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Abstract

The PrEP (pre-exposure prophylaxis) Implementation, Data to Care and Evaluation (PrIDE)
demonstration project funded 12 health departments (HD) (2016-2019) to scale up PrEP among
sexual minorities at risk for HIV. Each health department (HD) conducted an evaluation of at least
one local strategy, and, to maximize crossvalidation, an adapted cluster evaluation approach was
employed. As a result, five HDs with similar evaluation questions regarding PrEP navigation were
identified.

Overall, PrEP navigation fit in well with HD clinics and community-based organizations.

A hybrid model of patient, peer, and systems navigation linking clients to PrEP and social services
was commonly used. Although there were no differences by setting regarding linking clients

to PrEP providers, one HD demonstrated that having all PrEP services in the same location
contributed the most to PrEP uptake. Navigator skill for case management and rapport building
facilitated navigation, whereas staff turnover and lack of client health insurance were challenges.
While one HD in a non-Medicaid expansion state was affected by health insurance issues the
most, another HD demonstrated that providing payment assistance increased client PrEP use.

The findings pinpoint PrEP navigation hybrid modality and having health insurance as promising
strategies to increase PrEP uptake among priority groups.
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1. Background

Navigation has been widely defined as a patient-centered model that empowers individuals
and families by reducing barriers and increasing access to relevant services in order to
receive optimal care (Broeckaert & Challacombe, 2014; Freeman & Rodriguez, 2011).
Patient navigation, the first navigation modality, was originally implemented for low-income
women with breast cancer (Hede, 2006). It has expanded to other chronic diseases and

the Human Immunodeficiency Virus (HIV) (Broeckaert & Challacombe, 2014; Marks,
Crepaz, Senterfitt, & Janssen, 2005). At first patient navigators were lay community health
workers, but have evolved to include nurses, case managers and social workers (Broeckaert
& Challacombe, 2014; Cunningham et al., 2018; Koester et al., 2014). Patient navigation
also occurs in different settings such as hospitals, community health clinics, and community-
based organizations (CBOs). In addition to linking individuals to health care services,
navigation activities address social determinants of health (WHO, 2010) and structural
barriers (e.g., lack of transportation, lack of linguistically appropriate services), and the
complexities of communicating and coordinating with multiple agencies and providers to
meet individuals’ needs (Bishop, Edwards, & Nadkarni, 2009; Hendren et al., 2011; Thoms
& Moore, 2012).

Patient navigation is also the modality frequently used in HIV care delivery to support
persons who are recently diagnosed with HI\VV (PWH) or have been previously disengaged
from care in an effort to link them to HIV care and treatment (Bradford, Coleman, &
Cunningham, 2007; Freeman & Rodriguez, 2011; Mizuno et al., 2018; NMAC, 2012;
Vargas & Cunningham, 2006). While patient navigation is the primary modality used in
HIV, there are two other modalities pertinent to this article that are rooted in patient
navigation and emerge in the HIV literature (i.e., systems navigation and peer navigation)
(Cunningham et al., 2018). Systems navigation (also known as system navigation, or
systems navigation support, or supportive services) is characterized by easing access to
health care by offering social services for patients/clients such as assistance with health
insurance and communicating with multiple agencies on clients’ behalf (Carter et al., 2018).
Peer navigation provides social support and role modeling via a navigator who shares similar
characteristics with clients (e.g., PWH released from jail, transgender woman) (Carter et
al., 2018; Dohan & Schrag, 2005; Ferrante, Cohen, & Crosson, 2010; Koester et al., 2014;
Manderson, McMurray, Piraino, & Stolee, 2012; Pagkas-Bather et al., 2020; Sofaer, 2009;
Westergaard et al., 2017).

