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ABSTRACT
BAHBY BANKS: Process Evaluation of a Multilevel Intervention to Irae Rural, African
American Participation in HIV/AIDS Clinical Trials
(Under the direction of Dr. Eugenia Eng)

Background While African Americans are disproportionately affected by the
HIV/AIDS epidemic, they continue to be underrepresented in clinicarésslarch. This
underrepresentation has led to a critical gap in research and limited &xstate of the art
treatment for their disease. To increase African American wikisgto participate in
clinical trials, Project EAST conducted a multilevel intervention that tadyeiral service
providers and their HIV/AIDS clients. The dissertation study evaluatediiiementation
of the intervention.

Methods This study conducted the process evaluation of the intervention. Data
sources included: (a) session audio recordings, (b) verbatim transcriptsessions,
facilitator debriefings, and participant focus group discussions, (@tiv@&summaries from
participant observation, (d) recruitment tracking forms, (e) attendansedod (f)
community advisory board (CAB) meeting transcripts. All qualitative data managed
using ATLAS. ti.

Findings Intervention reach was 84% and 184% for clients and service providers,
respectively. Mean dose delivered scores were .88 for patient sessions ande®ader
provider sessions. Attendance for each of the four client groups were .92, .86, .83, and .83,

respectively and .97 and 1 for the two service provider groups. Fidelity evaluated vi



facilitator debriefings was essential for identifying deviations froncthreculum. However,
implementation checklists proved to be more comprehensive in capturing thesedgwasti
they related to the quality and integrity of intervention delivery. Focus groujndatated
clients had high satisfaction with: interactive activities, being in a grettipg with other
clients living with HIV/AIDS, facilitator characteristics, and an opportyito discuss
concerns and clarifications with a clinical trial expert. Service pravidkso indicated high
satisfaction with: interactive activities, facilitator charastges, and session content. These
themes were convergent with facilitator perspectives on participantemgat
ConclusionsThe findings provide important insights regarding education about and
accessibility to HIV/AIDS clinical trial opportunities for rural, Adan Americans and their
local service providers. As researchers work to establish best psantieeruitment,
referral, and enrollment of racial and ethnic minorities in HIV/AIDS céhtrials,
conducting a process evaluation can yield essential understanding and recomnome farat

comparable educational interventions to be undertaken in rural regions of the Unied Stat
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CHAPTER 1

INTRODUCTION

The HIV Epidemic: From Metropolitan Areas to the Rural Southeast

The HIV/AIDS epidemic in the United States was first noted in the early 1980s
among homosexual White males in urban areas (Gottlieb, 2006). However, over the past
twenty years the demographics of those most affected by this diseabéthds s
dramatically, with African Americans accounting for 52% of new HI\esadiagnosed in
2008 (Prejean et. al 2011) African Americans have accounted for approximately #%6 o
total population over the same 20-year period. In 2007, the rate at which Africarcamseri
were diagnosed with HIV was 73.7 per 100,000, nearly three times higher than Latinos (25.0
per 100,000) and nine times higher than Whites (8.2 per 100,000) (Centers for Disease
Control and Prevention, 2008). In recent years, the epidemic has shifted from being
concentrated in urban areas in the United States to rural areas, predominaetly in t
southeastern part of the country. In 2000, the rate of HIV diagnosis was almagt s hi
rural areas of the Southeast as in urban areas of the same region (HaNdKefina,
2005). In 2008, 67% of all rural AIDS cases reported in the United States wereSoutihe
African Americans accounted for 62% of these cases.
HIV Treatment and Care

Prompt initiation of a regimen to treat HIV is essential in reducing one’ldoad

and preventing the onset of opportunistic infections brought on as one progresses from HIV



to AIDS (Department of Health and Human Services, 2011). Due to great stridescalmedi
research, treatment regimens are evolving and becoming more effectil@yingléhis
progression. Despite these advances, African Americans living with HIV/fdbdbto seek
treatment for HIV in later stages of the disease when their physical@ysjpte more
apparent. Additionally, broader environmental factors within minority rurahzamities,
such as poverty, lead to limited availability to medical care and a limited muwhbervice
providers with specialization in HIV/AIDS care (Nguyen & Whetten, 2003). Huis of
access can lead to delays in diagnosis and in seeking medical care when nmeeteain(F
1993).

As is the case with treatment and care, racial and ethnic minorities aso ha
experienced limited access to participation in HIV clinical trials. yHarthe course of the
HIV epidemic, AIDS advocates were instrumental in increasing thesibdéy and
acceptability of clinical trials for homosexual White men (Wachter, 199@ssBre from
patient-activists and clinicians resulted in major changes in the proceduresimnresearch
protocols were initiated, the site of research trials, criteria foy értt trials, end points for
trials and the definition of the overall research agenda (El-Sadr & Capps, 1992y, fheda
populations most likely to enroll in clinical trials still closely refldo¢ demographics of
those enrolled in the beginning of the epidemic rather than the rising trend of netlonsge
among racial and ethnic minorities. Gifford et al. (2002) identified White nagke sex, a
history of homosexual contact, education beyond high school, an annual income of more than
$25,000, private health insurance and residence within one mile of a center condu@ing a tr
as factors associated with participating in a trial. Predictors feenosilment include non-

Hispanic Black race, greater distance from medical centers condudisglawer



educational attainment and lack of health insurance. Clinical trials arentiensive, often
requiring travel to and from major medical centers in large urban areas.| GaaJee
burdensome and overwhelming, particularly for trials that require visitsadewvees a
month over the course of months or years. In sum, key reasons for why minoritiésotig
participate in clinical trials in general (Plummer et al., 2002), and HIV&Atials in
particular (Sengupta et al., 2000), are similar to the barriers they fadé/faare (Heckman
et al., 1998a).
Minority Representation in Clinical Trials

Appropriate representation of minorities in HIV/AIDS clinical trialsmgbrtant for
producing results that are generalizable to the populations most @figctiee epidemic.
Cargill and Stone (2005) reported that in the early years of the epidérarcRetrovir (an
antiretroviral therapy treatment) was widely prescribed, some AfAcaerican patients
experienced hyperpigmentation, or darkening of the nails and skin as a sideAsfact.
result, the treatments presented service providers and their minoritytpatith side effects
that previously were unanticipated. Further, African Americans aredglegdnigh risk for
some of the health problems that HIV medications are known to complicate, including
hypertension, diabetes, and cholesterol. Retrovir also may cause amemmipogant
concern for African Americans because of the high prevalence of anenaidyalnethis
population. Similarly, a higher proportion of African Americans are co-deteaith HIV
and hepatitis C as compared to their White counterparts, making liver problemd$\that
medication can cause another potential problem that is very serious (Casgihé&, 2005).

Interventions to increase awareness about HIV/AIDS clinical trials &AHDS

clinical trial opportunities among African Americans living with HIVAID&dimited in the



literature. Of those conducted in the United States, all have been in urbart,aoeas a
close proximity to, a major medical center conducting trials. No interventiorestieddate
have been conducted with rural African Americans living with HIV/AIDS. Of thdiss
that exist, the report of “minority” or “people of color” often has been broadinpekfinot
explicitly referencing inclusion of historically under-representedataeid ethnic minorities
(i.e. African Americans or Latinos), which limits the extent to which findoags be

generalized to these populations.

Summary

In summary, the persistent problem of low participation by African Americans i
HIV/AIDS clinical trials has three implications for the field of public ltea With regard to
research, advances in treatment and innovations in care are limited in thigeextRich
their effects can be generalized to the U.S. population. With regard to publicpraalice,
African Americans living with HIV/AIDS have limited access to the neéwlesrapies and
treatments that may benefit their health and provide an avenue for suppleneantaént
and care of their disease. For some patients, particularly those in undireamale
communities, clinical trials may represent their best opportunity foektending care.
Finally, to increase minority participation in HIV/AIDS clinical triatee field of public
health needs to pilot interventions that are: (a) informed by socio-behatieoay to
elucidate our understanding of pathways through which specific factorgbcbatio or
mitigate low participation, and (b) in addition to rigorous outcome evaluations, include
comprehensive process evaluations to document the intermediate effectpdonin s

intervention inputs and activities.



Purpose, Specific Aims, and Rationale

The purpose of this dissertation is to present the methods and findings from a process
evaluation of Project Education and Access to Services and Testing (E2AQTilevel
intervention that targeted rural, African Americans living with HIMA& and their local
service providers. The goal of Project EAST'’s intervention was to increasergess about
clinical trials and clinical trial opportunities offered at the Universitilorth Carolina at
Chapel Hill (UNC); to address misconceptions related to HIV/AIDSarebe to increase
service provider willingness to refer eligible African Americaemls living with HIV/AIDS
to clinical trials; and to increase African American client widlness to participate in a
clinical trial. This study was funded by the National Institutes akMg Research (NINR),
the UNC Clinical and Translational Science Award (CTSA), and the UNC Ge&Zlerzal
Research Center (GCRC). The Project EAST intervention was a collabafibort among
UNC Schools of Medicine, Dentistry, Nursing, and Public Health and five conyrheatth
centers in North Carolina. The parent study was conducted from October 2006 through
December 2011, with intervention sessions occurring May 2010 through June 2011. The
dissertation study will evaluate intervention sessions that took plage af the five
community-based clinics from May 2010 through November 2010.

To date, there has not been a thorough process evaluation conducted for interventions
to increase historically underrepresented racial and ethnic minoritgipation in clinical
trials broadly, or specific to HIV/AIDS research. Thus, as a newly dewtlopsrvention, it

was critical for Project EAST to examine its intervention’s contextureaent, fidelity,



dose delivered and dose received to better understand the implications forizriktyain
comparable populations. Hence, the specific aims for this dissertation stuower

1. Evaluate the implementation of an educational HIV clinical trial interventidnrwral,
African American people living with HIV/AIDS (PLWHA).

a. Reach: (i) To what extent did the intervention reach the intended number
of participants? (ii) What proportion of participants completed all
program sessions?

b. Context: What larger physical, social, and political factors affected
implementation of the intervention?

c. Recruitment: (i) What planned and actual recruitment procedures were
used? (i) What were the barriers to recruitment? (iii) What were the
barriers to maintaining involvement? (iv) Were the set recruitmens goal
of clients met?

d. Fidelity: To what extent was the intervention implemented as intended?

e. Dose delivered: (i) To what extent were all of the intervention components
provided? (ii) To what extent were all intervention materials used? (iii) To
what extent was all of the intended content covered? (iv) To what extent
were all of the intended methods, strategies, and activities completed?

f. Dose received: (i) To what extent were participants present at intervent
activities? (ii) How did participants react to specific aspects of the

intervention? (iii) How satisfied were participants with the intervention?



2. Evaluate the implementation of an educational HIV clinical trial intermentith
rural service providers.

a. Reach: (i) To what extent did the intervention reach the intended number
of participants? (ii) What proportion of participants completed all program
sessions?

b. Context: What larger physical, social, and political factors affect
implementation of the intervention?

b. Recruitment: (i) What planned and actual recruitment procedures were
used? (i) What were the barriers to recruitment? (iii) What were the
barriers to maintaining involvement? (iv) Was the set recruitment §oal o
service providers met?

a. Fidelity: To what extent was the intervention implemented as intended?

b. Dose delivered: (i) To what extent were all of the intervention components
provided? (ii) To what extent were all intervention materials used? (iii) To
what extent was all of the intended content covered? (iv) To what extent
were all of the intended methods, strategies, and activities completed?

c. Dose received: (i) To what extent were participants present at intervent
activities? (i) How did participants react to specific aspects of the
intervention? (iii) How satisfied were participants with the intervention?

This study was designed to systematically assess intervention ienglgan using available

process evaluation data collected on Project EAST. The goal of this assesastnt



measure the extent to which the multilevel intervention was carried plaraseed and to

further explore what factors may have influenced implementation.

Organization of this Dissertation

Chapter 2 reviews several bodies of literature related to racial and ethorttyn
enrollment in HIV/AIDS clinical trials. Specifically, it synthesizasrent understanding
about: (a) the HIV/AIDS epidemic in the rural Southeast and North Carolina, {tyho$
clinical trials research, (c) racial and ethnic minority partioguain clinical trials, (d)
barriers to clinical trial participation, (e) interventions to increas®rity participation in
HIV clinical trial research, (f) service provider involvement in clahicial research, and (g)
process evaluation research. Chapter 3 describes Project EAST’s indergeudy as well
as the theories used to inform the intervention. Chapter 4 gives an overview of the
methodology and data sources collected for the process evaluation of the irdarventi
Chapter 5 details the process evaluation findings of the intervention. Chaptesit§ thei
dissertation study aims to determine the extent to which the intervention wasiempéd as
designed, describes limitations and strengths of the dissertation atadyetails

implications of the process evaluation findings for public health research atideorac



CHAPTER 2
REVIEW OF THE LITERATURE

To provide the context and rationale for this study, this chapter presents agéview
relevant literature on: (a) the HIV/AIDS epidemic in the rural Sosthaad North Carolina,
(b) history of clinical trials research, (c) racial and ethnic minoritfig@pation in clinical
trials, (d) barriers to clinical trial participation, (e) interventiamgtrease minority
participation in HIV clinical trial research, (f) service provider invohent in clinical trial

research, and (g) process evaluation research.

The HIV/AIDS Epidemic in the Rural Southeast and North Carolina

North Carolina is located on the eastern coast of the United States and i®home
more than 9.5 million people (U.S. Census Bureau, 2010). The state has 100 counties with
the majority of its African Americans residents live in the eastern p#nedftate. Twenty
percent of the total population is African American, nearly double the représan(tl2%)
of African Americans in the nation. Seventy-eight percent of adults olde2thhave a
high school degree, and 22% have at least a bachelor’'s degree. The median household
income is $44,772, with a mean of 2.5 people per household. The primary industries are:
manufacturing, agriculture, textiles and retail. Twenty percent cftéte’s population lives
below the federal poverty level.

According to the Centers for Disease Control and Prevention, during the past severa

years, the number of individuals with HIV/AIDS in the U.S. South has exceeded



those in all other regions despite the paucity of major metropolitan areas in t8euthS
(Centers for Disease Control and Prevention, 2010). In North Carolina, thatesti
number of living HIV/AIDS cases reported in 2008 was 23,356. The cumulative number of
HIV disease cases reported in North Carolina was 35,346. Among the HIV disease ca
diagnosed in 2007, African Americans represented 62% of the total. The HIV incrdénce
for adult/adolescent cases was 78.2 per 100,000 for African Americans; 37.9 per 100,000 for
Hispanics, and 10.7 per 100,000 for Whites (North Carolina Department of Health and
Human Services, 2010). Rural residents were more likely to live in povertlikdggo
have health insurance, and less likely to be on antiretroviral therapy as edrtgparban
residents. Without insurance, rural residents are less likely to seelahrete or mental or
social services. Additionally, rural areas had fewer healthcare sg@magiders with HIV
expertise (Nguyen & Whetten, 2003). In North Carolina, as is the case foroth@nystates
in the region, the counties with the highest prevalence of AIDS are rural. As thelBIB/
epidemic continues to burgeon in the rural Southeast, interest in prevention and research
efforts has been growing in this region. In North Carolina, this researchriged from
studies exploring HIV transmission (Adimora et al., 2006), concurrent partneradipsofa
et al., 2004), HIV prevention among adolescents (Coker-Appiah et al., 2009; G. Corbie-
Smith et al., 2010), access to care for incarcerated populations (Rosen et al., 200&) and t
needs of African American women with HIV (Black & Miles 2002). Project EASS the
first intervention study to conduct HIV/AIDS clinical trials outreach amamglpopulations
in this region.

The data for the dissertation study came from two community-based clinicsral a

community in the eastern part of North Carolina. Clients resided in one of threguooisti

10



counties served by the clinics. The counties are among those with the highesta&tDS
rates in the state, with two of the three counties ranking among the top 10 couthiges in t
state (25.9 and 20.3 per 100,000, respectively). The third county was raffkedHan
average rate nearly 1.5 times that of the state. Table 1 details AIDS trenelsanhree

counties from 2007 through 2009.

Table 1:Project EAST Study County AIDS Rate
AIDS Case Rate (per 100,000) RANK
County 2007 2008 2009 | Average | (among all NC countigs
A 171 26.6 34.2 25.9 2
B 10.8 12.8 16.0 13.2 17
C 20.9 155 24.5 20.3 4
North Carolina 9.3 10.1 104 9.9 n/a

History of Clinical Trials Research

An important breakthrough in the treatment of HIV was the development of
antiretroviral medications to inhibit replication of the virus, thus preventingal
progression of immunosuppression and development of opportunistic infections. These
medications have significantly decreased mortality among people living WWAIDS
(PLWHA) and clinical trial studies have been the backbone of drug developmentalCl
trials are defined as studies that are developed to test the effectiveargatefvention in
treating or preventing disease (National Institutes of Health, Sept@®pb2007). All
medications must go through at least three phases of clinical trialalegesr to approval
from the United States Food and Drug Administration (FDA). This processestesly a
systematic assessment to determine if drugs are safe and efféctRiease | trials,
researchers test a new medication or treatment with a small number of indiwtigly to

assess the pharmacologic action, metabolism, and safety of the treatneentingea safe
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dosage range, and identify side effects. Participants for Phase | talsenmealthy
volunteers or people with the disease of interest. In Phase Il trials, theatioedar
treatment is given to a larger group of people with the disease to deteriniaeffective
and to further evaluate its safety. If these early phase trials syggksinary evidence of
effectiveness, the medication or treatment is then given to larger studytpopuia a Phase
[l trial to confirm its effectiveness, monitor side effects, comitaieecommonly used
treatments, and collect information that will allow the drug or treatment toeloesasely.
After the medication has proven to be safe and effective, approval is givenfFyAhand
the medication is then available for prescription to the public. If a mexhaa&iquires
additional testing, a Phase IV post-marketing trial may be conducted to gédineration on
the drug’s effect in various populations and to assess side effects assoitlatedgaerm
use (National Institutes of Health, 2007).

In response to the growing number of HIV cases and high mortality rate irrlibe ea
years of the epidemic, the National Institutes of Health established A&8ment and
Evaluation Units throughout the United States to conduct clinical trials rassatceatment
medications and regimens. In 1987, the AIDS Clinical Trials Group (ACTG) was
established by the National Institute of Allergy and Infectiousd3ies (AIDS Clinical Trials
Group Network, 2010). ACTGs are composed of, and directed by, leading clingsalstsi
who conduct research on HIV prevention, HIV disease and treatment, HIV-as$ociate
opportunistic infections, and complications of HIV therapy. The ultimate goatACTG
is to identify medications and other treatment options that will result in thessfigiceontrol
of HIV as well as the prevention and treatment of HIV-related co-mossditiinfected

persons. The UNC AIDS Clinical Trials Unit (ACTU) was established in 1987 and
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continues to provide access to clinical trials to individuals living in and around North
Carolina and at partner sites around the globe.

