Strategy (Office of
National AIDS Policy, 2015).

Increased retention-promotion efforts have identified few efficacious strategies over the past
decade (Higa, Crepaz, & Mullins, 2016); most of which are relatively resource and time
intensive to implement. Such strategies include modifying patient monitoring systems
(Bove, Golden, Dhanireddy, Harrington, & Dombrowski, 2015; Robbins et al., 2012), or
changing how clinics coordinate and deliver patient care (Davila et al., 2013; Enriquez et al.,
2008; Lucas et al., 2010). Other strategies seek to reach patients through enhanced social
marketing and support services (Hightow-Weidman, Smith, Valera, Matthews, & Lyons,
2011), or require large time commitments from clinic staff to maintain frequent contact with
patients (Bove et al., 2015; Craw et al., 2008; Gardner et al., 2005; Gardner et al., 2014;
Irvine et al., 2015). One exception was the Stay Connected intervention which promoted
significant, though modest, improvements in retention outcomes through coordinated
messages about the importance of retention in care via brochures, clinic posters, and brief
provider-delivered messages (Gardner et al., 2012).

Additional retention strategies designed to work within the time and resource constraints of
existing medical systems could help to increase the number of adequately retained PLWH in
the U.S. To address this need, 60 Minutes for Health, a theory-based, low-resource, single-
session intervention was developed to be implemented in a busy clinic setting by lay staff to
patients with a gap in care (=6-months) over the past 18-months. This study describes and
evaluates a small acceptability and feasibility pilot of the 60 Minutes for Health intervention.

METHODS

Trial Design

The 60 Minutes for Health protocol was implemented using a rigorous randomized time-
and-attention control trial. Participants could have one of three affiliations with the medical
system in which this trial took place: 1) Accessing affiliated HIV care, 2) Accessing
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affiliated substance use treatment only, or 3) No longer accessing any affiliated services
(non-affiliated participants). Randomization was blocked in groups of six by participants’
affiliation status. Within each block, randomization allocated participants (1:1) to one of two
theory-based 60-minute sessions focused on retention in HIV care (intervention) or diet and
nutrition (control).

Setting

The intervention was piloted in the Bronx, NY in affiliation with a large medical system that
provides integrated HIV care and access to in-house ancillary services (e.g., mental health,
adherence support) at seven community-based clinics and one substance use treatment
clinic. These sites predominately serve a low-income ethnic/racial minority population. As a
feasibility pilot, intervention sessions were held in exam rooms or office space at two
different clinical settings.

Participants

Eligibilie participants were: 1) =18 years old, 2) HIV-positive and have initiated HIV care
>24-months before recruitment, 3) comfortable communicating in English for ~3 hours, and
4) ‘poorly retained’ (i.e., having a gap in care of =6-months over the previous 18-months).

Recruitment and Enrollment

Recruitment occurred from 08-April-2013 to 24-May-2013 and from 08-July-2013 to 16-
August-2013; 13-weeks total (Figure 1). In that time, medical chart reviews identified 307
poorly retained patients, and 40 were reached by phone to be screened for eligibility.
Eighteen of those screened were eligible, and 16 were enrolled (1 declined participation, 1
lacked transportation to study site).

Procedures

All participant procedures were completed in a single visit totaling < 3 hours. Eligible
participants were invited to one of two participating clinical care settings where they were:
1) consented, 2) completed a 30-minute pre-test assessment via Audio-Computer Assisted
Self-Interview (ACASI), 3) immediately randomized to participate in either the intervention
or control condition for a 60-minute interactive session, 4) completed a 30-minute
immediate post-test ACASI-delivered assessment, and 5) remunerated $45 for their time and
travel. Study procedures were approved by the affiliated institutional review board.