More recently with the use of pre-exposure prophylaxis (PrEP), a daily pill that helps
prevent HIV in persons at elevated risk of HIV, navigation is being used to connect

people to PrEP education, counseling, and uptake (AIDSinfo, 2020). Often, PrEP navigation
includes the use of peer navigators to bridge the communication gap between patients and
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providers (Pagkas-Bather et al., 2020; Reback, Clark, Riinger, & Fehrenbacher, 2019). Peer
navigators are essential as they help clients confront medical mistrust which is a deterrent
to care among racial/ethnic minorities (Galvan, Bogart, Klein, Wagner, & Chen, 2017;
Pellowski, Price, Allen, Eaton, & Kalichman, 2017), address PrEP-related knowledge gaps
among minority men who have sex with men (MSM) (Eaton, Driffin, Bauermeister, Smith,
& Conway-Washington, 2015; Grov, Whitfield, Rendina, Ventuneac, & Parsons, 2015;
Parsons, Rendina, Whitfield, & Grov, 2016; Underhill et al., 2016), improve medication
adherence (Beach et al., 2018; Karwa et al., 2017; Westergaard et al., 2017), and provide
role modeling (Cunningham et al., 2018; Pagkas-Bather et al., 2020; Westergaard et al.,
2017). PrEP navigation also integrates systems navigation/support services to better address
PrEP initiation and sustainability (Spinelli et al., 2018). Otherwise, delays in addressing
systems-related barriers may result in HIV serocon-version given cost and competing
priorities (Belfon et al., 2018; Serota et al., 2018).

Given the recency of PrEP navigation, there is still a dearth of literature on PrEP navigation
implementation. Therefore, the objectives of this paper are to (a) describe a cluster
evaluation approach used in PrEP implementation, Data to Care, Evaluation (PrIDE) project
and highlight overarching findings across funded recipients that evaluated PrEP navigation,
including barriers and facilitators to implementation faced by navigators, and lessons learned
to inform future PrEP navigation services and uptakel; and (b) introduce four individual
PrIDE site evaluations of navigation that will appear in this special issue (i.e., Frank et al.,
Green et al., Parrish et al., and Pichon et al.).

1.1. What navigation was in project PrIDE

Project PrIDE was a 4-year multi-site demonstration project funded in 2015 by the Centers
for Disease Control and Prevention (CDC), Division of HIV/AIDS Prevention (DHAP).
Project PrIDE awarded 12 health departments (hereinafter referred to as funded recipients)
to build their capacity to implement PrEP among MSM and transgender persons, particularly
those who identify as Blacks/African Americans and Hispanics/Latinos/as. In addition, five
of the twelve jurisdictions also implemented Data to Care (strategy that uses surveillance
data to identify and engage/re-engage into HIV care individuals diagnosed with HIV).

In Project PrIDE, navigation was generally defined as a process of identifying clients in

need of PrEP and other needs (e.g., culturally and linguistically appropriate services), and
successfully linking them to appropriate services. All funded recipients (n = 12) used
navigation to: (a) provide health education on PrEP and link eligible HIV negative MSM

and transgender persons to PrEP providers and services; and (b) assess structural barriers to
HIV prevention and care services and link persons to supportive services by addressing these
barriers that may affect PrEP uptake (e.g., lack of health insurance, homelessness). Those
implementing Data to Care (n = 5) used navigation to link MSM and transgender PWH into
care.

lUptake in Project PrIDE: progress made in the PrEP continuum (i.e., referred to PrEP services, linked to a PrEP provider, PrEP
prescription, and PrEP use).
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2. Evaluation approach

2.1. Cluster evaluation approach

Each funded recipient conducted a local evaluation (LE) of at least one strategy and adhered
to the steps and standards of the CDC Framework for Program Evaluation in Public Health
(CDC, 1999). In addition, a cluster evaluation approach was used in Project PriDE (Millet,
1995; Sanders, 1997). Cluster evaluation looks across a group of programs/projects that
share similarities and identifies common high-level themes (Bitar, Hbeichi, & Al-Zou’bi,
2015). This was a collaborative process between funded recipients and CDC that took place
between 2017 and 2019.

As part of this cluster evaluation process, funded recipients identified questions to be
addressed in evaluating their PrIDE strategies/activities and independently developed data
collection instruments. Of these questions, across all LEs, CDC identified those that were
similar across strategies. For example, HD1 and HD2 posed similar questions: How well
did PrEP navigation fit in the local setting? (HD1) and How well did PrEP Navigation

fit into agencies settings? (HD2). Similar evaluation questions across funded recipients
were grouped into five distinct project strategies (i.e., community engagement, provider
capacity building, health equity, navigation, and media). Other questions, instrumental to
understanding the implementation of strategies and the evaluation process (e.g., What were
the lessons learned?) were also identified by both funded recipients and CDC. CDC shared
these grouped questions with the funded recipients, and in turn, the funded recipients
reviewed and provided feedback regarding the cluster evaluation process (including
evaluation questions, data collection and reporting, and a data use plan). Specifically, over
a seven-month time period, CDC and funded recipients participated in monthly conference
calls that revolved around the thematic clusters to share progress and findings. Primary data
sources of the analysis included funded recipients’ 2018 and 2019 annual progress reports,
notes from site visits and two in-person meetings with evaluators and program staff, and the
final local evaluation reports submitted between the end of calendar years 2018 and 2019.