Depending on PLWHA characteristics and stage of diagnosis, there areéymes of
HIV clinical trials conducted by the UNC ACTU for which potential partioigacould be
eligible. Studies are available for PLWHA who have never taken an HIV atexficthose
who have an acute or recent HIV infection, individuals who are successfullyesapgror
those for whom treatment is failing, as well as select studies for womeong with
complications of HIV, and pharmacokinetic studies used in the early development of
medication (UNC AIDS Clinical Trials Unit, 2010). Although a participant m@ligible
for more than one HIV/AIDS clinical trial, he or she can usually only ppdieiin one
antiretroviral drug trial at a time. PLWHA who are recruited and intetesteo-enrolling in
trials on the treatment of other HIV-related or unrelated conditions are @persb with
approval and screening from research primary investigators. Table 2 dejduiktye

criteria for specific trials.
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Table 2: Types of HIV Clinical Trials
Trial Type Eligibility Criteria
Treatment naive Participants who have never takgmadication to treat their HIV infection.

Participants who have been infected recently wit¥i.Hn the days immediately
after infection, HIV replication is extremely rap@nd the virus copies itself over
and over again, resulting in an extremely high am@f HIV in the blood. The

Acute and Recent

Infection period known as acute HIV infection can be refetmeby different names such as
primary HIV infection, acute retroviral syndromedaacute HIV syndrome.
Treatr_nent ] Participants who are/have been on HIV medicatiahwanose viral load is at lesg
experienced: .
than 50 copies/mL of blood
suppressed
Treatment Participants who are/have been on HIV medicatidrtteiregimen no longer
experienced: works (this can occur if the virus is already resis to the drug the individual is
failing taking; failure also can occur if the medicatiomdg taken on a consistent basis).
Women's studies Female participants, includingehwlso are or would like to get pregnant.

These studies establish the correct dose of méalicdd see how the body
Pharmacokinetic/ | processes the drug, and how the drug affects pebpliéferent genders and races.
Laboratory Studies| Pharmacokinetic studies also look at drug concgatrén other compartments
such as semen or saliva.

Complication Participants who have complications associated thighr HIV. Examples include
studies neurologic, metabolic, and opportunistic infections
HIV negative Participants who are not infected with the virusu@lly partners); useful for

vaccine development.

Minorities and Clinical Trials

While enroliment data of racial and ethnic minorities in HIV clinicalgns limited,
cancer clinical trials give insight into these trends. African Araarenrollment in cancer
clinical trials declined from 1996-2002 in the United States, accounting for 11% of all
participants in 1996 to 7.9 % of all participants in 2002. Numbers are likely to be lower in
rural areas, as transportation to tertiary care centers limits tinat éx which eligible
participants can attend screening and follow-up appointments. Data collgd¢hedWNC
ACTU indicated that North Carolina counties with the lowest participationnmai¢\
clinical trials have the highest prevalence of HIV/AIDS and are rural @chare than an
hour’s drive from the ACTU facilities in Chapel Hill. Furthermore, these uagessented
counties were among those with the highest levels of poverty and density otyninori

populations.
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Unpublished data collected by the UNC Center for AIDS Research (ClRraRated
that 31% of HIV-infected patients attending the UNC Infectious Dise#3g€(inic live in
areas with a population of less than 50,000; 18% live in areas with 50,000. However, the
major medical centers where HIV clinical care is available areddaatmore populated
counties. The majority of rural NC PLWHA must travel a significant disténooe their
homes to receive care at the UNC Infectious Disease Clinic: 23% ofttbetpdravel 31-60
miles and 39% travel 61-120 miles. In short, HIV-related clinical trials cesdetrials of
initial therapy, are least accessible to PLWHA who reside in the vacgpfrom which the

data indicate are the least represented.

Barriers to Clinical Trial Participation

A major barrier to African American clinical trial participati is mistrust of the
medical establishment, as the relationship between African Americtmes United States
and the medical establishment has been challenged by racial discrimaradio
disempowerment (Smith & King, 2009). Perhaps the most well-known of these is the
Tuskegee Syphilis Study conducted from 1932-1972 by the U.S. Public Health Settvice w
African American sharecroppers in Tuskegee, Alabama (Brandt, 1978). Over tbe abu
this 40-year period, researchers withheld treatment from the sypsiilarecroppers in the
study in order to observe the natural progression of the disease--despitertdstooming
available eight years after the study was initiated. While studyiparits received medical
examinations, none were told they were infected with syphilis, and outside ageaote
prevented from supplying treatment to any participants enrolled in the stutyadnthe
sharecroppers were told they were being treated for “bad blood”. The indusdarent

participation included free medicine, burial costs, and transportation to and from pitalhos
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The residual unrest from the Tuskegee Syphilis Study precipitated a fqrohadyain 1997
from President Bill Clinton on behalf of the United States Government.

Perhaps a less well known ethical abuse is that of Henrietta Lacks, amAfric
American who developed gynecological bleeding and sought treatment at Johns Hopkins
University, the only local major hospital in the area that offered care farafdAmericans
(Lucey, Nelson-Rees, & Hutchins, 2009). During the surgery (and while she was
anesthetized), her doctor removed a small piece of her healthy cervixmatl pisce of her
cancerous tissue. Mrs. Lacks did not give consent for the removal of these tisswess
she made aware of their removal after the procedure. Instead, the samplsswéo Dr.
George Otto Gey, who up to that point was unsuccessful in developing techniques to grow
cancerous cells outside of the body. This was important to research at the smengsts
needed cells that would survive long enough outside of the human body to experiment in
ways that could not be domnmethe human body. Mrs. Lacks succumbed to her cervical
cancer at the age of thirty-one, just a few short months after radiationgéréatOn the very
day that she died, Dr. Gey announced his discovery of an “immortal” line sfdallitt,

2010). To maintain the anonymity of the origin of the cells, he used the first tess let

Mrs. Lacks’ full name, Herietta Lacks, thus naming the cells “HelLa” cells. HelLa cells have
been the backbone of medical and biological research, with demands from all over the world
for research including gene mapping, in vitro fertilization, cancer, AIDS amctless other
research endeavors including the polio vaccine which was widely used in the 19508l Feder
legislation has since been developed to protect patients’ rights, but despifertiiestons,
minority trust in medical research continues to influence enrollment inallimials (Corbie-

Smith, 1999).

16



Fear of experimentation, lack of knowledge about research, language k@arders
lack of access to clinical trials have been documented in the literaturegGoniith,
Thomas, & St. George, 2002; Corbie-Smith et al., 2003; Corbie-Smith, Moody-Ayers, &
Thrasher, 2004; Powell, Fleming, Walker-McGill, & Lenoir, 2008). Concerns aboutastigm
and disclosure also have been noted to outweigh the potential benefits from pisgiampa
clinical trials (Black & Miles, 2002). Compared to their urban counterparts,HAA W rural
areas reported even higher constraints to clinical trials reseangerldistances to tertiary
care medical facilities, lack of personal transportation, and the nesloishincome from
being away from work (Heckman et al., 1998b; Powell et al., 2008). Table 3 details
additional barriers documented in the literature related to trial geation for people living

with HIV/AIDS.

Table 3: Participant Barriers to Clinical Trial Participation
Physician/institutional mistrust

Transportation

Lack of access to research institution

Inconvenient / lack of time

Restrictive criteria

Language barriers

Side effects/risks

Lack of awareness about clinical trials

Patient fear of experimentation, placebo, guinea pig

Conspiracy against minorities

Lack of minority physician participation

Informed consent (too difficult and only protect doctors/researchutistis)
No benefit for African Americans if treatment is found to be effecti
Negative portrayal of community

In rural communities, physicians and other service providers in communitiideealt
practices may be less likely to refer patients to clinical triadadiee of lack of awareness of

what participation entails and the increased time and effort these studies iseafty
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strained medical practices (Kaluzny et al., 1993). Other service prowotexd additional
barriers to involvement in clinical trial research include inadequate resement, lack of
access to a clinical research coordinator, concerns about patient saféarafgatient
being lost to other physicians (Powell et al., 2008). Additional barriers focegmoviders

can be found in Table 4.

Table 4: Barriers to Physician Involvement in Clinical Trial Resarch
Attempted participation but denied

Lack of awareness of clinical trials opportunities

Lack of time

Concerns about patient safety

Inadequate reimbursement

Not affiliated with a major academic center

Lack of access to a clinical research coordinator

Lack of access to an institutional review board

Patient was lost to other physicians/ being removed from decisikimgnarocess
Poor communication with people conducting trials
Lack of experience in recruiting racial/ethnic minorities
Concern about potential adverse effects

Patient lacks time

Patient does not understand the need to participate

Innovations in clinical trial education and outreach to rural racial and ethnic
minorities are of the utmost importance, as this population continues to be dispropoytionatel
affected by the epidemic, yet underrepresented in clinical trie&rels. Project EAST’s
intervention built upon previous intervention research by educating service providers a
PLWHA concurrently. This combined approach at the local level within the ruralktonte

was a novel approach as it relates to clinical trial education, referral, dicibpsion.
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Interventions to Increase Minority Participation in HIV Clinical Tfasearch

In response to low enrollment of racial and ethnic minorities in clinieds tresearch,
many recruitment efforts have been made to increase their participatioortudately, these
efforts in the context of HIV are sparse in the literature. Cancer chséawever, has
provided an important foundation upon which HIV researchers and practitioners carobegin t
develop targeted enrollment strategies. A few short decades ago, peopéel atfdc
cancer experienced a stigma similar to that experienced by people IittngW/AIDS
today. Discrimination against and isolation of those with cancer were prevaléndfbot
which were partly attributed to misconceptions about cancer and high mortiagy ra
experienced by people afflicted by the disease. Cancer was oncedredeascethe “Big C”
because the word itself was still frightening for most people to say. Howmople with
HIV have an added value attached to their disease, as much of the stigmadhewn$aa
result of others’ perceptions of them being punished for engagement in riskydsetia\g.,
intravenous drug use, prostitution, promiscuity). The challenges that patmeds/&ars ago
very much resemble the challenges that people living with HIV face todayre©earcher
states, “Before the appearance of AIDS, cancer was the most dreadee (Ssalaly,

1988).”

Yancey and colleagues (2006) noted that from 1984 to 1998, an average of six
publications per year targeted minority enroliment research. In theaig that followed
(1999 to 2005), the number of studies nearly tripled to 18.3/year. A systematic review of
research studies to increase minority participation in cancer clinelalafso shed light on
these efforts (Ford et al., 2008). The review included qualitative, descpiiveross-

sectional studies, as well as randomized controlled trials. Of the 65 studlieledthim this
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review, 23 targeted African Americans specifically, and of these, twonaed®mized
controlled trials (one prevention (Ford, Havstad, & Davis, 2004) and one treatment with a
pre- and post-assessment of intervention effects (Sears et al., 2003). An ddditchna

was conducted from 1993 to 1996 with rural cancer patients and their local servicerprovide
in five counties in North Carolina (Paskett et al., 2002). The intervention included
installation of a rapid tumor-reporting system, staffing of a nurset&toiiwho kept
physicians informed of clinical trial opportunities for their patients, thgtion of a quarterly
newsletter and lay health advisors to conduct outreach. This effort included pre-tand pos
assessments through surveys with service providers and hospital recordratiditional

two studies (Gross & Krumholz, 2005; Randall-David, Stark, Gierisch, & Torti, 20Qhgi
review targeted rural populations as part of their recruitment efforts, butieoe

descriptive studies.

An exploration of educational intervention studies to increase the participation of
minority PLWHA in HIV/AIDS clinical trials yielded a small numbef behavioral and
structural interventions, all of which were conducted in urban areas (Gwadz et al., 2010).
The first study took place at an urban clinic designed for the initial assgssnaktriage of
all newly diagnosed patients presenting with HIV infections and seeking proage. The
intervention consisted of a research associate providing information to ech fom five
minutes about the purpose, role, and availability of HIV clinical trials (Fregcditel.,

2001). During the intervention, the research associate answered gendrahgtles patient
may have had about clinical trials, and patients who expressed furthertimerieds were
given a pamphlet and contact information for additional questions and concerns. The

intervention helped reduce demographic differences in HIV clinical triallevent (when
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compared to a historical cohort at the same clinic). Race was dichotomizieid &iutly,

with participants categorized as “White” or “persons of color”; the latiesisted of African
Americans, Haitians, Africans and non-White Hispanics. Over the 20-monthpsttidg,
15.3% of persons of color and 13.0% of Whites enrolled in a trial, however no significant
differences were found in participation rates between the two groups (p=.71).

The Harlem AIDS Treatment Group, a Community Program for ClinicaldResen
AIDS (CPCRA) center developed a multilevel outreach program that atsoamaed out in
an urban clinic setting (EI-Sadr & Capps, 1992). The focus of the study was t@éncrea
recruitment, enrollment, and adherence to study protocols among PLWHA of color and
women. The program included informational materials about HIV/AIDS clirieds t
outreach workers who made home visits when needed, transportation for patients/for stud
visits, social work services for referrals to necessary ancillavices (e.g., mental health,
housing), and peer support groups to assist patients with adherence to study protocols.
Findings for this study were not published.

An additional study conducted in Los Angeles consisted of a PLWHA meeting
individually with a research assistant to discuss the meaning, role, andifitsabh HIV
clinical trials at a local clinic in the city (Volkmann, Claiborne, & Ceiryi2009).

Participants also were given brochures with brief descriptions of curearatiiable clinical
trials and information on who to contact for more information about the trials. Afeginge
with the research assistant, subjects completed a survey to determinglingmess to
participate in an HIV clinical trial. Fifty-six percent of the studytiggyants had enrolled
previously in a clinical trial, and 50% of these individuals were enrolled inl atriae time

of the baseline interview. After completion of the brief educational inteorertD5
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participants (94%) indicated they would be willing to be contacted about a climat&bitr
which they might be eligible. Participant demographics were not reported istilly,
except for gender, and there was a stark imbalance (male participants [n=1]]6f&2%de
participants [n=9, 8%].)

The ACT2 Project consisted of a peer-driven intervention (PDI) stratdugh was
developed to increase participation of PLWHA of color in HIV/AIDS clinicals (Gwadz
et al., 2010; Gwadz et al., 2011). The intervention, the ACT2 Project, was a randomized
controlled trial designed to target barriers at the levels of individuals, tugad setworks
and also social and structural impediments associated with healthcace peoviders and
ACT settings. The ACT2 intervention was grounded in the theory of normative regulat
and social cognitive theory and used motivational interviewing for imi@oreparticipants.
The primary outcome for the study was screening and the secondary outcoereollasent
in a trial.

The ACT2 intervention was comprised of three group sessions (5.5 hours total), three
peer-education experiences, and a 30-minute individual session conducted at the ACTU.
Participants in the control arm received a time-matched and attentioheudtealth
education intervention. Of the 580 participants enrolled in the study, 56% werenAfrica
American and 32% were Latino/Hispanic. Intervention dose was assessadsindlyiby
calculating the number of sessions attended (range 0-2), whether the healtbredoogct
was completed (yes/no), and total intervention dose (range 0-3). Study reso#ttechthat
screening was much more likely in the peer-driven intervention than in the control ar

(adjusted odds ratio=55.0; p<.001); about half of the participants in the intervention arm
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(46%) were screened compared with 1.6% of controls (Gwadz et al., 2011). Approximatel
92% of the participants received a full dose of the intervention.

Of the previous studies conducted to increase racial and ethnic minoritypadidici
in HIV/AIDS clinical trials research, none were conducted in rural commgnithere the
HIV epidemic is increasing at alarming rates. Additionally, none ofttidies mentioned the
engagement or involvement of a community advisory board (CAB). While one of the above-
mentioned studies used a theoretical approach to inform intervention development, the
intervention did not include service providers, one of the most trusted sources for many
PLWHA seeking treatment and care. Additionally, these studies lacked pleiptbnged
approach to assess the extent to which the intervention was carried out as planrestf(,
context, dose delivered, dose received, fidelity and recruitment).
Provider Involvement in Clinical Trial Research

The importance of service provider involvement in the referral process ofipbtent
trial participants has been documented in the literature (Powell et al., 2008)esSin
minority recruitment in cancer as well as in HIV/AIDS clinicaearch have reported that
service providers feel less prepared to discuss clinical trials with tyipatients and
therefore are less likely to inform minority patients about these opportunitighe-ur
Durlak and Dupre (2008) note that the four service provider characteristitsonsstently
related to implementation of an innovation, or intervention, involve perceptions relabed to t
need for, and potential benefits of the innovation, self-efficacy, and skill profyciefbey
found that service providers who recognized a specific need for the innovation, délieve

innovation will produce desired benefits, felt more confident in their ability to doiwha
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expected (self-efficacy), and had the requisite skills were more liketydlement a
program at higher levels of dosage or fidelity (Durlak & Dupre, 2008).

To identify community views about increasing participation in HIV clintdals in
rural North Carolina, Project EAST staff conducted focus groups with serviceersyirior
to intervention development. Participants in these groups emphasized the importance of
educating local service providers, as PLWHA were most likely to congtlthese
individuals when considering clinical trial participation. They further dtttat outreach
should include a variety of healthcare professionals (physicians, physsiataats, nurses,
nurse practitioners, pharmacists, health educators, case managers dnebsloeia) and
should include a clear understanding of what clinical trials entail, what tatakgeeir
client is enrolled, and consistent feedback and education around recruitment for ongoing
studies to increase awareness and confidence in the research processtrarsithm
framework provided by Durlak and Dupre (2008) by addressing perceptionstfealty,

and skill proficiency as it relates to clinical trial participation.

Process Evaluation Research
Process evaluation is used to monitor and document program implementation and can
aid in understanding the relationship between specific program elements andiprogra
outcomes (Saunders, Evans, & Joshi, 2005). The importance of process evaluation was
conceptualized as early as the 1960s, as sociologist Suchman (1967) wrote:
An evaluation study may limit its data collection and analysis simply to determining
whether or not a program is successful. . . . However, an analysis of process can have
both administrative and scientific significance, particularly where the evaluation
indicates that a program is not working as expected. Locating the cause of the failure

may result in modifying the program so that it will work, instead of its being
discarded as a complete failure
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Across a variety of disciplines, there has been an increasing interestesgev@luation
research to assist researchers in understanding the mechanisms by whiaain prog
components are expected to influence behavior change (Linnan & Steckler, 2002ySaunde
et al., 2005). Process evaluations have been conducted to target a variety of haaitind)e
including: smoking, nutrition/diet, breastfeeding, cancer prevention and educagseitgbh
activity, diabetes, depression, fruit and vegetable consumption, HIV/AIDS prevarithn
prevention clinical trials. Only a few of these studies were conductedahareas with

African Americans—none with HIV or clinical trials among this population.