Intervention

Theoretical Framework—Intervention development was informed by a situated
application of the Information, Motivation, Behavioral Skills (sIMB) model (Amico, 2011;
J. D. Fisher, Fisher, Amico, & Harman, 2006; J. D. Fisher & Fisher, 1992). This model
(Figure 2) proposes that enhancing HIV care-related information and bolstering personal and
social motivation for engaging in care will support building the requisite level of behavioral
skills needed to access routine HIV care over time and across diverse situations. In turn,
overcoming these deficits will promote stronger retention resulting in improved health
outcomes. These improvements are hypothesized to create a feedback loop reinforcing
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sustained retention in HIV care (Amico, 2011; W. A. Fisher, Fisher, & Harman, 2003). To
situate this behavioral process, elicitation work examined how contexts known to impact
retention might inform the types of information, motivation, and behavioral skills in need of
targeted intervention (Smith, Fisher, Cunningham, & Amico, 2012). These contextual
factors included substance use, depression, transportation, competing priorities, and how one
feels about living with a life-long, often stigmatized HIV diagnosis.

The elicitation work (Smith et al., 2012) identified a need to target HIV care-related
misinformation, especially ways it feeds into implicit rules (i.e., heuristics) guiding
decisions to delay HIV care (e.g., | feel OK, so there is no reason to see my HIV doctor).
This also included a need to address participants’ misperceptions that they ‘never miss
appointments,” or ‘don’t go that long without seeing their doctor’ despite documented gaps
in their medical records. Attitudes and beliefs in need of targeted motivational support
reflected being less concerned about HIV than other physical health conditions (e.g.,
diabetes, hypertension), feeling that depression or active substance use negated their own- or
their provider’s ability to address their HIV, and feeling distressed by the physical and
emotional changes experienced in relation to living with HIV. Likewise, low self-efficacy for
coping with negative feelings, and for prioritizing HIV care appointments when faced with
competing priorities or faulty heuristics, suggested that stronger behavioral skills are needed
to overcome these information and motivational deficits.

Intervention Approach—The intervention was designed to minimize time and resource
constraints of a busy clinic. A health educator guides participants through the semi-
structured intervention activities during a 60-minute visit--the maximum billable time frame
for a health education session. An illustrated workbook was developed to be accessible to a
range of literacy levels, while its *portability” minimizes disruptions to clinic flow and
receipt of care. This flexibility allows the 60-minute intervention session to be implemented
to patients presenting with a recent gap in HIV care in the clinic setting as soon as space and
time are available.

Intervention Delivery—A Motivational Interviewing (MI) -based communication
approach (Miller & Rose, 2009; Rollnick & Miller, 1995) is used to engage participants in
the intervention activities through a non-judgmental, collaborative conversation that
positions them as the ‘expert’ on the situations affecting their HIV care decisions. This
enables the health educator to elicit SIMB deficits contributing to poor retention while
allowing participants to define what meaningful steps are needed to address these deficits.
This Ml-based approach has a long-standing history of being successfully paired with
interventions informed by the Information, Motivation, Behavioral Skills Model (J. D.
Fisher et al., 2006; Konkle-Parker, Erlen, Dubbert, & May, 2012) and similar single-session
interventions targeting HIV prevention and treatment behaviors (Outlaw et al., 2010; Safren
et al., 2001; Simbayi et al., 2004; Wolfers, de Wit, Hospers, Richardus, & de Zwart, 2009).

Retention-promotion Intervention—The theory-based intervention activities (Table 1)
guide participants through four distinct sections developed to identify and address critical

sIMB deficits (Amico, 2011; Smith et al., 2012). Section 1. Focusing on my physical health
aims to normalize retention in care as a challenging long-term health behavior, identify and
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correct retention-related misinformation and faulty heuristics participants use to decide
whether to attend or delay routine HIV care visits. This section further elicits participants’
physical health priorities that might be leveraged to improve retention in care. Section 2.
Focusing on my emotional health seeks to address previous findings that how one feels
about living with HIV can present as a major motivational and behavioral skills barrier to
sustained retention in care (Smith et al., 2012). Specifically, participants explore emotions
they frequently feel about living with HIV and how those feelings might facilitate or impede
routine HIV care visits. They then identify and practice behavioral skills for coping with
these emotions. To strengthen these skills, participants are provided with materials to
practice brief affect-management exercises at home. Section 3. Building on my HIV care
history helps participants to identify when they experienced gaps in care over the previous
18-months and explores motivations, behavioral skills, and contexts (e.g., competing
priorities, substance use) affecting their recent retention history. This discussion is used to
strategize how best to navigate similar challenges and leverage personal strengths to promote
better retention in the following 12-months. Section 4. Achieving my personal health goals
works to integrate the previous discussions to support participants in identifying a personal
health goal, and in developing a targeted action plan for building participants’ information,
motivation, behavioral skills, and resources needed to attain this goal.