In cluster evaluation, data collection methods such as interviews with evaluation staff

and documentation of site visits are used as data sources for analysis (Barley & Jenness,
1993; Bitar et al., 2015; Sanders, 2013). However, to prevent data burden on funded
recipients, project documents became the main data source (i.e., LE protocol, a preliminary
LE report, final LE report, notes from site visits and monthly cluster calls, and annual
project meetings presentations). Document review analysis, a method used in evaluation,
depends on the quality of the documents and how these help answer evaluation questions
(Bowen, 2009; Caulley, 1983; Gross, 2018). Therefore, each LE protocol, preliminary
report and final report were assessed at CDC by a multidisciplinary review team against
all quality evaluation standards (i.e., utility, feasibility, propriety, and accuracy) (CDC,
1999; Yarbrough, Shulha, Hopson, & Caruthers, 2011), feedback was provided, and these
documents were not approved until all standards were met. In addition, the preliminary
LE report was submitted to CDC to ensure that local evaluations were answering the
evaluation questions and measuring progress. This process was conducted with the final
LE report crafted to capture contextual factors that affected the project and LE (e.g., state
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and local policies affecting racial/ethnic, sexual and gender minorities, PrEP implementation
maturity), facilitators and challenges of each evaluation stage (i.e., protocol development,
implementation, analysis, utilization and dissemination), findings per question, a section
dedicated to the cluster evaluation questions, and a utilization plan. Additionally, specific
questions regarding LE and cluster questions were shared in preparation to annual site visits
and discussed accordingly. Presentations at the monthly cluster calls and annual project
meetings also aided in this process.

Two independent reviewers abstracted information from the cluster evaluation questions (see
Table 1) that belong to the five funded recipients that evaluated PrEP navigation and used

a health-framework method with a simplified qualitative content analysis for identifying
themes (Gale, Heath, Cameron, Rashid, & Redwood, 2013). This was an interactive process
that also involved discussions to reach consensus about themes and conclusions until both
colleagues agreed 100 % and conferred with funded recipients as needed.

2.2. Cluster description

Of 12 PrIDE funded recipients, five examined similar questions related to PrEP navigation
(i.e., Chicago Department of Public Health, New York City Department of Health and
Mental Hygiene, Colorado Department of Public Health and Environment, California
Department of Public Health Office of AIDS, and the Tennessee Department of Health;
hereinafter called by the state or city they represent). Table 1 summarizes the navigation
setting, modalities used by the funded recipients, and the cluster evaluation questions.

Based on Table 1, all cluster funded recipients (i.e., California, Chicago, Colorado, New
York City, Tennessee) implemented PrEP navigation at health department clinics (HDCs)
and four of them (i.e., California, Chicago, Colorado, Tennessee) also implemented it at
community-based organizations (CBOs). Chicago was the only funded recipient that also
implemented navigation at hospitals. For the purpose of this article, the designation of the
modality derived from conversations with funded recipients about the type of navigation
modality they used (see Background for definitions). The patient navigation modality was
implemented by all funded recipients followed by systems (n = 4) and peer (n = 4)
navigation. Most funded recipients (i.e., California, Chicago, New York City, Tennessee)
combined the three navigation modalities. However, despite the type of services provided
by navigators (e.g., linkage to housing) or the characteristics they shared with clients (e.g.,
being a transgender woman), Tennessee and California, in practice, did not label their PrEP
navigation modalities as systems or peer navigation.