The increased attention to process evaluation research is due, in great part, to
researcher awareness of the importance of understanding what spgataoalibutes to a
program’s success or failure. Program evaluation assists ressancheking a very
important distinction betweamplementatiorfailure andnterventionfailure (Harachi,

Abbott, Catalano, Haggerty, & Fleming, 1999). This is to say, a program could be deemed
ineffective if there were no significant effects associated wstbutcome, but that could

have been due to poor program design, poor or incomplete program implementation and/or
failure to reach sufficient numbers of the target audience (Flay, 1986; Saundess,&va

Joshi, 2005). Process evaluation helps to avoid Type Il error, drawing incorrect
conclusions about the effectiveness of an intervention that was not properly enfgem

(Basch, Sliepcevich, Gold, Duncan, & Kolbe, 1985). Several studies have questioned
reported ineffective outcome results of studies that lacked thorough assaessitleat

degree to which the program was implemented as intended (Rezmovic, 1982). Linnan and

Steckler (2002) recommend a minimum of six process evaluation conceptst,caaety,
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recruitment, dose delivered, dose received and fidelity, each of which waseast® the
dissertation study.

Contextrefers to the aspects of the larger social, political, and economic environment
that may influence intervention implementati®eachrefers to the proportion of intended
target audience that participates in the intervention; it is often measuagtbgance and is
a characteristic of the target audieridese delivereds the number or amount of intended
units of each intervention or each component delivered or provideske delivereds a
function of efforts of the intervention service providers. Dose received teféhe extent to
which participants actively engage with, interact with, are receptivadéorause materials
or recommended resources. It also assesses the extent of engagqradiijgdnts with the
intervention.Fidelity is the extent to which the intervention was delivered as planned. It
represents the quality and integrity of the intervention as conceived by thepdgseand is
a function of the intervention service provideRecruitmentetails the procedures used to
approach and attract participants. Each of the aforementioned componentsssasbeda
gualitatively or quantitatively. A thorough process evaluation helps reseatoHzetter
understand how challenges, adaptations and contextual issues affect intern&draadl ex
threats to validity to study design and implementation (Cook, Campbell, & Day, 1979;
Glasgow, 2009). This has been a critical gap in public health research, asdHeveiktent

to which research can interpret and translate findings to comparable populations

Summary
Previous efforts to increase racial and ethnic minority participation inchtical
trials have been very limited in the literature. Of the programs developecimdae have

targeted rural populations in general or rural, racial and ethnic minopgesisally.
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Interventions conducted in urban settings have demonstrated successes in inareaised) Sc
among minorities (Gwadz et al., 2011), however there are not clear indicators stamtler
howor whythe interventions were successful. This coupled with a need for researchers and
practitioners to fully understand challenges, adaptations, and contexesl &ssthey relate
to rural, African American PLWHAra their local service providers, demonstrates the need
for this dissertation study.

The multilevel approach of Project EAST'’s intervention was novel, asqueW |V
clinical trial efforts did include service providers as part of their outrefforts. As this is
the first study of its kind, it is important to understdwodvthe program was implemented.
Therefore, the primary aim of the dissertation study was use to evahjdéenentation of

Project EAST’s educational HIV/AIDS clinical trial intervention.
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CHAPTER 3

PROJECT EDUCATION AND ACCESS TO SERVICES AND TESTING (EAST)

The parent study, Project EAST, consisted of three phases focused on: (a) defining
community and individual factors that influence willingness of rural, raoidleghnic
minorities to participate in HIV/AIDS clinical trials; (b) refininglaeory-based, culturally
responsive outreach strategy to increase referral to, and enrolimentaalctiails and
evaluate the acceptability of components of this outreach from the perspectiveroticity
members, service providers, and people living with HIV/AIDS (PLWHA); and (c)
determining the feasibility of the outreach sessions to increaseeseravider willingness to
refer eligible PLWHA to open HIV/AIDS clinical trials and inceseeligible PLWHA
willingness to participate in HIV/AIDS clinical trials.

The principal investigator of Project EAST, Dr. Giselle Corbie-Smith,psofessor
of social medicine with expertise in community-based research and hashpdl#ixtensively
on barriers to clinical trial research among minority populations (C&iigh, Moody-

Ayers, & Thrasher, 2004; Corbie-Smith, Thomas, & St. George, 2002; Corbie-Smith et al
2003). The research team consisted of investigators from the University of Nastim&at
Chapel Hill Schools of Medicine, Dentistry, Nursing and Public Health with widgitg
expertise in health disparities research, clinical trials coordination andiattation, rural
population outreach and education, and community-based research. The author of this

dissertation study served for three years as a research asgigtdpitoject EAST and two



years as project coordinator an additional two years.
Gaining Entrée: The Community Advisory Board (CAB)

Given the legacy of mistrust in minority communities of medical resg8relunstein
et al., 2008; Corbie-Smith, Thomas, & St. George, 2002) and the sensitive nature of HIV,
guidance from a community advisory board (CAB) was critical for commbuiy-in,
recruitment for the study, implementation of the intervention (Fouad et al., 20€itadis &
Seifer, 2007; Seifer, Michaels, & Collins, 2010) and dissemination of findings (Fouad et al
2001; Michaels & Seifer, 2007). Partnerships that include the establishment agdraegt
of a CAB can enable researchers to engage minority communities witrateghof HIV but
not currently accessing clinical trials, build on trusting communityiogiships to improve
minority participation in these areas, and provide a vehicle to develop and provasechutr
to HIV clients and their local service providers around research participtioreover, the
National Institute of Allergy and Infectious Diseases (NIAID), whiejuires researchers in
its clinical trials network program to include community members as pdrenfdfforts, has
incorporated these principles since the 1980s and has provided a framework for other type
of clinical trials research (Community Recommendations Working Group oh®iity
Partners, 2009). The Project EAST CAB was charged with providing overdiirgqne to the
study team by aiding in the refinement and translation of all researchatsatearticipating
in the development of the focus group and interview guides for formative dataioollect
advising on qualitative data interpretation, and assisted with recruitmenV efddbcates

and peer outreach workers prior to implementation of the intervention.
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Intervention Theoretical Foundation

Based on findings from interviews conducted with clients and focus groups
conducted with service providers and community leaders during formative datdicn|
the research team guided intervention development using the intervention mappoarh
(Bartholomew, Parcel, & Kok 1998). Constructs from the theory of reasoned actidh (TR
and social cognitive theory (SCT), in addition to the social support (SS) fraknexsoe
found to be relevant for understanding the mechanisms through which the interventibn coul
influence referral to, and participation in, HIV/AIDS clinical trialsarg study participants.
Theory of Reasoned Action. The theory of reasoned action (TRA) was concepltbslize
Ajzen and Fishbein in 1975 and has been used to explain a variety of health behaviors. This
theory asserts that a person’s intention is the strongest predictor ¥@nabghavior, and is a
direct result of one’s attitude and subjective norms about the behavior (Ajzehl&eifis
1980). While this theory has not been used for explaining HIV clinical trial pattarpat
has been applied in a national study evaluating the efficacy of HIV prevention looginse
changing high-risk sexual behaviors and preventing new sexually transdistedes and
HIV (Fishbein et al., 2001; Fishbein, Hennessy, Yzer, & Douglas, 2003; Kamb et al., 1998).
TRA also has been used to explain service provider referral behaviors for emergency
contraception (Sable, Schwartz, Kelly, Lisbon, & Hall, 2006).
Social Cognitive Theory. Social cognitive theory (SCT) is one of the most fridgused
and robust health behavior change theories (Glanz, Rimer, & Viswanath, 2088)lotes
the interactions of people and their environments, as well as psychosocial deteywina
health behavior. The relationship of these three components is referred toipsoaakc

determinism, whereby each domain interacts reciprocally by influeaciother (Bandura,
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1986). Itis important to note however, that the strength of influence of each concept may
differ and is not necessarily equal. SCT is very complex and consists of senstalicts,

two of which were used for the development of the educational intervention: sedtzgff

and outcome expectations. Self-efficacy is defined as one’s confidence tonperfor
particular behavior. This construct has been described by Bandura as the mdanimpor
prerequisite for behavior change (Bandura, 1977). Outcome expectationsraed dsfthe
anticipatory outcomes of a behavior. In other words, a person learns that certairesutcom
occur in a given situation and expects them to occur when that situation presktgatee
Social Support. Social support is defined as the provision of aids and services from
individuals within a person’s social network (Heaney & Israel, 1997). The fous bfpe

social support include: emotional, appraisal, informational, and instrumental. Emotional
support is the most commonly recognized form of social support and includes empathy,
concern, caring, love, and trust. Appraisal support involves transmission of inftmrnmati

the form of affirmation, feedback and social comparison. Informational support includes
advice, suggestions, or directives that assist the person to respond to persondiomasitua
demands. Instrumental support is the most concrete direct form of social support,
encompassing help in the form of tangible aid (money, time, childcare, tratgpyrt This
framework has not been applied in the context of HIV clinical trial participabut of the
interventions targeting trial participation, two have included a peer componepaegod

the dissemination of information about clinical trials. Evaluation of the HIV dirnial
interventions with peer components did not include assessments focused the type agf support
rather dichotomous values were calculated to indicate whether the interventicipgart

received peer services or not (Volkmann et al., 2009).
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Series Layout

The intervention was designed so that service provider and client seriéeoul
implemented in a staggered, concurrent layout (see Figure 1). The goalcsagpiete half
of the service provider series prior to implementation of the client seriessftbuding
service providers an opportunity to become familiar with concepts in the evereinat t
client had questions regarding trial participation. This staggered, condayeut allowed
comparable content to be covered for service provider and clients, through yaafariet
theory-based methods and strategies (Bartholomew et al., 1998). The intervention was
developed to reach six rural service providers and 40 of their racial and ethnidyminori
clients living with HIV/AIDS. To ensure effective group interaction and nieset t
recruitment goal of 40 clients, the intervention rolled out in three consecutive grotlps, wi
12-15 clients in each group. Figure 1 depicts the layout of one service providermgoup a
the first client group, as intended. Subsequent client groups were scheduled to occur
sequentially, with a one to two week interval between groups to allow resesdfcb st

regroup and prepare between groups.
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Client Series. The client series consisted of six sessions that toelapkdocation
that was accessible for all participants, including local libraries omeonity centers. The
series was implemented over the course of three weeks, with two sesgtemented one
day per week (See Figure 1). Each session ranged between 60 and 90 minuteBerEach
received $75.00 worth of Wal-Mart gifts cards for completing the seridsding baseline
and immediate-post survey completion) and a $25.00 Wal-Mart gift card for etmonpdf a
six-month follow-up survey. Additionally, $10.00 gasoline cards were provided for
participants who used a personal vehicle for transportation and needed assigtanc
transportation costs.

Each session’s materials were informed by review of the literaturartoipation in
clinical trial research in general and participation in HIV clinicalgrin particular.
Formative data from client, service provider, and community leader interineWs parent
study guided intervention development. The intervention mapping (IM) approach idforme

this process (Bartholomew et al., 1998). The client series provided informationfabdout
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conduct of clinical research, information about ongoing HIV/AIDS trials fackvclients

may be eligible, informed consent, participant rights, what to expect as partrof thei
participation in a clinical trial and how to get support as part of their deaisaixmg

process, as well as other components raised in the client interviews tlagiferphases of

the study (Table 5). All session materials, activities, and evaluaticw@oé guided by the
results of the qualitative data from the first phase of the study and byehgemtion

mapping (IM) process. More detail is provided in Appendix A as to what activides w
developed to cover the aforementioned content. If questions arose during the session that
were not covered as part of the curriculum content, facilitators were insttogiace them

in the “parking lot,” a flip chart used to document participant questions. Question$i&om t
“parking lot” were then e-mailed to two co-investigators on the study whonedse

physicians at the UNC ACTU. The session facilitator then shared the ctgat@s’
responses to these questions to clients attending the subsequent session. Akéooarhpl
their series, clients received postcards every six weeks that reviad/edngphasized

important concepts from session materials and presentations.
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Table 5: Client Intervention Series

Provide basic information on clinical trials. Reigants will learn what clinical trials
are, their purpose and function, the various phakebnical trials, characteristics of
Session 1 randomized clinical trial research, such as: rarnidation, blinding and the importance
of minority participation in clinical trials. Adddnally, clients will learn how research
fits into HIV care.

Provide information about the different types afiiclal trials. Participants will learn
Session 2 | more about the referral process through an inteaeiercise. Participants will also b
equipped with necessary tools and skills for askjngstions about clinical trials.

D

Provide information about ethical issues relateditucal trials, including how
Session 3 | participant rights are protected. Additionallyrgp@pants will identify ways to
overcome common barriers associated with clinidgall participation.

Focus on the importance of seeking support asgbaine decision-making process.
Emphasis was placed on enhancing existing socialanks or creating new networks.

Session 4 | participants will learn about communication alates to seeking support for trial
participation.
Provide an opportunity to locate clinical trial @pfunities and identify referral sources.
Session 5 Additionally, participants will learn how to efféeeély communicate with their service

provider about clinical trial opportunities andsiek out and connect to clinical trial
resources.

Culmination of information from previous sessiooselp participants understand key
Session 6 | aspects of clinical trials. Additionally, partieipts will have an opportunity to
communication with a referral source, an ACTU pbigsi.

Service Provider Series. The service provider series consisted of four 60+t@ s@ssions.
Like clients, each session’s materials were informed by review ofé¢hatlire on
participation in clinical trial research in general and specific ¥, ldé well as formative data
from the parent study. All session materials, activities, and evaluation taelgwded by
formative data from the first phase of the study (clients, service provatetf£ommunity
leaders) and by the intervention mapping (IM) process. In keeping with EAST co
investigator experience and existing literature, shorter, intensersesgere developed for
service providers (as compared to client sessions).

Content included information about the conduct of clinical research, information
about ongoing HIV/AIDS trials for which their patients may be eligible, dhes of the
service provider and how their relationships with HIV-positive clients mifyeince trial

participation, what to expect if their client or patient participates imaalitrial and how to

35



support them in their decision. Service provider sessions also had a “parking lot” to
document questions that facilitators may not have been able to answer duringitire ses
The session facilitator then shared the co-investigators’ responses to trstgmngue

service providers attending the subsequent session. Table 6 details ses#iocrcepeent

for service providers; more detail is provided in Appendix B regarding actithigsvere
developed for each service provider session. Each service provider received $75.00 for
completing the series (including baseline and immediate-post survey compéetd $25.00
for completion of a six-month follow-up survey. As service provider sessions tookiplace i

the facility in which they were employed, transportation costs were not agplica this

group.

Table 6: Service Provider Intervention Series
Provide basic information on clinical trials. Regants will learn what clinical trials are
their purpose and function, the various phasedirital trials, and characteristics of
randomized clinical trial research, such as: rarndation and blinding. Will also provide
information about ethical issues related to clihidals, including how participant rights
are protected. Additionally, service providerslighrn how research fits into HIV care
and how to support their clients in a neutral, bedal way as part of the decision makihg
process. Finally, the session will service prokxsdenderstand the importance of minority
participation in clinical trials.

%)

Session 1

Inform service providers of their role of commurting with clients in a balanced and
Session 2| heutral way Also, service providers will be prowdeith necessary tools and skills for
addressing questions about clinical trials.

Provide an opportunity for service providers tadtacclinical trial opportunities and
identify referral sources. It also covered the im@ace of establishing networks locally
Session 3| and at major medical centers to help enroll cliégmtdinical trials. Service providers
were encouraged to think about where and how thaybecome a resource to each other
and to their clients.

Culmination of information from previous sessiooselp service providers understand
key aspects of clinical trials, effectively commeatie with clients about clinical trial
Session 4| opportunities, seek out and connect to clinical méferral resources, and to support their
clients through the decision-making process. Stemghasis was placed on skills and
demonstration in this session.
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Logic Model

A logic model is a pictorial representation of how an intervention is expecteatko w
as well as the theory and assumptions underlying the intervention (McLaughtirdén,
1999). These models have been widely used in public health research across a variety of
behavioral interventions (Hawkins, Clinton-Sherrod, Irvin, Hart, & Russell, 2008ze&iel
Willging, Hathorn, & Benally, 2009; Kaplan, Calman, Golub, Ruddock, & Billings, 2006;
Livingood, Winterbauer, McCaskill, & Wood, 2007; Price, Alkema, & Frank, 2009). A logic
model consists of five components: inputs, activities, outputs, short-term and long-ter
outcomes and impacts (W.K. Kellogg Foundation, 2001). Inputs include the human,
financial, organizational, and community resources that a program has availdinzt
toward development of intervention activities. Activities are the componerits of t
intervention, or program (e.g., lectures, role-plays, videos). Outputs refer toettte di
products of program activities and may include types, levels, and targets oése¢ovbe
delivered by the program. These could include the number of people taking part in the
intervention or the number of sessions offered. Outcomes are specific chrapgEgam
participants’ behavior, knowledge, skills, status, and level of functioning. Short-ter
outcomes are typically attainable within one to three years, whiletdéyngeutcomes are
attainable within four to six years. Impacts are the fundamental intendethtended
change occurring in organizations, communities or systems as a result ehpagivities
within seven to 10 years. Due to the long duration of impact assessmentsj@valitan
occurs after the conclusion of project funding (W.K. Kellogg Foundation, 2001). The logic

model for Project EAST can be found in Figure 2.
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Figure 2: Project EAST Logic Model
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The inputs for Project EAST detail the individuals (staff, volunteers, community
partners and members of the community advisory board) and resources (ressaaich, tr
money, materials) that supported the development of intervention activitigsitiést
for clients and service providers included: brainstorming, group discussionplayse-
skits, small group work, lectures, video, newsletters, and homework assignments.
Outputs detailed the number of outreach sessions held, the number of attendees and the
cumulative total numbers of hours from all sessions for each group. Short and long-term
outcomes are presented in more detail in the logic model. These outcomes will not be
discussed for the purposes of the dissertation study, as the assessment of tbe expect
behavior changes are part of the outcome evaluation for the parent study.

Session Facilitators. Facilitators consisted of a combination of paid and unpaid
staff on the research team. All completed the required human researchrathiicg t
through the University of North Carolina at Chapel Hill, as well as a thre&-aaing
comprised of an overview of the intervention study (including the structure and content
of the client and service provider series), group management skills, and combasatly
research ethics. At the onset of the facilitator training, all trainees provided with
curricula covering the entire intervention study (provider and cliergsjancluding
PowerPoint presentations, handouts, role-play keys with relevant probes, copies of all
posters used, materials needed, and preparation for the session. Additionlitiyofac
were provided with background information about the theoretical foundation of the
intervention in order to assist with understanding the theoretical objectivesetigatow
be met as part of their session. Each trainee was expected to learn all oflthesnfor

both the provider and client series in order to understand how all of the session content
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syncs together. After the culmination of the training, each traineeespsnsible for
facilitation of a mock session of their choice and feedback was provided by otheesrai
and the Project EAST research staff leading the training. The resedirthesta
provided individualized feedback for each trainee in a private setting to furtiér det
mastery of facilitation skills and session content. If trainees did not dentenstra
sufficient mastery, they were offered remediation prior to entry in ¢ fi
Selection of Study Sites

Two regional clinics were identified as potential study sites basedumtyclevel
HIV demographics, service provider composition, number of HIV-positive clients, and
the clinic’s distance from major medical academic centers. Like makirpreantly
rural areas, residents in the study counties were generally poorer, had high
unemployment rates and were less educated compared to their urban count8rgarts
recruitment began by contacting administration at two community clinicisey
clients in Project EAST six-county region. The project coordinator provided aviewver
of the parent study, the intervention study (including the service provides aadeclient
series), and also assisted with determining organizational capacijyagsist with
recruitment and retention of service providers and clients and b) ashistamgportation
for clients (if needed). Sites were offered an organizational incento@ver costs
associated with recruitment of participants, securing meeting spaceackidgrof
participants over the course of the six-month pilot. After confirmation afeisit¢éo
participate in the study, and administrative approval to participate & theiproject
coordinator sent an introduction letter to the site administrator to furthexirexipé

intervention study with their service providers and clients.
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At the onset of implementation of the service provider series, one clinic had to
withdraw due to severe financial and staffing constraints. Due to recntiitimalenges
at the remaining clinic, a partnering clinic was added to meet the reendigoal at this
study site. More information about this modification can be found in Chapter 5. Table 6
profiles each of the participating clinic’s distance from regional nejademic medical
centers (UNC ACTU, Duke University AIDS Research and Treatment GEAERT)
and East Carolina University (ECU)) as well as the number of HIV sepwiséders and
HIV-positive clients at each clinic. Clinic names were not used for ther@isse study,
as to ensure their anonymity. They were referred to as “original” ongyary” site for
narrative, descriptive purposes, or and Site A or Site B for data managemenalysds

in order to make a clear, simple distinction between the two sites.