Time-and-Attention Control Condition—This session was adapted from Project
Eban’s health promotion arm (El-Bassel et al., 2011; Jemmott, 2008) because it is theory-
based, informed by Bandura’s Social Cognitive Theory (Bandura, 1998), developed for a
similar target population, and successfully improved participants’ diet and nutrition
behaviors. Adaptations were made to enhance the visual presentation of the diet and
nutrition content vis-a-vis the development of a workbook, and to allow the intervention to
be delivered through the same MI-based approach in an equally engaging and interactive
one-on-one 60-minute session. To complement home-based skills building activities,
participants were given a set of measuring cups and a booklet of culturally-aligned healthy
recipes. These adaptations facilitated a meaningful and rigorous time-and-attention
comparison condition.

Study data were collected from ACASI-delivered immediate pre-post assessments and
participants’ medical records. Descriptive pre-test data included: sociodemographics, HIV
treatment history, mental health items developed for this study, and barriers to HIV care
(Kalichman, Catz, & Ramachandran, 1999). Participants self-reported any current mental
health diagnosis and whether they were accessing treatment (medications, therapy) for that
condition (1=Yes, 0=No). The Addiction Severity Index (McLellan et al., 1992) was used to
assess substance use in the past 30-days (1=Yes, 0=No: drinking to the point of intoxication,
use of cannabis or illicit drugs [cocaine, heroin, other opiates]). Physical health measures
included a validated 1-item measure of perceived health (poor, fair, good, excellent)
(Bowling, 2005), and the total number of self-reported comorbid health diagnoses
commonly affecting PLWH (Range: 0-7) (Chu et al., 2011; Crum et al., 2006).
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Post-test ACASI data collected our primary outcomes, acceptability and feasibility, on a
range of metrics adapted from previous studies (Calvin, 2010; Zauszniewski, 2012) to reflect
the structure of the current intervention. Participants responded to 21-items based on their
respective participation in the intervention or control session (see Table 4). Acceptability of
the program’s content and delivery measured: 1) the overall program (1-item), 2) the
program’s topic (Retention or Diet and Nutrition; 3-items), 3) the facilitator (3-items), and
4) the workbook activities (3-items). Acceptability of program participation measured: 5) the
program’s appeal (3-items), 6) perceived costs and benefits of participation (4-items), and
any experiences of 7) physical (1-item) or 8) emotional distress (1-item) related to
participation. Program feasibility measures reflected: 1) participants’ perceived ability to
implement what they learned in the next 6-months (1-item), and 2) participants’ ability to
finish the entire 60-minture program in a single-session (1-item; 1=Yes, 0=No). With one
exception, responses were given on a 5-point Likert-type scale and recoded so that more
favorable assessments are reflected in higher ratings (1=Least favorable, 5=Most favorable).
A mean composite score was created for sub-scales with >3-items. Mean scores for the eight
acceptability metrics and the two feasibility metrics were computed for the total sample and
each study arm.