The types of evaluations conducted by funded recipients in this cluster were influenced by
program maturity (i.e., program’s stage of development) (CDC, 1999). For instance, PrEP
navigation was implemented by funded recipients in this cluster for the first time with
Project PrIDE. Therefore, it was not surprising to see that most of them (i.e., Chicago,
Colorado, New York City, and Tennessee) conducted process evaluations to determine if
navigation fit in their PrEP delivery settings rather than the impact of navigation. The use

of process evaluation with a combination of outcome monitoring occurred in a couple of
instances (i.e., California, Tennessee). Colorado was the only funded recipient that compared
two navigation approaches (i.e., co-located and distributed) via mixed methods. (For more
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specifics, please see Frank et al., Green et al., Parrish et al., and Pichon et al., in this special
issue).

3. Overarching findings

3.1. How was PrEP Navigation defined?

Irrespective of the nascency of PrEP Navigation all five funded recipients defined PrEP
navigation as a service where a navigator (peer or non-peer) helped an individual receive
timely, essential, and appropriate PrEP and social supportive services (e.g., insurance
enrollment, transportation, adherence counseling, PrEP prescription pick-up). This was
unexpected given the lack of consensus on a standard definition of patient navigation
(Mizuno et al., 2018). Such similarity was likely influenced by multiple interactions among
funded recipients, including local evaluation meetings and funded recipient meetings, which
sparked collaboration and relationship building. At a minimum, navigators provided PrEP
and sexual health education, referral and linkage to PrEP and other services (e.g., support
groups) and providers, guided individuals through the health care system (e.g., appointment
scheduling, obtaining the medication in a timely manner), enrolled clients in PrEP financial
assistance (e.g., insurance co-pay) and other social services (e. g., transportation, language
interpretation), and advocated for the clients’ right to receive high quality services.

3.2. Did PrEP Navigation fit into agency settings?

Evaluation findings from Chicago, Colorado, New York City, and Tennessee concluded

that PrEP navigation fit well with both local government and community clinics delivering
PrEP as per their definitions of “fit” (see Table 1). Navigators helped clients: accept PrEP
referrals and linked them to a PrEP provider in New York City, link to PrEP providers

in Tennessee, obtain PrEP prescription in Colorado, and both clients and agency staff

felt satisfied with navigation services in Chicago. Although California did not measure
navigation fit, their outcome monitoring data showed that navigators referred and linked
clients to PrEP providers. (For more details on the fit of navigation see Green et al., Frank et
al., Parrish et al., and Pichon, et al. in this special issue).

3.3. What did result from different navigation modalities?

The PrEP navigation modality undertaken was a hybrid of patient, peer, and systems
navigation for four of the five sites. The hybrid modality is consistent with the definition

of PrEP navigation in Project PrIDE and reflects the roles and responsibilities of navigators
facilitating the removal of structural barriers to access PrEP and other health and social
services. Colorado was the only funded recipient that implemented and compared two
navigation approaches (see Table 1) and demonstrated that compared to on site navigators
linking to external PrEP providers, navigation services with clinical provider(s) on site
(i.e., co-located) and with payment assistance and insurance navigation had the greatest
PrEP uptake. This finding highlights the benefit of offering clinical and non-clinical PrEP
services to clients in one place which facilitates clients’ access to PrEP services (see Franck
et al., in this special issue). A co-located approach can ameliorate barriers such as time
constraints (Felsher et al., 2018), PrEP cost and lack of insurance (Wood et al., 2018),

and low/limited income. This is particularly important when there is a low PrEP uptake
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among racial and gender minorities who are disproportionately affected by HIV (Mayer,
Agwu, & Malebranche, 2020). Besides modalities and approaches, findings from three sites
(California, Chicago and Tennessee) found no differences in linkage to a PrEP provider by
type of agency in which navigation services were offered (i.e., CBO versus health clinic).

3.4. What were PrEP navigation facilitators and barriers?

Several cross-site factors were found to facilitate PrEP navigation implementation.

These were navigator skills (i.e., case management, rapport building), behaviors (i.e.,
consistent follow-up with clients, staff easing client navigation process such as scheduling
appointments), and other characteristics (i.e., willingness of navigators to receive client
feedback and agency input into the navigation process). Barriers to PrEP navigation included
staff turnover at two sites (Chicago and Tennessee) which indicated that navigators then
needed to start the relationship building process over with the new staff. Moreover, private
space constraints (Chicago), two sites (California and Tennessee) noted as a barrier the
need for navigators to advocate for clients who experienced medical mistrust, and in one
location (Tennessee) the limited number of providers willing to provide PrEP was also a
barrier. Furthermore, assistance with payment was also an issue for navigators in multiple
locations (California, Chicago, Tennessee, and New York City). In Tennessee, a state that
has not expanded Medicaid as part of the Affordable Care Act (U.S. Centers for Medicare
& Medicaid, 2016), navigators needed to support patients through a fragmented health care
system to find coverage for PrEP. (For more details on navigation facilitators and barriers,
see Frank et al., Green et al., Parrish et al., and Pichon et al. in this special issue, and Saleh,
2019 about New York City).