Table 7: Intervention Study Site Profiles

Proximity to Status # of HIV # of
Site major Service HIV+
academic providers | clients
health centers served
Original UNC: 80.4 Public, non- | 2 (MD and | 402
Clinic miles (86 min) | profit a PA) (2010)
Duke: 79.7
miles (81 min)
ECU: 33.1
miles (38 min)
Partnering UNC: 104 Public, non- | (HIV: 1 45
Clinic miles (106 min)| profit NP) (2010)
Duke: 103

miles (101 min)

ECU: 24.9
miles (97 min)
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Intervention Study Sample Population and Setting

The study population for the intervention study consisted of clients recei i@ IS
care from service providers at two primary healthcare clinidsr@etcontiguous counties
of North Carolina. This section will detail eligibility criteria, ratment procedures, and
informed consent procedures for clients and providers, respectively. All consent
procedures and documents were approved by the Institutional Review Board at the
University of North Carolina at Chapel Hill.

Of note, “service provider” was defined broadly, so as to include clinicians and
non-clinicians (e.g., physicians, nurses, nurse practitioners, pharmacistsyazgers,
social workers, or health educators) as part of recruitment efforts. Per the
recommendations of Project EAST CAB members, and formative focus group and
interview data for the parent study, non-clinicians were strongly suggesparticipate
in the series as they felt case managers and other non-clinicians had a ablesider
amount of interaction with clients living with HIV, and were among the most tfuste
individuals for many of these rural clients.

Client Eligibility Criteria. Clients for the intervention study had to receive HIV
services from the clinic serving as a study site, be African Americhatmo, HIV-
positive and English-speaking. Additionally, each client had to be at least 1®Mgkars
and have sufficient cognitive functioning to allow informed consent.

Client Recruitment Recruitment of clients began with identifying an existing
HIV support at the original study site. With the guidance of the CAB, Project EXa8T s
was introduced to the leader of this group, an HIV-positive African American wiate

later served as the site recruiter for all client series. Having obtaiGertificate of
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Confidentiality from the National Institutes of Health, the Project EA&Earch team
did not collect any identifying information from clients participating ingages. The
research assistant made the site recruiter aware of this e¢etéicd explained how
clients would be tracked over time: alphanumeric identification numbers (Exh
client would generate his/her own alphanumeric identification number at the onset of the
series (e.g., “GLH45"), which was used for all surveys for the study. Addity, each
client was encouraged to give a pseudonym in order to encourage interactiorherith ot
clients and with the session facilitator. For example, clients could givesnamging
from “Sunshine” to “Mr. Z". Because session content was built-upon materialecbwver
preceding sessions, clients were also made aware that they could not jorrethafter
the first session was complete.

After confirming a start date for the series with the Project EAS@areh
assistant, the site recruiter was provided with recruitment flyersiaen directives as to
how to complete recruitment tracking forms as he recruited participantdratkimg
form detailed the total number of clients recruited, the number who agreed tqpéetici
in the client series, the number who declined participation in the series, and the numbe
who ultimately participated in the series (see Appendix C). Participdatsieclined
participation in the study were asked why and assured that their decision mwoaldvay
influence their future care. Prior to the first session in the client séxesité¢ recruiter
totaled the number of individuals declining participation and reported reasons for non-
participation. Participants who were absent for any individual session \seras&ed
reasons for non-participation by the site recruiter; the Project EASg&neh assistant

documented these reasons. To stay abreast of recruitment efforts andd@agse
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challenges related to recruitment efforts, the Project EAST resassidtant met weekly
via conference call with the site recruiter.

Client Informed Consent. Prior to implementation of the first session ini¢me cl
series, a member of the research study team obtained verbal informed camsexiit fr
participants. The team member emphasized that agreeing to participasepart of the
study did not mean that they were agreeing to be in any clinical trial and/¢ludd not
receive any treatment as part of their participation in the sessions.| v@nsant was
obtained from all clients prior to beginning the series.

Service Provider Eligibility Criteria. The site administrator wslsed to identify
six service providers that provided a considerable amount of direct servicescamAfri
American or Latino clients living with HIV/AIDS. Eligibility créria for service
providers also required that providers were clinical or non-clinical emphiytbe study
site (physicians, nurses, nurse practitioners, pharmacists, case rmasagel workers,
and health educators) and English-speaking.

Service Provider Recruitment. Providers were selected by the site adatnis
based on the number of clients each served, as well as daily interactionsgibtk eli
clients. Service providers recruited for the sessions were given infonnadiout the
intervention study via e-mail from the site administrator, as well as é@téhe each of
the scheduled sessions. Because session content was built-upon material sovered i
preceding sessions, service providers were also made aware that they caitdthet |

series after the first session was complete.
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Service Provider Informed Consent. Prior to implementation of service provide
series, a member of the Project EAST research study team obtained iwftttered

consent from all providers

45



CHAPTER 4

METHODS

This chapter describes the methods and procedures used to assess the extent to
which intervention components for service providers and clients were implehzente
planned. It answers research questions for Aim 1 (Evaluate the implementation of a
educational HIV clinical trial intervention with rural, African Americaropke living
with HIV/AIDS (PLWHA) and Aim 2 (Evaluate the implementation of an educationa
HIV clinical trial intervention with rural service providers) of this @idation study.
Chapter 4 details the data collection methods, data sources (accompaniedngtiofor
on the management, organization and analysis of each source), as well as ptakesses

to strengthen the validity of study findings.

Data Sources and Collection Methods

Process evaluation, particularly in the context of complex interventions, requires
multiple modes of data collection to assess the extent to which the intervention was
implemented as planned. Further, multiple methodological approacheslstretigt
validity of study findings by reducing facilitator subjectivity in interptetn of findings
(Linnan & Steckler 2002). As such, this dissertation study used a variety of methods
observation, interviews, focus group discussions, memoing, and document review. A
total of 2,338 pages of data and 38 hours of audio were analyzed across data sources for
the dissertation study. Data sources included: (a) recruitment traokmg &nd

attendance logs, (b) session audio recordings and verbatim transcriptsge(oatinsal



data, (c) facilitator debriefing interviews, (d) participant focus groapusisions, (f) CAB
meeting transcripts, and (g) satisfaction surveys. A detailed overview efsgroc
evaluation concepts, data sources, tools, timing and analysis can be found in Table 8.
The next section will describe each data source, its management and oatinaitng

of data collection, and analysis beginning with session audio recordings amcdptans
Recruitment Tracking Forms and Attendance Logs

The recruitment tracking form answer the questions regarding reerditihat
were the barriers to recruiting participants for the interventiow¥hat planned and
actual procedures were used to encourage continued involvement of individuals, groups,
and organizations? What were the barriers to recruiting individuals, groups, and
organizations? What were the barriers to maintaining involvement of individuals, groups,
and organizations?Tracking forms were used in concert with attendance logs to assess
the reach of the intervention study, thus answering the que¥tioat is the proportion
of the intended target audience that participates in the intervention?

The tracking form completed by the site recruiter detailed the numlbeiots
recruited to participate in the client series, as well as the numbeysaf who agreed or
declined to participate in the client series (See Appendix C). Space wasoaisegifor
the site recruiter to document reasons for client refusal to participate sit€hrecruiter
and a member of the Project EAST team met weekly to discuss recruitmertsujpdat
each group and barriers to recruitment. Given that service providers werkedend
selected by administrators at their respective site, the trackingfasnmot applicable for
these participants. Once enrolled in the intervention study, clients and geoxmiers

were required to sign in at the beginning of each session in their series.inf@ma
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client confidentiality, each client was asked to provide “signatures” storgiheir self-
generated alphanumeric IDs (three letters and two numbers). As two cosgsecut
sessions were held per day for clients, two sign-in sheets were completadhoof these
days. The principal investigator of this dissertation study developed an atterog

that was a compilation of sign-in sheets from all service providers amdsalethe
intervention study. To determine to proportion of those recruited attending eaoh,sessi
the total number of participants present were divided by the total number of those who

agreed to participate in the series (as identified on the recruitmdahg&crm).

Management and Organization

Recruitment tracking forms and sign-in sheets were labeled with the tyqmip
(client or service provider), session number, and date prior to session implementation.
Once completed, each form was scanned electronically and saved oreasassword
protected server. The attendance logs created for service provideteatsdalso were

saved on the secure server.

Analysis

To determine the proportion of intended participants enrolling in the intervention
series, the total number of participants beginning their respective aerass all groups
divided by the recruitment goal for all clients. For example, if a total ofi@6tslbegan
the client series (9 in each group), then 90% of the intended number of clients
participated in the intervention series. Recall, the recruitment goclid¢ats was 40,
therefore 36 total clients divided by 40 intended participants equals .90 or 90% of the
intended goal was reached.

Attendance logs were created from sign-in sheets distributed at satnse
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These further explored retention of those enrolled in the intervention studgr#ities
provider and client IDs were compiled into one document and attendance for esah ses
was marked as “1” for present and “0” for absent. Proportions were used toideterm
the percentage of sessions attended by each participant (number of sessides/att
number of sessions offered x 100%). For example, if a service provider attended three
out of four sessions, he attended 75% of the sessions offered (3/4 x 100 = 75). Reasons
for client or service provider dropout after beginning the series were documerited by
site recruiter and relayed to research staff during weekly recruitmestings.
Session Audio Recordings and Verbatim Transcripts

Digital audio recordings and transcripts of sessions served as datssourc
implementation checklists, tools developed by the principal investigator of this
dissertation study to assess whether tasks associated with each asssigrwere
completed as designed (See Appendix D). This tool also has been used in other studies to
assess intervention implementation in HIV clinical trials researetg(fiSon et al., 2009).
Checklists also provided space for the principal investigator to note antoresie
intervention delivery. These data provided a structured means to answer thangpllow
guestions related tose delivereéndfidelity: To what extent were all of the intended
components of the intervention provided to participants? To what extent were the
intended content, methods, strategies, and activities used? Was the intervention

implemented as planned?

Management and Organization
All sessions were recorded using digital recorders, typically two with lesiag

placed at opposite ends of the meeting space to capture dialogue, comments and
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guestions during the session, and facilitator delivery of session content. After
completion of all sessions for a group, the research assistant uploaded audianfiles f
the digital recorders to a secure password-protected server for thegpadgnt Audio
files were saved and labeled with an archival ID that included: a) group numbtrgyp)
site location (abbreviated “AA” for the original study site’‘BB” for the partnering site),
c) the group type (abbreviated as “SP” or “CL”"), and session numbers separated by
periods. For example, an audio file from sessions 3 and 4 with the second group of
clients at the original study site would be identified as, “2AACL3.4.FL". Ade=sion
audio files were labeled and saved on the secure server, theyeagyeo be transcribed.

An experienced transcriptionist, using the Project EAST transcription protocol
with strict confidentiality guidelines, transcribed session audio files srb& he final
hard copy transcripts were redacted of any identifying information asfpthe
transcription process. After completion, the transcriptionist saved theoeiectersion
of the transcript on the secure server and alerted the Project EASThesssistant.
These transcripts were then printed, labeled to mirror audio file IDs, and thesh istar
locked file cabinet in the principal investigator’s office. Each session tipha@s
verified through a four-step process: three independent listens, and a fioralizat

The verification process consisted of identification and correction of texwvésat
transcribed incorrectly, or audio the transcriptionist could not decipher é&beled
“inaudible”). Like the transcriptionist, each reviewer was required to folh@wProject
EAST transcription protocol. The first verification, or “listen”, of the traipst¢ext was
conducted by the professional transcriptionist immediately after tiptisor After the

file was placed on the secure sever, and the Project EAST researantatasted of file
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completion, the transcript was saved in a corresponding folder with addition&bicéte
group. The second verification, or “listen”, was conducted by the reseaistarassr a
project intern. If any discrepancies or errors were identified, edits nvade on the hard
copy of the transcript. If any additional discrepancies or errorsmechafter the second
listen, a third reviewer (the project coordinator or the principal investigatbe gfdrent
study) would resolve these prior to finalization of the transcript. During thisstiea all
previous edits from the hard copy were made on the electronic version of the transcript
and saved on a secure server. The final version included a header that detailed the
finalization date with the word “FINALIZED” following the original fileame (for
example “2AACL3.4.FL—FINALIZED 10/23/11”. The finalized transcript was punte
and placed with the original file in the locked file cabinet.

Implementation checklist data were entered electronically, labeled niih a
corresponding with session transcript ID, and saved on the secure servepiydipeal
investigator of this dissertation study. Additional space was provided for aasiroe
memos, related to implementatibdelity (see Appendix D). For example, if the
facilitator of the session completed a task (as indicated by a “1” on the iemkgion
checklist) but did not follow the specific directives the per the session cumgcthis
variation was documented in the space next to the corresponding task (e.g., “The
facilitator skimmed the handout very briefly—only read four of the seven tygdB/of
clinical trials”). In reality, the handout was distributed and the fatalitdid read it, thus
the task was complete and would be scored as such (see “Analysis” below for more
detail). Reading a fraction of the handout however, is not the manner in which the

curriculum directed the facilitator to read the handout. Fidelity data captipaditeof
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the completion of the implementation checklists were then organized into m&trice
further explore patterns related to facilitator characteristics, pesstervention

discrepancies or broader contextual influences on implementation.

Analysis

Session audio files were used a data source for the completion of impleomentati
checklists. The principal investigator of the dissertation used digitalaeftw access
and listen to these files while completing implementation checklists. Sessisortpts
supplemented session audio files by serving as a source to resolve any disssapant
with inter-rater reliability scores

Tasks were scored on the implementation checklist as “1” if they were codthplete
and “0” if they were not completed. The dose delivered score was then obtained by
adding the individual scores of the tasks completed in the session and dividing this value
by the total number of tasks slated to take place in the session. For example, if the
session facilitator completed 13 of the 19 tasks required for a particulamséssidose
delivered score would be .68 (13/19= .68). Dose delivered scores over .85 indicated high
dose delivered for the session (Miles & Huberman, 1999). To assess reliatsttying
of the implementation checklists, every fifth checklist was also scoredlbgtaral
student who was part of intervention development and implementation, as well as
research project staff training. Inter-rater reliability scoregwbtained by determining
the number of items in agreement between the principal investigator and dsittdesit
divided by the total number of tasks in the session. Discrepancies found to be a result of
rater error were categorized as such; discrepancies due to ambiguit{ear directives

in the curriculum were categorized as scripting errors.
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Observational Data

Observational data were used to assesg delivered, dose receiveadfidelity.

This data supplemented other data sources by providing information that could not be
captured otherwise, specifically non-verbal indicators of participangengant or
facilitator/participant interaction. These data were collecteddmyreination of paid

and unpaid staff on the research team. All observers completed the required human
research ethics training through the University of North Carolina at ChapeldHvell

as four-day training comprised of an overview of the intervention study (ingltle
structure and content of the client and service provider series), processi@valuat
methods, group management skills, community-based research ethics, basicess pr
evaluation, measurement, and observation/note-taking basics. All observers abmplete
one-hour, hands-on field observation exercise in which each trainee had an opportunity to
expand their observation notes into a narrative summary and receive feedback f
project staff.

During each client or service provider session, two members of the reseanch te
served as observers. A structured guide that included a layout out of the room and space
to document issues for each session activity was provided to each observer prior to
implementation of each session. Observers documented verbal and non-verbakedicat
of participant engagement, interruptions (if any), and the length of sessmtiescti
This handwritten data was expanded into a narrative form within 48 hours of the session,
and was saved electronically on a secure server. Narrative sumatsoiegrved as a
very important source to determine whether all session materials werg@asexilarly

if the information was not acknowledged or stated by the session facibtatoe
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participants during the session, or as part of their respective follow-up dswigse.,
facilitator debriefing interview or participant focus group discussiéioy. example, the
observer may note the “Clinical Trial Definition” poster was not displalyethg the
session and the data was not captured elsewhere, this critical information could be

omitted from process and outcome analyses.

Management and Organization

Structured observation guides were labeled to correspond with the session ID (i.e.
“2AACL3.4") and were scanned electronically. Narrative summaridseskt data were
typed and saved using the same ID from the structured observation guide, with the
addition of an “.EX” suffix to identify them as expanded notes from the structured guide
All observational data was saved on a secure server in a file corresponding with the

session ID.

Analysis

Handwritten notes and expanded narrative summaries from each session were
read prior to the analysis of interviews and focus group discussions to gain @antext
information about the session. Brief memos were written by the principaligatest
and documented while completing the checklist.
Facilitator Debriefing Interviews

Facilitator debriefing interviews were conducted at the end of eacbrségsone
of the session observers. A pretested debriefing interview guide vattanglprobes was
used to guide the discussion (see Appendix E). The interviews gave thetdaalita
opportunity to discuss overall thoughts about the session, barriers to session

implementation, and suggestions for modifications to the session content. If the
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completion of a task was unknown through listening to session audio (e.g. perhaps the
digital recorders were turned on late, and the status of introductory tasks were unknown
facilitator debriefing interviews served as an additional source to datethedose
deliveredor fidelity of the session. Unlike implementation checklists, debriefing
interviews provided contextual information regarding intervention delivery, disafes

were able to provide rationale for the modification or omission of session tasks or
activities. These data were also a critical part of understandingevtibeory-based
objectives were met as part of the intervention delivery, as well asci#iptref and

satisfaction with session content by participants.