Medical records data were abstracted by study staff with clinical experience at baseline and
24-months post-baseline. These data were used to document our secondary outcome,
retention in care across three 12-month intervals: 1) 12-months pre-intervention, 2) 12-
moths post-intervention, and 3) 24-months post-intervention (i.e., months 13-24). HIV care
visits were defined as documented visits with an antiretroviral-monitoring provider. For each
12-month interval, retention in care was evaluated by first computing the number of quarters
(3-month intervals) with a documented HIV care visit, and then by documenting (1=Yes,
0=No) whether the participant met the HRSA definition of retention in HIV care (=2 HIV
care visits separated by at least 90-days in a 12-month interval) (HRSA, Updated January
2015). Since patients intermittently attended HIV care, HIV viral load and CD4 values were
not reliably available, yielding missing data during gaps in care. Prior research has
established a consistent association between retention in care and clinical outcomes
(Giordano et al., 2007; Mugavero et al., 2009; Mugavero et al., 2012). As a feasibility pilot,
our focus was specifically on retention in care following the intervention, and HIV lab data
were not abstracted.

Statistical Analysis

Descriptive statistics were used to characterize the study sample, our primary outcomes
(mean intervention acceptability and feasibility scores), and retention in care (secondary
outcome). Group differences by study arm on these metrics were further explored using
bivariate statistics. While we did not anticipate comparisons to reach conventional levels of
statistical significance in this small pilot, we applied these tests to explore the adequacy of
randomization on all pre-intervention metrics (p< .05, 2-tailed). They were also used to
explore potential differences in participants’ retention in care post-intervention,
hypothesizing that we would observe trends towards better retention in the intervention arm
compared to the control (p< .05, 1-tail).

AIDS Care. Author manuscript; available in PMC 2019 February 01.



1duosnuen Joyiny 1duosnuey Joyiny 1duosnuen Joyiny

1duosnuep Joyiny

Smith et al.

RESULTS

Page 7

Participant Characteristics

In general, participants in both study arms were similar (Table 2). The majority were middle-
aged (M=48.75, SD=10.76), female (62.5%), and identified as either Hispanic/Latino
(37.5%) or non-Hispanic Black (62.5%). Most had less than a high school education
(62.5%) and were unemployed (43.8%) or on disability (31.3%), while >80% earned <
$20,000 annually but stably housed. Randomization allocated all Lesbian/Gay/Bisexual
(LGB) participants (n=3) to the intervention (p=.055).

Regarding access to HIV medical care (Table 3), all but one participant had health insurance
coverage for all 12-months before baseline. Participants randomized to the control arm had
been living with HIV an average of 5 years longer than the intervention arm (p=.047), and
reported slightly more transportation-related barriers in the past 6-months (p=.119). No other
factors were found to be statistically significant or clinically remarkable.

Intervention Acceptability and Feasibility

Post-intervention (Table 4), participants in both arms provided equally favorable (p=.549)
acceptability ratings (1=Lease favorable to 5=Most favorable) regarding the overall program
(M=4.75, SD=0.45), the program’s respective topic (Retention or Diet and Nutrition;
M=4.35, SD=0.49), the program facilitator (M=4.77, SD=0.40), and workbook activities
(M=4.56, SD=0.45). Similarly, participants in both arms equally (p=.405) perceived the
costs and benefits of participating in the program were reasonable (M=4.19, SD=0.48), and
reported little-to-no physical (M=4.81, SD=0.54) or mental distress (M=4.75, SD=0.58)
resulting from their participation. However, control participants (M=4.63, SD=0.45) rated
their 60-minute program as slightly more appealing than intervention participants (M=4.29,
SD=0.45; t= —1.48, p=.162). Feasibility and fidelity ratings indicated all session activities
were completed in the allotted time, though participants in both conditions thought it would
be somewhat difficult to implement what they had learned in the next 6-months (M=3.44,
SD=1.31; t=0.56, p=.586). No other ratings were found to be statistically significant or
potentially reflective of differential experiences by study arm.