4. Limitations

In cluster evaluation, funders do not dictate how programs will be implemented or evaluated
(Sanders, 2013). Hence, it was appropriate for Project PrIDE. On one hand, it allowed
implementers to learn from each other, share evaluation findings, and cross collaborate
(e.g., sharing data collection instruments). On the other hand, findings across the five

HDs increased funder’s understanding of the contexts surrounding the fit of navigation

in different settings, navigation modalities and contribution to PrEP outcomes, including
uptake. However, there are some limitations to be highlighted. Although in cluster evaluation
quantitative outcome data tends to be aggregated across sites (Sanders, 2010), this was

not possible because PrEP navigation fit varied across sites and was mainly assessed
qualitatively. In addition, even when there were common evaluation questions across sites
and outcome definitions, program strategies were implemented differently, including data
collection methods and instruments. This underscores the importance of discussing with
funded recipients during LE protocol development questions they have in common, and
feasibility of at least using the same data collection sources, methods, and data collection
instruments.

5. Conclusions and future directions for public health and evaluation

Five funded recipients demonstrated PrEP navigation delivered in a variety of settings
and for sexual, gender and racial/ethnic minority groups as a promising strategy for

Eval Program Plann. Author manuscript; available in PMC 2024 July 30.



1duosnuen Joyiny 1duosnuey Joyiny 1duosnue Joyiny

1duosnuen Joyiny

Salabarria-Pefia et al.

Page 8

PrEP uptake. Navigators’ management and rapport building skills as well as consistently
following-up with clients and welcoming feedback from clients and employers are critical
when implementing PrEP navigation. These findings are valuable as the United States of
America embarks on ending the HIV epidemic by 2030 as PrEP is an important part of the
“Prevent” pillar which consists of using proven interventions, including PrEP, to stop new
HIV infections (Fauci, Redfield, Sigounas, Weahkee, & Giroir, 2019).

Although only one funded recipient (i.e., Colorado) evaluated and demonstrated the benefit
of co-located navigators and PrEP prescribers, further evaluations are needed to assess

this co-location in other settings (e.g., CBOs) and geographical regions like the Southern
United States, where there is a disproportionate burden of new HIV diagnoses (CDC,
2019b). Since most of the evaluations conducted were process, effectiveness type of
questions were not posed by most funded recipients. Therefore, it is necessary to: (a)
determine if and how navigation settings or services for different populations (e.g., CBO
vs. clinical, MSM vs. transgender focused) affect PrEP use and adherence or persistence
among racial/ethnic groups; (b) identify which components of PrEP navigation are the most
effective among sexual and racial/ethnic minorities; and (c) identify key characteristics

of PrEP navigators (e.g., cultural competence, work engagement, empathy) to support
training and workforce development. As PrEP navigation matures as an HIV prevention
strategy, outcome evaluation and economic evaluation (i.e., cost analysis, cost-effectiveness
evaluation) will be needed. Outcome evaluation will help determine the effectiveness

of PrEP navigation at increasing PrEP uptake by sexual and racial/ethnic minorities in
different settings. Cost analysis will help health departments in understanding the costs of
implementing navigation, and cost-effectiveness evaluation will quantify the cost of PrEP
navigation relative to the program benefits to guide resource allocation decisions (CDC,
2019a).

When working with racial/ethnic and sexual minorities it is essential not only to assess if

a person is eligible for PrEP, but also to understand any social and structural barriers they
face that may precipitate HIV inequities (e.g., disproportionately low use of PrEP) (Arnold
et al., 2017). Therefore, the use of systems navigation to address social and structural
barriers becomes important. For example, providing health insurance payment and other
supportive services (e.g. transportation assistance, co-pay assistance, housing services, and
employment resources) were highlighted as helpful components of navigation across funded
recipients since this helps address structural factors that affect accessibility of PrEP services
for priority populations (Patel et al., 2017). This finding underscores the need to educate
clinical providers about supportive/social services, including payment options for clients,
and how federal/state policies can contribute or become a barrier to the achievement of HIV
elimination by 2030.