Management and Organization

Like session transcripts, each debriefing interview transcript dibtakesite
location (abbreviated using two letters (for example, AA or BB), group(bipareviated
as “SP” or “CL"), group number, and session number. Debriefing files hadxatsuffi
further identify the type of file (“.FL” indicating a facilitator dedfing). For example, a
facilitator debriefing from sessions 3 and 4 with client group # 2 would be iddrasie
“2AAPL.3.4.FL". Debriefing interview transcripts were verified througloar-step
verification process identical to that of session transcripts (see ‘tfdarent and
Organization” for verbatim session transcripts). Exchange of debritfitig files and
electronic transcripts between EAST research staff and the trarsusptook place on
a secure server. Hard copies of debriefing interview transcripts wetenith the
corresponding session and focus group discussion transcripts in a locked fil¢ icabine

the project coordinator’s office.
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Analysis

Qualitative themes for debriefing interviews were developed throughuetiles
approach in which codes were developed from the debriefing interview gdilese
themes were compiled into a codebook that detailed the code mnemonic, a brief
definition and a full description of inclusion and exclusion criteria (see AppendiXie
principal investigator of this dissertation study independently reviewed readttipt,
and developed and applied codes to the text. If new codes emerged during analysis of
transcript data, they were added to the codebook and applied to subsequent transcripts.
Coded interview data was organized into visual displays to facilitate inerpreand
analysis, and to further explore convergence or divergence of themes within@ssl acr
groups (Miles & Huberman, 1999).
Participant Focus Group Discussions

All session participants (clients and service providers) took part in fooup gr
discussions as part of their participation in the intervention study. These skdaeab
dose receivedas they answer the questioms: what extent were participants present at
session activities engaged in the activities? How did participants react to spegécts
of the session? How satisfied were the participants with the sessisny a pretested
focus group discussion guide for each group (see Appendices G and H), one of the
session observers moderated the group discussion to explore participant expectations
prior to participation in the series, motivators for participation in the seagsfagtion
with session content, recommendations for improvement and future application of skills

learned during the series.
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Client focus group discussions were conducted at the end of each day (3 days
total) and covered content for the two sessions implemented earlier in thEatay.
example, the focus group held the first day of the clients series consisfigelstibns
about sessions 1 and 2; the second day consisted of questions about sessions 3 and 4, etc.
If the ACTU expert session (session 6) occurred during clients’ lunch hausejparate
group discussions took place: one immediately before the expert arrived (sessidn 5) a
one immediately after the expert ended the discussion (session 6). Thexefomenum
of three and a maximum of four focus group discussions were held for eacly@ignt

Due to feasibility and time constraints, service providers were not able to
participate in focus group discussions at the end of each session. Instead, one focus
group discussion was held after the completion of the entire service provideneas
complete. The discussion was moderated by one of the Project EAST co-ingestigat
and lasted approximately 60 minutes. All group discussions were audio-recorded and
professionally transcribed for analysis and verified through a four-step pr@ees
“Management and Organization” for verbatim session transcripts). Figaed 3 detalil

data collected for service providers and clients, respectively.

Management and Organization

Each focus group discussion transcript detailed the site location (abbreviated
using two letters (“AA” or “BB”), group type (abbreviated as “SP” GL~), group ID
number, and session number. Debriefing and group discussion files had a suffix to
further identify the type of file (“.PD” indicating a participant discas3i For example,
a client focus group discussion from sessions 1 and 2 with the third group of clients the

original study site would be identified as, “3BBCL.1.2.PD". Exchange of audio files and
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electronic transcripts between EAST research staff and the transcaptamk place on
a secure server. Hard copies of focus group discussion transcripts vwkevathléhe
corresponding session and facilitator-debriefing interview transari# locked file
cabinet in the project coordinator’s office.
Analysis
Coding of participant focus group discussions occurred in the in the same fashion
as facilitator debriefing data. Deductive codes were generatedheoR( discussion
guides and inductive codes emerged from the data. See Appendix | for the focus group
discussion codebook for providers and clients.
CAB Meeting Transcripts/Team Meeting Minutes
CAB transcripts and team meeting minutes were analyzed to caphiextual
issues occurring over the course of the intervention implementation. Thassnsaer
the questionWhat are the external factors directly or indirectly affectingitiervention?
A total of 12 CAB meetings were held over the course of the parent studly.nteating
was considered to be a source of data; therefore each meeting was audiedraadr
transcribed verbatim. Project EAST team meetings occurred every abkmith
research project staff at UNC, including the principal investigatoinastigators,
project manager, project coordinator, and research assistants. Duringéetises,
staff discussed maintaining the integrity of the intervention, problem solvirkigngna
collaborative decisions about issues involved in the intervention, and providing support to

prevent stress and burnout. Minutes were taken at each team meeting.
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Management and Organization

CAB meeting transcripts were verified through a four-step processadeto
that of session transcripts (see “Management and Organization” for wedsssion
transcripts). Exchange of CAB audio files and electronic transcripi®be EAST
research staff and the transcriptionist took place on a secure server. nEhepgta were
then printed, labeled with the CAB meeting date (e.g., “CAB Meeting 10.15.098)jrile
a folder designated for CAB meeting data in a locked in a file cabinet in thetproje
coordinator’s office. and then stored in a locked file cabinet in the principal
investigator’s office. Team meeting minutes were labeled with the mgedsie (e.g.,
“EAST Meeting 3.10.10"), typed by the research assistant and saved on the se®ure se
Analysis

CAB transcripts and team meeting minutes were read in their gratidtthe
principal investigator of this dissertation study created memos throughoutesnalys
other data sources.
Satisfaction Surveys

All participants in the intervention study completed surveys to determine the
extent to which they were satisfied with the session content, deliveryafattlitator.
These data answered the questldow satisfied were the participants with the session?
Responses ranged from “strongly agree” to “strongly disagree” ee-gdint Likert
scale (see Appendix J). For client sessions, the moderator of the focus groupogiscuss
read each question and response options on the survey aloud in the event there were
literacy issues among clients participating in the session. Service preuigeys were

self-administered and collected at the end of each session by one of the sbssrvers.
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Management and Organization

Satisfaction surveys were labeled to correspond with the site ID, group number,
and patrticipant ID (e.g., “AAG3-NGHG65” for clients “AAAAL” for séce providers).
The research assistant created electronic copies of surveys by seauhrsyrvey
(within a given group) and saving the document in a corresponding session file on the
secure server. Hard copies of surveys were filed with the corresponding sessionada
locked file cabinet in the project coordinator’s office.
Analysis

Preliminary analyses indicated very limited variation in pgdict responses, as a
great majority of clients indicated, “strongly agree” or “agree” for suiteans. Among
service providers there was some variation, but none of the service providergddicat
dissatisfaction with any of the session activities. As such, the primary ohod¢a
collection to assess participant satisfaction for the dissertation sagithrough focus

group discussions.
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T9

Table 8: Process Evaluation Concepts

Process Evaluation Question

Concent Data Sources Tools/ Timing of Data Data Analysis or
p Procedures Collection Synthesis
What are the external factors that directly or ¢ Team meeting ® EAST meeting ® Weekly ® Memoing
Context indirectly affect a specific session, or the entire ) notes
series? ® CAB meeting e CAB transcripts * Quarterly (four
times a year)
® Project grant ® n/a ® n/a e Document review
i i i i application ) . . )
Reach What is the proportion of intended target audience e Recruitment e Prior to series e Document review

that participates in the series?

e Site recruiter

tracking form

implementation

What were the barriers to recruiting individuals,
groups, and organizations?

Recruitment
What planned and actual procedures were used to
encourage continued involvement of individuals,
groups, and organizations?

What were the barriers to maintaining involvement
of individuals, groups, and organizations?

® Session e Attendance log ® Each session ® Percent of participants
facilitators in each session
What proportion of those recruited attended each calculated
session? (Attendance)
What planned and actual recruitment procedures cos ® Recruitment ® Weekly e Percent of those
were used to attract individuals? tracking form recruitment recruited and those
meeting attended

Fidelity Was the session implemented as intended?

® Session observers

® Session transcript

® Session facilitators

® Observation
assessment forms

® Implementation
checklist

® Debriefing
interviews with
session facilitators

® Each session

e N/A (secondary
data analysis)

e End of each
session

e Document review

e Notes from checklist

e Coding




29

To what extent were all of the intended
components of the session provided to
participants?

To what extent were all materials (written and

® Session observers

® Session transcript

® Observation
assessment forms

® Implementation
checklist

® Each session

® N/A (secondary
data analysis)

® Document review

e Count of deviations
(primary)

DOISG g audiovisual) designed for use in the session used?
Delivere ® Session ° iefing i i
Debriefing interview | e -
To what extent was all of the intended content facilitators with sess?on Egghosf:;CiQnOf . Count qf deviations
covered? facilitators (validation)
To what extent were all of the intended methods,
strategies, and/or activities used?
® Session observers | ® Observation ® Each session ® Memoing
assessment forms
Dose To what extent were participants present at session | ® Participants ® Participant focus ® After completion | e Coding
Received activities engaged in the activities? groups of entire series
(SP); or each
day (CL)
® Session observers | ® Observation ® Each session ® Memoing
assessment forms
How did participants react to specific aspects of the | o participants e Participant focus e After completion | ® Coding
session? groups of entire series
(SP); or each
day (CL)
® Participants ® Participant focus e After completion | e Coding

How satisfied were the participants with the
session?

groups

of entire series
(SP); or each
day (CL)




Validity

Several strategies were used to maximize the credibility of stadyngs, the first
of which was the creation of an audit trial (Rodgers & Cowles, 1993). This method of
consistent and concise documentation assists researchers in maintascograte
record of decisions related to data collection, analyses and interpretatioprintieal
investigator of the dissertation study included four types of audit trial dodatioa:
methodological, analytical, personal response (also known as “reflexivity”), and
contextual. Specific items included: prioritization of data analysesder tw maximize
objectivity in analyses), sensitivity of implementation checklists, andcheetti
conversation with Project EAST staff. The audit trail was kept on a secectobalc
database that could be accessed from any remote location at any time of dagccé&bs
was critical to capturing ideas as they occurred, in order to provide as matiadet
context as possible in real time.

Additionally, transcripts for intervention sessions, facilitator debgsfind
participant focus group discussions were validated through a four-step pthosss
strengthening the accuracy of these data prior to analysis. Minolimasiat wording
on transcripts had potential to completely change the context of a phrase, tietioar
was imperative to ensure that terms, particularly those that relatun® associated
HIV clinical trials, or regional terms used by participants, were trévest appropriately.
For example, transcription of a “can” as a “can’t” or omission of important ptsseach
as “clinical equipoise” due to the text being identified as “inaudible”, could haye ver
important implications as it relates to analyses and interpretation of data

The completion of implementation checkliafser sessions took place, as
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opposed to during the session, afforded the opportunity to triangulate this data with other
sources as the checklist was completed. Finally, achieving interghaduility of data
ensured proper scoring for implementation checklists; inter-coder rijiassisted in

ensuring proper conceptualization and application of codes.
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CHAPTER 5
RESULTS

This chapter is organized into six sections: (a) reach and recruitmendypf s
participants (clients and service providers, respectively), in addition tenafan about
retention of participants over the course of the series; (b) dose deliveradel{ty; f(d)
dose received, including information about participant satisfaction and engapantent
(e) client, service provider, and facilitator suggested modifications foefuttervention
development, implementation. Contextual data will be presented in the discussion
chapter. For presentation of dissertation findings, service provider antdgribeips have
been labeled to reflect group type (“SP” and “CL”", respectively) and the ordérich

the group occurred.

Reach and Recruitment

Client Reach.A lapse in communication between Project EAST research staff
and the site recruiter regarding client eligibility led to theuerent and inclusion of
three participants that did not meet eligibility criteria. Two clients i @id not meet
the criterion for race and one client in CL2 had severe cognitive issues. tdlerdhe
client in CL2 was excluded from analyses for outcome data for the parent Biechuse
all data was collected anonymously, and in a group setting, process dataviar the t
clients in CL1 was included as part of the dissertation study findings.

Baseline characteristics for clients, by group, can be found in Table 9. The



majority of the sample was African American (n= 31, 89%) and male (n=22, 65%).
Approximately 25% (n=8) were diagnosed with HIV within the past sixsyeBy group,

the number of years living with HIV varied among clients, with the exception®f C

where all four clients had lived with HIV for over 15 years. Most clietsrd of HIV

clinical trials prior to their participation in the client sessions (n=20, 61%h}a% (n

=14) reported previous enrollment in a clinical trial. Fifty-one percent (n of17)
participants completed high school (or equivalent), 36% were unable to work because of
a disability (n = 12), and 50% were uninsured (n = 17). Additional client charticteris

can be found in Table 9.

Adherence to recruitment procedures for clients was assessed througleiocum
review of the Project EAST recruitment manual, recruitment trackimy@and weekly
meeting agendas. The site recruiter completed all recruitmentigaickms, attended
all scheduled weekly recruitment conference calls, and distributed reantityess to
eligible participants for three client groups. He was not able to fully entenehients
recruited for the CL4, however, as the site administrator reassigneditheseto the
clinic nurse based on clinic needs at the time. That said, the newly appointed nwese mad
clients aware of the intervention and documented the names of those agreeing to
participate in the client series. The total number of clients approached by tbantims
site is unknown, but the tracking document details confirmation of 11 participants. Site
staff assisting with recruitment noted the major reasons for non-paitcipahich
included disclosure/privacy concerns, work/school conflicts, and lack of interest in

participation.
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Client Recruitment. The site recruiter completed a total of four recntitme
forms, one for each group participating in the intervention study. In total, 85client
indicated interest in participating in the client series; of these 34 (40%atdty
enrolled. Seventeen clients were recruited for CL1. Of these, 15 confirmetpadic
and 13 attended the first day of the series. Of the 15 clients recruited for group 2, 10
confirmed participation, and five attended the first day of the series. As & sesake-
up day (sessions 1 and 2) was offered to allow more clients to participate insibases
Through the recruitment efforts of site staff, fourteen additional clieats vecruited.

Ten confirmed participation and six attended this group. These two groups combined
brought the total number of participants in CL2 to 11 clients total.

A third client group had to be cancelled altogether because one of the eight
confirmed clients was present on the first day of the series. Despite repinode calls
and pre-arranged pick-up times and locations on the day of the session, an overwhelming
majority of clients no longer had interest in participation, had schedule cqrdlistere
ill. One additional attempt was made to recruit clients for the last clienpdo occur at
the study site (CL3). Twenty-eight clients were recruited for this gilippnfirmed
participation and four were present on the first day of the series. At the rendatioe
of the site administrator, one final group was held at a partnering site. | Afthia
clients confirmed participation in CL4; six were present on the first ddyedsdries.
Study site staff felt social desirability was a major contributor todweplarticipation in
the client series, feeling that clients agreed to participate, but had noantehénrolling
in the sessions. If a client enrolled in the series, but was absent foloa,sesa pair of

sessions occurring over the course of a day, the site recruiter documentedfogasons
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absence and relayed this information to the research assistant duringkhe wee
recruitment conference calls.

Client Retention Full attendance was defined as completion of the series of six
sessions over the course of three days. Appendix K details client attenddperaent
of sessions completed in the series. Of the 34 clients beginning the series: 76%
completed six sessions (n=26), 3% completed five sessions (n=1), 6% completed four
sessions (n=2), and 15% completed one session (n=5). At the group level, the averag
proportion of sessions completed for each group of clients (in order of implemmentati
was .92, .83, .83, and .72, respectively. CL1 had the highest percent of clients completing
the entire series (85%), while CL4 had the lowest percent, with 67% of clients
completing the series.

Of note, CL1 clients were all members of an existing HIV support groupim the
county. Of the two participants in this group that did not complete the entiressioise
series, one had a schedule conflict and the other relocated to another city. d,ilkewis
schedule conflict with work restricted one client in CL3 from attendingises 4
through 6. Of the clients that completed four of the six sessions (4/6 =67%), both missed
sessions occurring in the middle of the series (Day 2), but returned on the last day to
complete the last two sessions. The client with severe cognitive issugleteah87%
of the series, but was unable to complete the last session. One client in CL4 and two

clients in CL2 were lost to follow-up at the close of the client series.
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Table 9: Client Characteristics, by Group

Demographics CL1 CL2 CL3 CL4 Total
(n=13) (n=11) (n=4) (n=6) (n=34)
Age
Under 20 -- 1 (9%) -- -- 1 (9%)
20-29 1 (8%) - - 1 (17%) 2 (11%)
30-39 2 (15%) 1 (9%) - 2 (33%) 5 (15%)
40-49 5 (38%) 5 (45%) - - 10 (29%)
50-59 3 (23%) 2 (18%) 2 (50%) 3 (50%) 10 (29%)
60-69 2 (15%) 2 (18%) 2 (50%) - 6 (18%)
Race/Ethnicity
Black 11 (89%) 11 (100%) 4 (100%) 6 (100%) | 31 (89%)
Hispanic
White 2 (11%) 2 (11%)
Gender
Male 8 (61%) 9 (82%) 2 (50%) 3 (50%) 22 (65%)
Female 5 (39%) 2 (19%) 2 (50%) 3 (50%) 12 (35%)
Years living with HIV
Less than 1 3 (23%) 2 (33%) 5 (15%)
1-5 years 1 (8%) 2 (18%) 3 (9%)
6-10 years 4 (31%) 8 (73%) 2 (33%) | 14 (41%)
11-15 years 2 (15%) 2 (33%) 4 (12%)
16 + years 3 (23%) 1 (9%) 4 (100%) 8 (23%)
Education
Less than HS 3 (75%) 2 (33%) 5 (15%)
Some HS 3 (23%) 7 (64%) 2 (33%) 12 (35%)
HS/GED 4 (31%) 1 (9%) 2 (33%) 7 (21%)
Some College 4 (31%) 3 (27%) --- --- 7 (21%)
Completed 2 (15%) --- 1 (25%) --- 3 (9%)
College
Employment
Part-time --- 1 (9%) --- --- 1 (3%)
Full-time 1 (8%) 1 (25%) 2 (6%)
Home/Family 2 (15%) 1 (9%) 3 (9%)
School 3 (75%) 3 (9%)
Retired 1 (8%) 1 (20%) 2 (6%)
Unable to work 3 (23%) 8 (73%) 1 (20%) 12 (36%)
Other 6 (46%) 1 (9%) 3 (60%) 10 (30%)
*1 missing value
Health Insurance?
Yes 7 (54%) 5 (45%) 0 2 (33%) 14 (41%)
No 6 (46%) 6 (55%) 1 (25%) 4 (67%) 17 (50%)
*3 missing values
Ever heard of a CT?
Yes 9(57%) 6 (55%) 3 (75%) 2 (33%) 20 (61%)
No 3(43%) 5 (45%) 1 (25%) 4 (67%) 13 (39%)
*1 missing value
Ever participate in a
CT"\’(es 3 27%) | 6 (55%) 2(50%) | 3(50%) | 14 (41%)
No 10 (73%) 5 (45%) 2 (50%) 3 (50%) 20 (59%)
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Service Provider ReachReach for service providers was nearly double the
intended goal as 11 service providers participated in the series. The addition of the
partnering clinic as a study site nearly double the reach for seracelers (n= 11,
184%). As providers were able to select more than one than category for their
occupation on the baseline survey, three selected dual roles at their site @ enaurs
case manager). Nearly half of service providers were African iare(n=6, 54%) and
approximately three-quarters were female (n=8, 73%). Twenty percent ¢h =1)
providers in SP1 identified HIV as their primary specialty, as compared to 50% of
providers in SP2 (n = 3). At baseline, 40% of providers in SP1 (n = 2) and 33% of
providers in SP2 (n = 2) reported having referred at least one client to a ¢hiaical
the past six months. Additional service provider demographics can be found in Table 10.