Retention Outcomes

Compared to the control (M=1.75, SD=1.58), participants randomized to the intervention
(M=2.36, SD=1.19) had slightly better retention in the 12-months prior to baseline (Figure
3), though there was no trend toward significant group diferences on either retention metric
(Number of quarters with a documented visit: t(14)=0.094, p(2-taily=-386; Proportion meeting
the HRSA definition: p(.tj1=.999). Over the first 12-month period post-intervention,
participants randomized to the intervention demonstrated substantially better retention in
care compared to the control, where retention declined. Specifically, compared to control
participants (M=1.38, SD=1.60), intervention participants (M=2.75, SD=1.28) had
significantly more quarters with a documented HIV care visit (t(14)=1.898, p(1-taify=-039),
and a larger proportion met the HRSA definition of retention (Intervention: 87.5%, Control:
50.0%; p(1-taily=-141). Over the second 12-month post-intervention follow-up period,
retention declined in both groups, but remained higher in the intervention arm. Specifically,
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compared to the control (M=0.75, SD=1.16), intervention participants (M=2.00, SD=1.20)
continued to have significantly more quarters with a documented HIV care visit (t(14)=2.118,
P(1-tail)=-027), and a larger proportion met the HRSA definition of retention (Intervention:
62.5%, Control: 25.0%; p(1-tail)= -157).

DISCUSSION

Findings suggest the 60 Minutes for Health intervention is both feasible and acceptable to
implement with poorly retained HIV-positive patients. This pilot reflects a practical, theory-
based behavioral intervention, rigorously designed to promote retention in HIV care in a
busy clinical setting. Although caution is needed when interpreting results with this small
sample, the 60 Minutes for Health intervention may facilitate more sustained retention in
HIV care over time for patients, who in the absence of intervention, are likely to fall out of
HIV care, as occurred among participants randomized to the control arm.

Overall, poorly retained participants enrolled in the 60-Minutes for Health intervention
favorably evaluated their experiences. Findings suggest participants are willing to engage in
targeted intervention activities with a lay staff member that where feasibly implemented in a
busy clinical setting within 60-minutes. Participants perceived some difficulty implementing
what they had learned in the intervention, likely reflecting a more comprehensive
recognition of the challenges that have affected their retention in care to-date, as we
observed better retention in care, relative to baseline, among intervention participants. Given
how practical this intervention is to implement, if found to be efficacious in a larger-scale
trial, it could be easily scaled up for use in clinical settings.

As a feasibility pilot, we are unable to assess the efficacy of the 60 Minutes for Health
intervention in improving retention in care. The rigorous randomized time-and-attention
control design lends strength to the positive retention in care trends observed at 12- and 24-
months post-intervention. Outdated contact information may have limited our ability to
recuit patients lost-to-follow-up due to more substantial transportation, substance use, or
mental health barriers. Additional strategies may be needed to address such barriers, as the
current intervention was designed to prevent subsequent lost-to-follow-up among poorly
retained patients cycling through clinical care. This pilot occurred within an integrated HIV
care setting, which may limit generalizability to sites with fewer ancillary services. As this
study did not collect laboratory data independent of participants’ regular HIV care visits, we
are limited in our ability to speak to the intervention’s potential indirect effect on
participants’ viral load status.

Despite these limitations, the current study provides promising data. In line with the most
recent National HIV/AIDS Strategy’s top priorities (Office of National AIDS Policy, 2015),
our findings suggest a practical behavioral intervention that might support sustained
retention in care behaviors among patients sub-optimally retained in HIV care. While larger
structural solutions are still needed, 60 Minutes for Health may afford critical real-time
support that can be leveraged for patients at-risk-of dropping out of care. The potential
efficacy of the 60 Minutes for Health intervention should be tested in a larger-scale efficacy
trial.
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Figure 1. Recruitment and Enrollment of Poorly Retained Patients Living with HIV (N=16)
* Monolingual Spanish-speaking or recently diagnosed HIV-positive (< 24-months)
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Contextual Factors Shaping the Behavioral Process

Retention-related

INFORMATION N
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(Adapted from Fisher & Fisher, 1992; Amico, 2011)

Figure 2.
A situated application of the Information, Motivation, Behavioral Skills (sSIMB) Model

applied to Retention in HIV Care
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Pre-Post Evaluation of Participants Retention in HIV Care Status
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