The delivery of culturally appropriate services is vital (Cargill & Stone, 2005; Dean &
Fenton, 2010). For instance, during the delivery of PrEP navigation services in Project
PrIDE, navigators became a primary resource for clients for PrEP and other related needs
(e.g., health insurance). The fact that the navigator was a trusted resource for PrEP education
was a remarkable finding considering the potential medical mistrust among priority groups
as a result of racist historical medical studies (e.g., Tuskegee Syphilis Study, U.S. Public
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Health Service STD Studies in Guatemala) (Brandt, 1978; Presidential Commission for the
Study of Bioethical Issues, 2011; Washington, 2006) and institutional racism, xenophobia,
homophobia and transphobia, all of which contribute to medical mistrust and HIV disparities
(Arayasirikul, Wilson, & Raymond, 2017; Eaton, Driffin, Kegler et al., 2015; Guilamo-
Ramos et al., 2020).

Besides cluster evaluation findings, there were lessons relevant to program planning to

be shared with those intending to implement PrEP navigation among racial/ethnic, sexual
and gender minorities. For instance, to make sure that services provided by navigators

were appropriate for and well received by priority groups, cultural humility and culturally
appropriate PrEP care trainings were part of navigators’ training curriculum. This effort was
driven by funded recipients and they shared materials with each other and contracted out
facilitators specialized in health equity with experience working with priority groups.

At site visits and meetings with HDs there were opportunities to hear directly from
navigators. Exhaustion due to constant follow-up with clients (e.g., taking clients to PrEP
appointments), difficult life situations among clients (e.g., being homeless), and navigator
turn over were recurrent themes. Therefore, having an appropriate caseload to prevent
navigator burn out and having access to counseling sessions to learn how to manage negative
emotions need to be considered when planning and implementing this strategy.

6. Next site-specific evaluations

The next four manuscripts represent individual evaluations of PrEP navigation programs
conducted in Project PrIDE by the California Department of Public Health Office of AIDS,
the Chicago Department of Public Health, the Colorado Department of Public Health

and Environment, and the Tennessee Department of Health. Each manuscript provides
background information regarding HIV among racial/ethnic minorities and among MSM and
transgender populations in their jurisdictions, the evaluation methodology used, findings,
conclusions and lessons learned. Information about LE conducted by the New York City
Department of Health and Mental Hygiene can be found at Saleh et al. (2019).
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Description of Navigation Cluster.

Table 1

Page 15

Funded Prep Navigation Modality Cluster Evaluation Questions Type of
Recipient Navigation Evaluation
(City/State Setting

Health

Department)

1. California Health Patient, Peer and Systems a. How did funded recipients define PrEP Process
department navigation? evaluation
clinics (HDC) i o . . and outcome
and b. Did Navigation fit into agency settings? Fit monitoring
community- was defined as follows:
based . ] .

- . Chicago: staffing and client
?Cr:gBangz)atlons satisfaction

2. Chicago CBOs, HDCs,  Patient, Peer and Systems : Colorado: PrEP use Process
hospitals and . NYC: accepting PrEP referrals, ~ evaluation
community linkage to a PrEP provider, and
health centers PrEP care

3. Colorado HDC and Patient and Systems with . Tennessee: linkage of clients to Outcome
Health two approaches PIEP iderd evaluation
Systems CBOs Co " aFrer provider without a

: Ng\_/i(ég?éi and c. What did result from different navigation C?QSOI
prescriber on modalities? group
site d. What were PrEP navigation facilitators and

. Distributed: barriers?

Navigator on
site and
external
prescriber

4. New York Sexual Health Patient, Peer and Systems Process

City (NYC) Clinics (HDC) evaluation

5. Tennessee CBOs and Patient, Peer, and Systems Process
HDC evaluation

and outcome
monitoring

Note. HDC = health department clinics; CBOs = Community-based organizations; PrEP = pre-exposure prophylaxis.

a ] .
Person’s attendance at the first appointment.
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