Nearly half of the service providers in the study sample were case manager
While service provider type was not part of the intended raamfori, addition of these
individuals did reflect the profile of service providers suggested by the EASI CA
Further, as transportation is a huge barrier for many people living with H)¥An
rural eastern NC, access to major medical centers providing HIV careg isnvéed. As
a result, many HIV-positive clients receive case management sefragesommunity-
based organizations or local health departments or community-based organizations
(Nguyen & Whetten, 2003). That said, inclusion of non-clinicians in the intervention
study produced a study sample that reflected the type of service provid&aslaand
accessible in many rural contexts.

Service Provider RecruitmenService provider recruitment was accessed

through document review of team meeting notes and analysis of qualitativeodathd
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service provider focus group discussion occurring at the end of the series. As servi
providers were selected based on specific criteria by administraeaslasite,
recruitment tracking forms were not applicable for this group. All servicegemivere
sent e-mail by the site administrator that detailed what participatiaieghtthe dates on
which the sessions would be held, as well as a brief summary of the intervention study.
Service Provider RetentionNinety-one percent of service providers completed
all sessions in the service provider series (10/11=91%). A change in schedtiieg of
last session (due to limited ACTU expert availability) posed a cofdlimne service
provider who had previous travel arrangements for work out of the country. That said,
all service providers completed 100% of the series, with the exception of one provider
who completed 75% of the sessions. Provider attendance, by group, can be found in

Appendix L.
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Table 10: Service Provider Characteristics, by Group

Demographics =P SP2 VAL
grap (n=5) (n=6) (n=11)
Age
20-29 2 (33%) 2 (18%)
30-39 3 (60%) 1 (17%) 4 (36%)
40-49 2 (40%) 2 (33%) 4 (36%)
50-59
60-69
70-79 1 (17%) 1 (9%)
Race
Black 2 (40%) 4 (58%) 6 (54%)
Hispanic 1 (20%) --- 1 (9%)
White 2 (40%) 2 (31%) 4 (36%)
Gender
Male 1 (20%) 2 (33%) 3 (27%)
Female 4 (80%) 4 (72%) 8 (73%)
Education
Technical school/training
Some College 1 (20%) --- 1 (9%)
Completed College --- 1 (17%) 1 (9%)
Graduate Degree 1 (20%) 4 (67%) 5 (45%)
3 (60%) 1 (17%) 4 (36%)
Profession*
Physician 1 1 2
Physician Assistant 1 1
Nurse 1 3 4
Nurse Practitioner 1 1
Case Manager 1 4 5
Pharmacist 1 1
Health Educator 1 - 1
HIV Primary Specialty
Yes 1 (20%) 3 (50%) 4 (36%)
No 4 (80%) 3 (50%) 7 (64%)
Number of clients referred tqg
CT in last six months
0 3 (60%) 4(67%) 7 (64%)
1-5 2 (40%) 2 (33%) 4 (36%)

*participants could choose more than one response
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Summary: Reach and Recruitment

Approximately 85 clients were recruited for the client series. O€fl#¥6 (n=
34) ultimately participated in the sessions, and . In general, recruitnogetipres were
followed with the exception of tracking of clients in CL4. This exception was dee to r
assignment of client recruitment to the clinic nurse by the site adratoistiThe site
recruiter attended all weekly recruitment meetings with the PregE(l research
assistant and also ensured timely completion of the recruitment traoking prior to
the implementation of the series with each group. Overall, service pros@eitment
was successful, as 11 service providers were ultimately recruiteditopade in the
series. “Direct involvement with clients” as recruitment criteri@s womewhat
subjective as nearly half of the service providers did not interact witli<ha a regular
basis, nor was HIV their primary specialty (see Table 10). This was not praiolémna
implementation of the series, but may have very important implicatiorieddtathe
outcome for the larger parent study: increase service provider willingnesfet eligible
African American people living with HIV/AIDS to HIV clinical trials.
Dose Delivered and Fidelity

This section will begin with presentationddse deliveredindings for client and
service provider groups, separately, then within and across grbigity findings will
then be presented, incorporating qualitative findings from the facilitatoredielri
interviews and memos captured on implementation checklists. be organized to view
convergent and divergent themes among the two data sources (implementatiostsheckli

and facilitator debriefing interviews), then by group type (client andcgeproviders).

73



Client Series Dose delivered scores for all client groups, by session number are
detailed in Table 11. Five of the six sessions across all client groups hagealesa
delivered scores higher than the .85 acceptable score. The highest averaga@ugre a
the client groups was .90 for CL2 make-up group and the session carried out with the
highest dose delivered score across all client groups was Session 4 (“Syyadris It
and Where Can You Get It”), with an average dose delivered score of .96. This session
provided information about ways eligible clinical trial participants cak seit support
as part of their decision-making process. The exercises in this sessegwmded by the
social support framework and allowed clients to explore how the four types of support
(emotional, instrumental, appraisal, and informational) could influence dlinea
participation. Clients also learned communication skills as it relate@kmgesupport
for trial participation.

The session implemented with the lowest dose delivered score acrdientll ¢
groups was session 3 (“Participant Rights and Informed Consent”). The avarege s
for this session was .77, with the lowest scoring session occurring with the skeotsd c
group (CL2). While the majority of session tasks were delivered at or #ve
acceptable dose delivered score of .85, failure to distribute handouts to clignt&ey
Questions to Ask Clinical Trial Staff’), compile solutions to from sessitidiges (e.g.,
“Break the Barrier”), introduce the “parking lot” and/or session objectividsainset of
the session, provide responses from the previous week’s “parking lot” questions, or
summarize the session’s objectives and associated activities lowereckhivvesed
scores considerably. The “Key Questions to ask Clinical Trial Staff” hamugassion

3 was not distributed for two of the four client groups. The facilitator of the Cl&sser

74



noted in her debriefing interview, however, that the series curriculum directiéthfors

to distribute the handout in two separate sessions, but she was unclear as to wtsy this wa
the case. The curriculum did not clearly indicate how to integrate the sampiernpgias

to the content of either of the sessions, nor did it specify whether the second provision of
the handout was a reinforcement for the previous activity (thus meeting tae sam
theoretical objectives) or whether the handout stood alone within each session (thus
meeting separate theoretical objectives). Facilitators who werefpatérvention
development were more familiar with the purpose of the handout, and why it was
distributed twice during the series. Two activities for which the handout was pm@sde

a resource: a) questions to ask as part of the informed consent process (Session 3) and b)
information to consider as part of client-service provider communication regariding

participation (Session 5).
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Table 11: Dose Delivered Scores (Client Series)
CL2: Average
Session| Session Content  CL| CL2 make-up CL3 CcL4 Score
group

1 | Clinical Trials | 75 92 1 75 82 86
Basics
Referral,

2 Participation and| .93 .80 .80 .93 .87 .87
Types of Trials
Participant
Rights and

3 Informed .92 .69 - a7 a7 a7
Consent
Social Support

4 and Trial 1 1 -~ .92 .96 .96
Participation
Locating Clinical

5 Trials and .92 .85 -- 1 91 91
Confidentiality

6 “Ask the Expert” .80 1 -- .80 .90 .90

Average Score (per | gg 88 .90 .86 87 88
group)

*completed sessions 3-6 with CL2

Service Provider SeriePose delivered scores for the service provider series are
detailed in Table 12. These findings revealed dose delivered scores fes@hsavere
above the acceptable score of .85, with an overall average of .92 for all sessions. The
lowest dose delivered score among all service provider sessions was B38n($es
“Clinical Trials 101”) with service providers at the partnering clinic. sWas due to the
facilitator’s failure to have participants create ground rules andédaituforecast
information about overcoming barriers to clinical trial participation at tickeoé the
series. Interestingly, the first service provider session also had higisestlelivered
score among all service provider sessions implemented, with a full dose (@)edkto
service providers at the original study site. Both sessions were led $gntiee

facilitator, BF1, however fidelity data from the implementation checklisigiged
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insight into the discrepant scores for this session: “The session began appaigximat
thirty minutes late as facilitators arrived late—told participants w@yld skip ground
rules in light of time and requested that participants silence their cell phdohes
facilitator confirmed this during the debriefing interview:
“... [We] got here late--took a wrong turn into [name of town]...even given our
leaving two hours ahead of time. Ground rules--I completely skipped over...

when | looked down we didn’t have time to do a five minute ‘talk about what you
all want to do’...the only thing I did mention was cell phones.”

Table 12: Dose Delivered Scores (Service Provider Series)

Average Score

Session Content SP1 SP2 (per session)
1 Clinical Trials Basics and Types of Trials 1.0 .88 94
Referral, Participant Rights and Informed 91 94 93
2 Consent
Locating Qlln|cal Trials, Support, and 93 93 93
3 Communication
4 “Ask the Expert” 90 91 91
Average Score (per site) .94 .92 .92

Facilitator CharacteristicsAs facilitators varied by race, gender, education, and
status of employment with the project, it was important to examine if and hditataci
characteristics may have affected the dose delivered of interventioonsessable 13
details demographics of facilitators, as well as the number and type of sessibns
person facilitated over the course of the intervention. All facilitatorptated an
undergraduate degree, two of whom were currently enrolled in graduate progeams at
local university. Two facilitators were not paid staff, and none of the facristaad
previous experience facilitating or taking part in clinical trial outnezftorts. Two
facilitators were, however, heavily involved in the development and pretesting of the

intervention, as well as the development of process and outcome evaluation measures.
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Table 13 Facilitator Characteristics

Number of Average Dose
_ Sessions Delivered
D Race Gender Educ;atlonal Paid Facilitated Score
Attainment
Clients Ser_wce Clients Ser_wce
providers providers
BF1 Black F Graduate Y |11 8 .84 .93
WF1 White F College Y 2 -- .85 --
BM1 Black M College* Y 2 -- .93 --
BF2 Black F College* Y 6 -- .90 --
BM2 Black M College N 4 -- 91 --
BF3 Black F Graduate N 1 -- .87 --

*currently enrolled in graduateggram

Facilitator average dose delivered score for client sessionsdedéhe

acceptable score of .85, with the exception of facilitator BF1 (average s@tg =She

was the primary facilitator for all service provider sessions, and heagevdose

delivered score was .93 for this group. The top two scorers for client sessiendaohr
males, one paid staff member and one unpaid staff members (.93 and .91, respectively).

Both had undergraduate degrees, and one was pursuing doctoral studies. There were no

differences in dose delivered by race or educational attainment. In sum, lilvsede

did not seem to be a function of the facilitator’s race, education, or employmaest stat

with the project. The average reliability score for implementation ciseskVas .92 with

the majority being due to coder error.
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Fidelity

Fidelity, which measured the quality and integrity of intervention deliveasy,
assessed through analysis of facilitator debriefing interview data aeview of notes
documented on implementation checklist by the principal investigator of thistdigser
study. Implementation checklists provided outsider’s perspective of variations
intervention delivery to session participants. Although curricula were provaded f
facilitators to follow, some variability in delivery was expected, ab é&alitator his
own style. Some barriers to implementation were beyond the facilitatori®anich as
malfunctioning equipment or late arrival of session participants, and someawere
function of facilitator error, such as lack of preparation or incorrect provision of
information. Two analytical approaches were used to assess interventliy: fide
qualitative coding of facilitator debriefing interviews—viewed acrossigs and
comparative analyses between facilitator debriefing interviews ardyfidetes captured
on implementation checklists. In the next section, salient factors found tb affec
intervention fidelity in both series are presented, followed by factors foundsiaeloéic
to the client and provider series, respectively.

The principal investigator of this dissertation study created visual dispiays
fidelity data across and within groups. See Appendix M for a sample vispkydier
client sessions. Exploration by data source afforded the opportunity to determine the
reliability in which data was reported by the facilitator and data captyéhe principal
investigator. These tables detailed fidelity findings for client and sepvaader
sessions by group number and data source (implementation checklist aratdacilit

debriefing interviews). The final column detailed findings captured from both source
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Visual displays yielded information avhyan activity had not been carried out in the
manner in which it was designed, and thereby, complemented findings from divantita
data in implementation checklists.

Delayed Implementation of Sessions. Late arrivals of project stafleot<li
resulted sessions beginning up to half an hour after the designated start timeon&ethe
of the series for each of client groups (sessions #1 and 2), research stafflareivé%
of the time (three of the four groups). This often led to session activities beingtsplit
smaller time frames to allow participants to take lunch breaks at thendtsigime on
the schedule. Facilitator debriefing interview data did not give context dsyto w
research staff members were late, other than a facilitator's comegamtling the need
for the team to depart UNC on time.

Technical issues also lead to late start times for client sessiongrouptibns
during the sessions. While baseline survey administration was not a formaltpart of
client series, the audience response system used to administer the survespieasapic
in three of the four client groups. This software used remotes, or “clicke @it
participants to respond to multiple-choice questions via the remote. Solutions for this
problem were to troubleshoot until the software worked or administer backup, paper
copies of the survey. Both had implications as it related to beginning the seskmn at t
designated start time. Additionally, the audio quality of the clinical taeigpant
testimonial video led was poor in each of the four client groups. Each facilitsat in
his/her debriefing interview that the speakers projected a low, muffled soundiaghea
“static” during the video. DVD compatibility was also problematic for one grasij,

variety of laptops were used while staff were in the field.
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Adherence to Curriculum Script. In general, most issues related to véyiabili
intervention delivery for client and provider sessions were due to facildataation
from the scripted text in the curriculum. Text was sometimes paraphrasecillstors
or omitted altogether, the latter appearing to be function of the session not begimning
time or over-scripting in the curriculum. Activities associated with Idwdetity for
service provider sessions were those that had heavier scripting in thalaarrid=or
example, in Session 1 the introductory scripting for “The CARD” (a pamphldidtsa
all available HIV clinical trials offered at the UNC ACTU) was notdr@aits entirety by
the facilitator either time the session was offered. The facilitator didiglolight this
during the debriefing interview for SP1; it was however mentioned in the daefriefi
interview for SP2. This resource produced by the UNC ACTU quarterly, and is
available for service providers to stay abreast of clinical triala/fach their patient(s)
could be eligible. The follow-up exercise to the introduction of The CARD required the
facilitator to tie four “eligible participant” profiles to trials cuntéy offered on The
CARD. The scripting for this exercise also spanned several pages in thenvaddah
may not have been practical for facilitators to read in their entirety.

Variations also included facilitator provision of content beyond the information
provided in the curriculum, as one facilitator detailed a considerable amount of
contextual information about history of Project EAST (i.e., phases of the pargnt stud
formative data findings, the community advisory board, and the refinement of the
intervention study from the onset of the parent study). Another facilitator pdovide

analogies related to randomization, but drew examples from non-HIV clinaal(e.g.,,
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breast cancer and prostate cancer). These examples were drawn in an idtfsttate
gender differences in the context of eligibility criteria for a chhicial.
Most facilitators appropriately referenced critical informatiocakted in the
speaker’s notes from PowerPoint presentations, but some were omitted attodéth
use of “we” and “us” by the session facilitator was also documented on the
implementation checklist, particularly in the context of clinical trialipgdtion. For
example, if the facilitator stated, “We want to ensure that every climiabparticipant is
treated the same...”, this had the potential to confuse clients, as the inten\atatly
was not a clinical trial. While none of the clients mentioned being confused based on the
facilitator’'s use of “we” or “us” during the follow-up focus group discussion,latioh
between the intervention study and a clinical trial was noted by mostatesi at the
onset of each series.
Clear directives.For service provider sessions, role play activities had the lowest
fidelity, primarily due to time constraints and lack of adherence to introduatopyisg
for the exercise by the facilitator. This introduced some confusion amanggaants
prior to beginning role plays, as stated by one of the service providers SP1 during the
focus group discussion at the end of the series. The facilitator to be hisaes tit was
not mentioned in either of the debriefing interviews for provider series. Thesdfacil
did however note participant confusion when starting role-plays:
| think with role plays people always take a second to kind of figure out like,
“Okay, what is this?” Perhaps given a better description but that’'s pretty much, |
don’t know what | would like for the role play--on the other hand but people

definitely were kind of like, “Uh, exactly what am 1?”
-Facilitator, SP2 (session 3)
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Participant Involvement in Intervention Delivery. Facilitators occasipnal
invited clients to take part in session activities that were designed torisel @t with
members of the Project EAST research staff. For example, a clienilip&Zformed a
skit with the session facilitator regarding patient-provider commuaicat¢garding trial
participations.. While this was not identified on the implementation checklitigor
session (nor was it mentioned during the facilitator debriefing interview}etssgon
observer recorded the following information in his narrative summary:

“One of the clients participated in the role play with the facilitator. Other
[participants] seemed engaged during the role play. One of the [participants] was
observing and took notes. One mentioned that she liked that the service provider
during the role play didn't influence the [client participating in skit's name] in
participating in a clinical trial. [Session participant observing skit name] noticed that

the service provider’s purpose was to inform and reassure [client participating in
skit's name] about clinical trials.”

Facilitators also encouraged providers and clients participating ingbi@se by
inviting them to read information aloud from recap PowerPoint presentation shown at the
beginning of each session. These ranged from having clients read definitions of
previously covered concepts to posing questions that encouraged their feedback (e.g.,
“Who remembers the four types of support we covered last week?”). Additionally
clients in every group were offered the opportunity to assist with the introductiead
the “Type of Trials” handout. Participant involvement in content delivery during the

session was rarely noted during the debriefing interview by facilitators

Summary: Dose Delivered and Fidelity
The dose delivered and fidelity findings above highlight a few important points.
First, as pointed out by several researchers, multiple methods areat$seagsess

process evaluation concepts for complex interventions. The triangulation of datas source
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in the dissertation study afforded the opportunity to objectively determine téra &x
which intervention components were delivered as designdthe quality, or fidelity, of
intervention delivery by session facilitators. Additionally, the varietyadé sources
provided a means for findings to be validated or for gaps to be filled in the event that
information was not captured by other data sources. For example, observational data
highlighted participant involvement in the skit in Session 1 for the first groujeot<l
Neither implementation checklists nor debriefing interview data captuied th
information.

The dose delivered scores for client and provider series clearly demmnstrat
completeness of sessions across groups and group types to be very high, aadke ave
dose delivered scores for these groups were .88 and .92 respectively. Both average
scores exceeded the acceptable score of .85. Each facilitator’'s awenaga!so
exceeded the acceptable score, with the exception of one facilitator wieozsgeawas
slightly below at .84. These data in isolation would lead researchers to conelude th
intervention to be implemented very well across all sites. Fidelity datavkoywsovide
very important insights intbowwell session content was covered. Major deviations
from the script occurred with three facilitators, all of whom were offezatediation
before reentry to the field.

Facilitator exchange of terms like “luck of the draw” and “flip of a coin” had
potential implications as it related to proper delivery of intervention conférgse
deviations caused confusion among participants and indicated a lack of mastery wit
session content on the part of the facilitator. Other incorrect information shaned wi

participants included Project EAST’s use of participant identifiendi¢geant names
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were not taken), and repeated inquiries from the facilitator as to whetheipaaits
disclosed their HIV status to anyone (this was not a part of the curriculLanly. of
familiarity with session content was reflected in the delivery of seseidiasilitators,
and mentioned by facilitators during their debriefing interview.

Among service provider sessions, most variations in fidelity occurred with
providers in SP2. Due to the late arrival of facilitators on the first day, &diftiom
session 1 had to be rearranged and placed in subsequent sessions. The testimonial video
for session 2 was forgotten when the session was implemented, so the video had to play
during the following session (Session 3) for this group. While all session astwire
complete (as indicated through dose delivered scores on the implementation tshecklis
there was some variation whenthe activities were implemented.

Finally, the “Ask the Experts” session for participants in CL4 and SP& we
scheduled to be implemented on the same day due to the limited availabilityAGI The
expert to moderate the last session. This change meant the ACTU expert hatd to mee
with service providers at the original study site and drive approximatatyidifes to
another site to meet with clients from the partnering study site at thledon hall. This
change shortened the service provider discussion time with the expert, and ald@acause
late arrival of the expert for client session.

Dose Received

The following section details participant dose received for client and provider
series. Qualitative data from participant focus group discussions are pceedetail
participant satisfaction with session content and activities. The prinicipatigater of

the dissertation study created visual displays that organized these groupdype, gr

85



number, and session number. See sample displays in Appendices N and O for visual
displays illustrating client and service provider satisfaction, resyedeti Convergent
themes among clients and providers were related to satisfaction witls¢agsion with
the ACTU expert, (b), facilitator characteristics, and (c) interadctivities offered
during the session. Satisfaction data were also compared to facilitatepdr
engagement themes for each respective group through the creation of visagbdspe
Appendices P and Q for select sessions). These analyses afforded an opgortunity
explore convergence and divergence between these two concepts. Liketsatisiata,
visual displays were organized by group type, group number, and session number. The
following section will present convergent and divergent themes among cliehts a
service providers, followed by comparitive analyses of these data wilitataci
perceived engagement.

Discussion with the ACTU ExpertThe last session in the client and provider
series consisted of a 50-minute discussion with an infectious diseasaah)ysic
“expert” from the UNC ACTU. The two physicians were also co-investigatotbe
parent study, and were involved in the development of the intervention activities. Across
the four client groups, participants were satisfied with the experts’ lyoaredtopenness
about the clinical trial referral and participation processes, and their lesetefms to
explain the referral and enroliment processes. Prior to the discussion with &@eéL,
participants in every group stated a desire to hear more about the negatiedsodizal
participation as they felt the testimonial video only showed one side of the story by
highlighting benefits of trial participation. The following dialogue is frpanticipants in

CL1 regarding expectations of the “Ask the Experts” session:
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R10: It was totally different.

R3:  Very different.

R10: Because we had the doctor.

R7: But also it was similar because he was informed and he was on top of the
trials and results. He had examples of things that have been tested and,
and passed but not, you know, not perfect but working towards
perfection as far as curing HIV and AIDS.

R11: And he had testimonials | hadn’t heard before.

R7:  The positive and the negative. Because he said some people, some trials
were given that he thought that the people passed on so, you know, so
there was a positive and a negative in there with [this] conversation.

R11: I just think it was too short.

R10: It could have been longer.

R7: It should have been. It was good though.

Facilitators also noted this as being the most liked session overall by ctitah
referring to participants “sitting forward” or “being attentive”. WRoeisly disengaged
participants also dialogued with the expert, as highlighted by the sessidattadior
CL1:

| think that's the first time I've seen [identifier - name] sitting up atribn at

ninety degrees. [identifier - name] as well sitting forward. Nobody was looking

away or distracted by anything during those sixty minutes.

A few interesting points were raised among facilitators and obseabeut the

nature of client questions during the “Ask the Expert” session. First, many of the
guestions in this group were previously answered through “parking lot” responses from
the ACTU physicians. Participants were made aware that all “padihguestions

were being sent to the physicians from the ACTU, and hard copies of the resporses wer
distributed to participants one week prior to meeting the expert.  Inquiriesdrémogn
specific in nature (i.e. “Are there trials for non-progressors at UN©Cgeheral (“Do |

have any rights? If so, what are they?”). The reasons for the redundancy of srapeirie

unknown, as participants did not provide any information during their focus group
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discussion about their rationale for asking questions a second time (i.e. oalmfati

information, unsatisfactory responses from the Parking Lot, etc.). When asked wha

participants like most about session 6, however, one participant stated, “That your

guestions were answered directly”. Overall, the numbers of clinicaspeaific

inquiries for the expert were relatively low among all client groups. dfaatits asked

guestions about medical treatment, co-infection and other general HIV transmiss

guestions. The facilitator of CL2 stated:
Overall I, think [the session] was fine. A lot of the questions were not
necessarily--besides the ones that may have been on the “parking lot’--pertaining
to clinical trials participation. It was more HIV related care. | think the expert
was great but | think just like | said, the questions she was asked, especially the
first question it seemed like it took fifteen to twenty minutes to answer and it had
nothing to do with clinical trials...we had our two people [out of nimked were
mostly doing the talking, but everybody seemed to be really engaged.

Providers, like clients, service providers liked the “Ask the Experts” seasio found

the information provided by the expert to be helpful. Suggestions were made, however,

to integrate the expert more in the activities during the last session, penapmg the

expert in a role-play or having the expert give feedback to service providers @nymas

on communication skills.

Facilitator Characteristiclients and providers often referred to session
facilitators as being “informative” or “personable”. One clieated that she expected
the series to be led by a doctor or nurse, but was glad to see college studeats¢ac
the sessions. This comment was mentioned in the context of facilitators being able t

inform the “next generation” about HIV/AIDS so they would be knowledge of how to
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protect themselves from HIV/AIDS. One client described facilitatefsesng
“informative”, but also making use of the “parking lot” when needed:
Client: They were very informed, very knowledgeable and questions that were a
“question mark”, they put on the parking lot and came back with an answer. So
they were good, excellent, top shelf.
Moderator: So that was important to you to have good instructors?
Client: Yes. Somebody that’s teaching that knows and is aware of what's going
on.
-Female, year of diagnosis unknown, CL4
Clients also spoke about being treated with respect and not being berated or tatked dow
to “like they were in the sixth grade” and appreciated the reciprocaingahat took
place during the session, stating:

“You all keep it down to earth....you all make us feel like you are learning just
like we are.”

Facilitators were trained to “use the wisdom in the room” in order to allow spatie
participants to talk through any potential disagreements, value statemergsioes or
misconceptions related to HIV transmission or clinical trials rekear

Interactive Activities. Clients and providers expressed satisfacitbrawariety
of interactive activities that facilitated an understanding of wihatal trials were,
where they are offered, how to locate them, and what they should expect as part of the
referral and enrollment processes in a clinical trial. Clients and prevdkartified the
“Break the Barrier” activity as the “most liked” or “most memorablefivaty in the
series. In this activity, each group brainstormed a list of barrierstoatltrial
participation. After this list was generated, participants were dividedsmall groups
and competed to provide solutions to the barriers, thus “breaking them”. Clients
appreciated having an opportunity to engage with one another during session actsvities

opposed to having to be seated the entire time. One participant stated this form of
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instruction and the layout of the series allow clients to “full view of what'sgyon”
instead of just being told”. After taking part in the randomization activitynduhe
“Clinical Trials 101" activity, one session participant stated:
| liked that flip a coin deal because... like she said, when you put your hand in
that bag and you take out something, you don’t know what class you're going to
be, A, B, C, D, or E...So it helped me understand that better.
-Female, diagnosed < 1 year, CL4
All clients mentioned skits as their “most memorable” or “most liked” glart
participation in the series. One participant perfectly summarized a pseiente
provider skit during the session by saying the participant was “informed, huweliasd
met with her case manager to get reassurance as part of her decisiogp{mna&ass.
She went on to say later during the follow-up focus group discussion:
... it was like questions that you may have in your mind and you may not know
how to formulate it but...she asked the questions that | might not have put in
words the way | wanted to...and it helped me to get a better idea as to how |
should proceed as far as getting this information and then bringing it to my
service provider to help me help myself. Basically that's what this class is-about-
it's about teaching you how to help yourself and get information and that's a
good thing.
-Female, year of diagnosis unknown, CL1
Like clients, the “most liked” activities were those that required a cordibier
amount of participant engagement. In addition to “Break the Barrier”, seracelers
identified the “Locating Clinical Trials” internet activity and Infioed Consent Jeopardy
(an activity that that familiarized service providers with the majctices of the
informed consent form). When asked about suggested modifications to the curriculum
during the focus group discussion, one service provider exclaimed, “Don’t do away wit

Jeopardy!” While facilitators and observers noted heightened energy ghdrEas of

service providers at both sites during the Jeopardy activity, this was asiimgr
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finding, as session facilitators at both sites stated they felt like theyteaching
material to service providers who already knew about clinical triatsnae $evel, thus
providing elementary information. One facilitator stated during a debrieftegview:
Um, the doctor...l always wonder when you’re sitting in a room with a physician
teaching him stuff with handouts and colors and teaching stuff on a very

elementary level how that plays out...
-Facilitator, SP2

The HIV physician in this group spoke to the contrary, as described below:
It's a tough time for any presentation because it’s right after lunch or during
lunch. Your attention, attention span is going down as it is, but the role play and
the computer and hands on, you know, get you participating. And the Jeopardy

and all those things will definitely need to stay [up]. So you stay up.
-HIV Physician, SP1

Peer Influence Service providers described the testimonial video as an
“excellent” tool for clients as it showed someone who participated in a ¢linadaand
“is still alive to share his story.” This mirrored some of the sentimentsdhwgrclients
regarding the likelihood of death as a trial participant, and requests to pnoitidity
and/or serious illness statistics to participants in the clients groupscespraviders as
both sites were described as being attentive during the video by observers @atbfacil
in the sessions. Providers in SP1 provided a considerable amount of feedback on the
video and had questions related to clinical trial participants being able to swittlotie
trial to another for treatment of their HIV (rollover studies). One service proaisie
shared concern about patients moving their primary care to UNC during trial

participation.
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...the apprehension with some of the service providers in the rural areas is that
am | going to be [losing my patient]. Now the problem is that UNC might have
the resources within the study to provide 24/7 outreach over the phone whereas
local places might not and they say well, “UNC is doing more for me now that
I’'m participating in this study. Why would | go to my old service provider?”
-Pharmacist, SP1
Group Setting An additional salient theme among clients was being offered the
opportunity to be in a group setting with other people living with HIV/AIDS. Session
facilitators observed this during CL4 where participants shared testisabaut their
diagnoses, experiences with discrimination, and breaches of confidemmyatititers in
the community. These discussions occurred during the session, and well into their lunch
break. During the follow-up focus group discussion for CL2, which was one of the most
heterogeneous groups in terms of prior knowledge of one another, one participant stated:
Well you're more relaxed and you’re able to just say what you have to say and
you don’t feel uncomfortable to talk, because you’re around people that have the
same problem.
-Male, year of diagnosis unknown
While clients often gave brief responses as the most liked activitygdinen
session (e.g., “the video”), service providers described as an excellemtrtolatits
considering clinical trial participation, as it showed a rural, racial #tmdaeminority
who participated in several clinical trials at the UNC ACTU. Clientsgipating in the
sessions did suggest, however on several occasions that a “real” person give their

testimony. During the last focus group discussion for CL2, one participant dyplicit

requested “a real person, not the video”.
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Satisfaction and Perceived Engagement

Engagement in the form of questions and/or feedback varied among client groups,
with CL1 being the most engaged participants, from the perspective abtacdiand
observers at both sites. Interactive activities, however, heightenedpaauttic
engagement across all groups, even if engagement at the onset of the session wa
considered to be low by the session facilitator. All participants (servicedere\and
clients) were attentive and engaged with ACTU expert, with the exceptiemides
providers in SP2, where the nurse practitioner posed a great majority of the questions.
This raised a broader concern of perceived disengagement of service prauidaisrs a
site, as the facilitator noted stark differences in engagement of semeegrs across
sites. During each facilitator debriefing interview for SP2, service geosiwere
described as being “tired” or “nodding off’. A partial explanation of this desgagent
could have been due to the extra work and time required for service providers in this
group, as the session was held in a town hall approximately a 30-45 minute drive to the
sessions. This was not the case for providers in SP1, as sessions were carrigtemut i
clinic, a few short minutes away from their offices.
Dose Received: Satisfaction & Facilitator Perception of Engagement

There was not a formal inquiry into which session(s) were “most liked” diall t
sessions offered, but across all groups a common theme was interactiviesictivit
Among all client groups, skits, the discussion with the ACTU expert and thek’‘Brea
Barriers” activity were mentioned the most as being the most likedtgictivacilitators
and observers also noted heightened engagement among participants during these

activities. Among service providers, the activities identified as “mostikere the
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clinical trial participant testimonial video and Jeopardy, both of which were docesnent
as very active activities by the facilitator, particularly serviaviolers in PR1.

An important finding, however, was a lack of concordance in facilitator
perception of engagement and participant report of satisfaction with astivitthe
session. This was partly due to the facilitator’s: a) observation of the |&a&difack or
guestions from session participants, b) interpretation of body languagelas t@red,
or c) perception of participant frustration of facilitator’s lack of knowlealgeut clinical
trial specific questions. One example of this disagreement was with tfesrdRéo
Participation” presentation, as the facilitator sensed the providers in $Riefelvere
“being lectured to” and preferred to have their questions answered before moueg on t
next exercise (as opposed to being put in the Parking Lot to bring back at the subsequent
session). Service providers stated during the focus group discussion, however, the
comprehensiveness and detail of the activity was very helpful and providedla visua
representation of the entire referral process.

Divergence in themes was also seen between facilitators and servicergavid
group SP2. The facilitator and observer noted the service providers to be attentive
during the testimonial video, but were surprised at the lack of feedback during the post-
activity discussion. Additionally, the facilitator noted three participantsy baaguage
still appearing to be disengaged during the locating clinical trials gctes., talking on
the cell phone, leaving the room for extended periods of time, engaging in side
conversations) but each contributed to the brainstorm activity for thissxegoth

activities were identified as the “most liked” for service providers in tlusm
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Summary: Dose Received

Qualitative dose received data provided very important insights into participant
engagement and satisfaction, and further illustrated the need for triamguibtata for
process evaluation research. Objective data from the perspective of chearve
essential in better understanding non-verbal indicators of participant ergyagefor
example, participant excitement, spatial arrangements, or even noddingeff wer

important in better exploring indicators of participant engagement.

Intervention Modifications and Future Recommendations
Client Suggested Modifications

The principal investigator of the dissertation study Suggested modificadions
improve the content and delivery of intervention activities were assessedhtlamuaig
participant focus group discussions (clients and service providers) andtfacilita
debriefing interviews. Additional findings for each group are presented below.

More time with ACTU expertA salient theme for clients and providers was a
desire by to have more time to interact with ACTU expert. This “inierdcvaried,
however, as providers wanted to incorporate the ACTU expert in session activitie
order to understand how he, as an HIV physician, has overcome common barriers
associated with clinical trial referral and participation. The “Ask thigeES” session
for providers was designed to implement “Break the Barrier” before the sisousith
the expert. As service providers brainstormed barriers on two separat®moschuring
the series (session 1 and session 4), they suggested that the latter brainstonovéd
altogether and instead have the expert spend the session having conservation with the

local service providers. They further stated the expert could also reeisiatriers
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generated during the first service provider session, and offer his advibesaikihg”
those barriers. The text below illustrates service provider feedback oratirigghe
expert in the “Break the Barrier” exercise in the final session:

“Why not have the expert tell me how a particular group has already addressed

these barriers? Why do | need to come up with ways around it when I’'m really

operating on a referral source format. What has UNC or any other particular

group done to overcome those?

- Case Manager, CL1

Clients liked the forum-like question and answer session and simply wanted to continue
conversing with the doctor. Participants stated they could have continued thsidrscus
for at least another hour given the additional time. Clients also proposedgnviti
additional physicians from UNC join the discussion, possibly in a panel forrmat. O
client stated the number of panelists would essentially reflect whaexiperience a part
of their HIV care--multiple doctors over the course of the day. The sameapazart
referenced wanting to see a “real doctor” that “has an office”.

Provision of session material<lients and providers expressed a desire to be
provided with session materials (e.g., handouts) both in-session and as take home
materials. As part of the informed consent activity with clients, a saropseit form
was made available for participant perusal during session breaks. Socipgrdst
requested copies of sample consent forms to review on their own. Additionally, a
participant in CL3 expressed the necessity of providing handouts to assisppat$ici
with retention of information to the facilitator during the second half of the ‘€ini
Trials 101" PowerPoint presentation that detailed the informed consent process:

Client: It's, just something to reflect on. You know? | mean because we can’t

remember everything on a blind, slide. Ifit’s in front of us and we want to

go back and reflect on it, we’ll have it. That'’s all.
Facilitator: Right. What we have done is give out notepads and pens.
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Client: Well the whole point is you can’t expect us to keep all this in our heads.

Moderator: | understand.

Client: And some people just can't write that quick. All this stuff you're all going
over, | cannot just sit here and write everything down. It ain’t going to
work.

-Male, diagnosed 15+ years, CL3

Interactive Activities.Clients expressed a desire to have more interactive

activities as part of their participation in the sessions, (e.g., roleaptasties) and a
desire to provide more challenging activities. Role-plays were not a kg olient
curriculum, so as to not make any participants uncomfortable if they hadeaagyi
challenges. Modifications for this group also included “mixing up” images fadtial
support posteactivity to challenge their thinking during the activity. The attivi
consisted of participants matching paper slips containing short vignettesagimtential
clinical trial participant to one of four corresponding posters that illusttagefour types
of support. Vignettes and posters had identical images that conveyed peoplageceivi
picture receiving support. The majority of clients wanted the vignettesnain the
same, but for the images on the vignette to be rearranged, so that the imagesrno longe
matched or corresponded to the poster. One client group failed to observe the
association between the images on the vignettes and posters, despite sever&igonobe
the facilitator.

Accessibility of Clinical Trial InformationClients inquired about alternative

ways to access information about clinical trial opportunities on the Intparétularly
those with limited computer skills. One participant acknowledged thenéttas being a
“quicker” resource to locate clinical trials, but he would need assistanrong to

navigate these opportunities. At the end of the “Locating Clinical Triatstriet

activity, another participant highlighted several concerns as it relateddesing

97



information about clinical trials offered at major medical centers,salggesting
alternative forms of dissemination. He went on to highlight challengbdntérnet
accessibility and availability for many other people living in ruraasre

| was just wondering if there was a forum or something you could visit or be a

part of or maybe a mailing list where they mail you different things letting you

know--that way you’re not always everyday out there looking for these trials, they
come straight to yoult looks like they would put people that are interested in
clinical trials right on a mailing list...because not everybody wants to keep going
to the different websites--you might not always have access to a computer.

Sometimes | go months without being able to get on a computer, and when | do

get on, | don't be thinking about clinical trials.

-Male, diagnosed 15+ years, CL3

Participants in CL2 also expressed a desire to visit a major medical agpiart
of their participation in the series. While observing the clinical triahstarm and
Internet exercise during a client session, one facilitator noted:

We need to know where [clinical trial opportunities] are here...making [the

exercise] more culturally or context appropriate--their local newspaper or

whatever...because these are typically offered by major medical centers. But, |
was just sitting there thinking--watching the activity like [the nurse prangti in

CL1] told us [before] they’re not advertised here...

In-Person Clinical Trial Participant TestimonialThe most salient theme as it
related to client suggestions for modifications was to provide an opportunity for
participants to dialogue with a former or current HIV clinical triatipgpant. Many
referenced wanting to hear the “pros and cons” of participation because thessess
provided the benefits of participation, but no information on unknown or undesirable side
effects experienced by former participants. Some referenced wamtiegrt a “true
testimony”, “outcomes”, or “statistics” in this regard. Another importenaifig was

related to client perspectives on the role of peer influence in the clinadaldcision-

making process. During focus group discussions, clients were asked to provideghoug
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about additional information they felt was needed to make the decision to pariicipate
clinical trial, or what modifications they would suggest for future impleatent of the
client series. Most indicated a desire to have a face-to-face discussianfaimer or
current clinical trial participant. This was among the most salienteéb@aross all client
focus group discussions and was mentioned several times over the course aftthe clie
series.

Facilitator Suggested Modifications (Client Series)

Interactive activities Modification themes for facilitator suggestions were
consistent with client suggestions for more interactive activities. Fanggaone
modification suggested by a session facilitator was to make the informed cacisatyt
(which consisted of participants developing a “silly” consent form) morelglosated
to participants’ everyday lives in order to foster more interaction and dialogue:

...before you jump into all of this heavy duty language... what are some other

things that maybe that they would have to give consent for outside the medical

field or research field...something that indicates agreement between [them] and
someone else? | wonder if we could do like, “How many of you guys have
apartments or other things that other people have to do some sort of contract
with- -and what are some things that you would have to, what are things you want
to know?”

Remove activity. Facilitators questioned the utility of homework assignrfants
service providers and clients. Across all groups, a few participants dechfile
“Locating Clinical Trials” homework assignment to search for clinical opportunities
advertised in their communities. The greatest proportion of participants cog piet

homework assignment was in CL1, as four of the 11 participants (36%) completed the

assignment prior to session 5.
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Pictorial Additions The most salient challenge for clients, according to facilitator
debriefing data, was conflation of Harewith HIV clinical trials. Of the clients
having challenges making the distinction between the two treatment options, the
confusion was a result of their familiarity with terms such as “teést run”, or “trial”
used in the context being switched from one treatment regimen to another as part of the
regular HIV care. A few participants believed the intervention study tbrbeat trial
because they were “learning new things”, or because they were comsletveys as
part of their participation in the research study. Given the conflation of HBAa#n
HIV clinical trials by some clients participating in the interventitudy, facilitators
noted the need for a clear distinction to be made prior beginning the intervention
sessions, by offering a pictorial representation of the continuum of H&/ car
...describe how HIV fits into HIV care... | think they’re still conflating the two
and | think that's because--perhaps we should preface this whole exercise with,
“This is HIV care. You go to your doctor for this. This is probably what all of
you are doing right now in some form or fashion”, and [then], “This is what a
clinical trial is...
Clients did not express this need for this distinction during any of the sessions, but

guestions asked during subsequent sessions, including the session with the ACTU expert,

indicated a need to make these concepts clear and distinctive at the onset @dghe ser

Service Provider Suggested Modifications

Restructure Role Plays. For service providers, most suggestions for mahficat
to session content revolved around communication and skill-building. There was an
overall feeling that role plays seemed to be “crammed in” at the end afrsesand that
clear directives needed to be given before service providers were exjuebegyin these

activities. Providers also suggested role-plays incorporate observatiozedbddk from
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facilitators or ACTU expert in order to determine if key skills to benlearby service
providers were indeed mastered.

Clear expectations/directivesService providers also noted the need to restructure
the “Break the Barrier” activity, as the content seemed to overlap with therbdhey
generated at the onset of the participation in the series. This led to someotonfusi
among participants at the beginning of the activity, as they believed tihenseas
dedicated solely to conversing with the ACTU expert for the 60-minute session. One
participant stated:

We're going to talk about these barriers again and how we can break them down

and then we’ll have an expert here to address some of those barrier issues but

that wasn’t how | felt it was communicated to us. So it did not seem to really
flow- -or you know, it wasn’t what | expected. And | thought, “Why are we
talking about barriers when we talked about that in the first session? We're back
to where we started.

-Nurse Practitioner, SP1

Restructure “Locating Clinical Trials” activity. During the “Lowag Clinical
Trials” Internet exercise in session 3, providers in SP1 requested thatahdatailing
a list of the bookmarked CTs on the laptop computers be provided from them to use as a
reference in the clinic. This was referenced again during the focus groupsidiados
participants after completion of the entire series. Service providersugigessed
integrating the Internet activity with other session activities inaha df a case study to
replace the homework assignment:

| guess maybe having a case study, a case scenario. “You have this patient. This

is the criteria they fall under now go surf the Internet and find a study that they

would be able to--" instead of doing [the homework].
-Nurse Practitioner, SP1

HIV Clinical Trial Referral Liaison. Finally, service providetsased the realities

of their everyday work schedules: demands at work limited the extent to whichehey w
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able to spend time engaging in dialogue with eligible trial participants., ilhasidition

to the challenges with the referral process caused service providemevitous referral
experience to be less likely to refer other eligible clients. While they fihenslessions

to be helpful in learning more about clinical trials and clinical trial oppdrasnithey felt
that provision of a liaison from a major medical center, or a direct phone number was the
best way to increase referral of their eligible clients. Additionally,semeice provider
noted that while he fully understood the importance of the four service provider roles
suggested in the curriculum (inform clients about clinical trial opportuniistsnlito
concerns about trial participation, address misconceptions related to HIV and HIV
clinical trials, and to support clients in a neutral and balanced way), he couldvaoinser
the capacity of a “neutral” party if he felt a clinical trial was thst logtion for his client.
Facilitator Suggested Modifications (Service Provider Series):

Restructure Role Plays. A salient them for facilitators was the neesttaature
service provider role-plays as participants often ran out of time to conpdedetivity
during each session. Unlike service providers, facilitators did not suggestfacatiodi
of providing feedback to session participants. A suggestion was made, however to
remove a role-play from a previous session in order to allow service protodease
more time with the expert, and to spend more time completing the final role-plegy in t
series:

. If you had asked me an hour ago, | would have just said to keep it [solely as]

a “Ask the Experts” session but | do think giving [service providers] one final

opportunity to mull through everything they learned in all the sessions and what

they learned from the expert being there--move “Break the Barriers” somewher
else and take out another role play...possibly the role play with the referral

source because Dr. [ACTU expert] ends up being the clinical trial staff member

-Facilitator, SP1
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Summary: Suggested Modifications

Convergent modification themes for clients and facilitators included relexainc
session materials and the need for more interactive activities. Racsliteoted a need for
the locating clinical trials homework/internet activity to be restrectuo be relevant for
service providers and clients in the study counties. While facilitatorsfiddraineed to
explore where, or if, opportunities were advertised in the community, clients gave
recommendations ranging from a community forum to a mailing list. Fdorist and
clients also identified a need for more opportunities for clients to be involved in more
interactive activities, specifically in session 3, which is the longest imt&eention
study (80 minutes).

Both service providers and facilitators suggested modifications feaiBthe
Barrier” activity, but service providers suggested complete removal fremctivity in
the last session. Likewise, both groups saw a need to restructure the “Lodaica) C
Trials” homework activity, as completion of the handout was minimal for eacitse
provider group. Service providers suggested the handout be integrated with the
“Locating Clinical Trials” Internet activity to afford servicegviders the opportunity to
find trials for eligible patients. One service provider suggested that vighetigrovided
from the “Referral 101" activity, so each service provider would have a sampie prof
from which he/she could begin the search for a trial on the web. The handout would then
serve as a place to document the relevant information for the clinicalThalfacilitator

simply suggested removing the homework altogether.
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CHAPTER 6

DISCUSSION

The purpose of this dissertation study was to evaluate the implementation of the
Project EAST intervention study, which was designed to increase rural Semovoeer
willingness to refer eligible racial and ethnic minority clients toicél trialsand to
increase these clients’ participation in HIV/AIDS clinical trialEhe intervention study
built upon previous educational outreach studies by using a multilevel approach to
educate both of these groups concurrently, with a staggered approach. Asdbie Proj
EAST intervention was the first of its kind, it is important to highlight impiicet of the
process evaluation findings to inform intervention development, implementation, and
evaluation for comparable efforts in rural contexts. This dissertation stségsed the
intervention study’seachand thecontextin which it was implemented, as well as the
recruitmentof series participants (service providers and clients). Additionally, the
dissertation study assessedfildelity, dose deliveredanddose receivedf each series in
the study independently, and comparatively across groups. This chaptewisitlthe
study aims to determine the extent to which the intervention was implemented as
designed, provide recommendations for evaluation methodology, curriculum
modifications, and staff trainings based on the relevant process evaluation concept.

Context findings will conclude this section. The chapter will conclude with pedgemt



of the dissertation study’s limitations and strengths, as well as imphsati the process
evaluation findings for public health research and practice.
Achievement of Study Aims
Aim # 1: Evaluate the implementation of an educational HIV clinical trialvetgron
with rural, African American people living with HIV/AIDS (PLWHA).

Reach and RecruitmenOverall, the client series was implemented as intended.
The recruitment goal for the intervention study was 40 racial and ethnic tyiclgents
receiving HIV services at the participating clinics; thirty-fourraétely participated in
the client series. Of these, two clients did not meet the eligibiltigrizifor race.
Additionally, research staff discovered after series implementatioarnhadditional
client had severe cognitive functioning challenges. Recruitment procéduoéisnts
were followed in general by Project EAST research staff and the stadguiter albeit
reassignment of staff responsibilities at the original clinic prior to imefgation of the
last client group (CL4).

Recruitment efforts could be enhanced by providing more in-depth training for al
site staff involved in recruitment of clients to ensure all session participesis
eligibility criteria prior to implementation of the series. Associatiogsveen process
and outcome data for the parent study will be explored through analyses of vheious ¢
characteristics linked to a variety of their respective service provideaiscteristics (at
baseline and across time points). That said, it is imperative for resesdfdh stearly
communicate eligibility criteria for clients to ensure site recrsiigge fully aware
inclusion and exclusion criteria. While this recruitment error was nbbgifpr process

data collection and interpretation, it may pose challenges in making asseckatween
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process and outcome data, and further exploration of these relationships through linkages
of client and service provider outcome data at the site. For example, riaddes not
receive his HIV care at the participating study site, his outcome daté.data
willingness to participate) cannot be linked to any service provider outcome.éata (
willingness to refer) at the site. Perhaps a more effective recruistiategy is to have a
member of site staff in the clinic identify eligible clients from meldécal case
management records based on the six service providers selected to paitidipat
series. These clients could be contacted by a designated member afithetati
associated with his care via telephone, by a peer who is also HIV-posittugjray an
in-person visit. A reinforcing strategy could be to place a an informatigrealgbout
the intervention study in the client’s medical or case management reduaudd service
providers offer the opportunity to eligible clients during their clinic vi€t, if
medications are dispensed within the participating clinic’s pharmacy, thedyét be
placed in the client's pharmacy bag. For quantitative process data callaatio
analyses, the number of:

- eligible clients (based on determination from medical records),

- clients contacted or approached (via telephone or in-person invitation)

- follow-up communication attempts were made for interested clients

- clients agreed to participate in the series,

- present at the onset of the series,

- present during each session

- peer interactions, and

- flyers distributed (distribution in-person and in pharmacy bags)
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Dose delivered and FidelityThe average dose delivered score for the entire
client series across all groups was .88, which was slightly above theaditeegaiore of
.85. While there were no major variations in dose delivered scores baseditaidacil
characteristics for service provider or client series, intervention dglagied
considerably. These variations ranged from provision of incorrect information about
clinical trial concepts to incorrect delivery of intervention activitiegh of which had
implications as it related to participant process (i.e. engagement, satrsfand
outcome (i.e. knowledge, attitudes, or self-efficacy) data. For examitie,fdcilitator
paralleled randomization to the “luck of the draw” as opposed to the scripted refefenc
“flipping of a coin”, this could affect response to the knowledge item on the suraey t
parallels randomization to flipping a coin. Further, in this context of the forraéygn
participants may interpret randomization as gamble of sorts, as opposed to an equal
chance of receiving treatment. These deviations from scripting weread¢tdified and
corrected during the session or during the subsequent session, however a concept as
integral has no room for variation in delivery.

There were, however, variations in facilitator delivery of the sessionrtahte
appeared to be a result of some ambiguity and lack of clear directive traingmgaisa
(recap presentation) and insufficient mastery of clinical trial content@mdulum, as
well as A review of facilitator training materials, intervention curtion) and session
transcripts indicated the need for a few modifications. There is a grogaagmition of
the importance of fidelity of implementation (FOI) in intervention researchebhemw
challenges persist with conceptualization and measurement of this concepty{Cent

Rudnick, & Freeman, 2010).
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Deviations from scripting could be better assessed through coding iohsess
transcripts to determine the type of deviations (e.g., omission of informaticrdiag
of scripting, etc.) to better understand if these variations were due teemtiervfailure
or implementation failure. Qualitative fidelity data could be supplementé&d wit
guantitative fidelity data to assess the influence of fidelity on main stutdgmes and
provide contextual information as to what barriers were to maintaining the caradity
integrity of the intervention.

Intervention developers should determine what items are considered to be core
components are it relates to study outcomes, and what items can afford somktyariabi
In other words, identify what components of the intervention will have the strongest
influence on the study outcomes based on sociobehavioral theories or researcher
experience. This could be a very integral part of ensuring these components aredleliver
as intended, by incorporating this information in facilitator training. Fatolis should
be provided with indicators of acceptable adherence as part of their training ® ensur
readiness to enter in the field, and full comprehension of the intervention curriculum for
clients and service providers. There is a recommendation to re-educatparasidi
more than two months have passed between clinical trial education and the actual
informed consent process to enroll in a trial due to the complexity of clinighl tri

information (Campbell et al., 2008).

Dose ReceivedAnother important finding for the client series was related to

client perspectives on the role of peer influence in the clinical trial daemsaking

process. A great majority of clients suggested having an in-person teslifronia
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current or former clinical trial participant. This finding was surprigorca few reasons.
First, to lessen any client fears or apprehension of involuntary disclosurér ¢ile
status, the research team involved in intervention development intentionally did not
introduce individuals who were not participating in the series, including HIVipesit
clinical trial participants. As such, the clinical trial participgastimonial video was
chosen as an alternative form to convey an HIV clinical trial participanperience at
the UNC ACTU. Surprisingly, clients did not express any apprehension with the
addition of in-person testimonial. This delicate balance of peer influence wiidmt
risk assessment leads to a broader question of how clients process risk aspart of t
decision making process. Not a great deal of formal inquiry into cliniceb&sacs.
Does peer influence supersede provision of detailed information about clinicAl trial
Should both be used in concert to achieve the goals of increasing awareness abalut clinic
trials, and ultimately participation in clinical trial research? Thezenat established
best practices associated with normative beliefs, or peer influert@fnitan
Americans living with HIV/AIDS, or rural, African Americans living thiHIV/AIDS in
the context of HIV/AIDS clinical trials.

Results from the ACT2 study do however shed some light on the effect of direct
peer involvement, as their study reported a 55-fold increase in screeningit ttial
enrollment when patients were given a component that included a peer discussion
compared to those who did not receive a peer component (Volkmann et al., 2009). This
study also used respondent-driven sampling (RDS), a method that afforded pasticipa
completing the intervention to then have the opportunity to serve as peer educators for

subsequent trainings. This type of sampling has been recommended wherieatientif
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and selection of participants can be difficult, such as populations that have been
marginalized by society or a those that have a history of mistaumsttfre research
community (Kogan et al., 2011). Future studies should consider training forrher tria
participants who are interested in serving as peer recruiters, or RRIS™s@eecruit
potential participants for the educational series, and ultimately, clinigisl. Clients in
the Project EAST intervention study expressed interest in serving asipeeucating
other people living with HIV in their communities about information learned during the
series.

The majority of clients had question onset of series implementation tutick &b
content covered in subsequent sessions in the series. Facilitators noted p&rticipa
“frontloading” with questions covered in future sessions and felt there was aesgim
“solicitation”, and therefore a “cut to the chase” response. Client inquiries @tsé of
series implementation ranged from access to medication after clhmat@larticipation to
participant rights and researcher responsibilities in the event of an adverdée
These questions were also asked of the expert, despite answers beinlgrgivgm t
“parking lot” responses the week prior. Itis not clear whether there iaak af interest
in clinical trials participation a desire to use the opportunity to answer ilnggguestions
regarding their care. The research team original thought the name of the $8&snp
the Experts” set a tone of challenging the expert to assess their dlialclhowledge,
as opposed to using the session as an opportunity thus the name was changed to “Ask the
Expert”. There were still numerous of questions about HIV treatment in gesedal
specific questions related to a client’s particular regimen. Considesaiaid be given

to introducing the ACTU expert at the onset of the series to give an overviewtdievha
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does as part of his role as an ACTU researcher, what a typical partexpaniences as
part of the referral process, and then preface what the remainder of the irdarvent
sessions entail for clients participating in the series.

An additional modification for the client series is to incorporate anaogie
provided by the ACTU physician during the “Ask the Expert” session. $irgjeof the
curriculum revealed some anticipated questions, and afforded the opportunity to the
research team to refine the curriculum prior to implementation of the emtérn study
The ACTU expert parallel HIV and host cell receptors to a “lock” and “key’lustriate
how HIV seeks out a specific receptor on the host cell to attach and inseneateg
material (RNA) to be replicated by the host cell. Another analogy prbwigehe ACTU
expert was the explanation of trials offered at the UNC ACTU. The expedirgplthat
most trials at the ACTU were phase 3 or phase 4 trials, so they wereadigsent
comparing Coke with Pepsi—two medications known to already work, just seeirtyg whic
works best for a given population.

Process Evaluation Methodologglient focus group discussions raised few
concerns for collection, analysis and interpretation of dose received of sttidippats..
First, satisfaction of each participant was difficult to assess asup fprmat does not
necessarily ensure feedback from each individual in the group. For exampee ivas
a dominant speaker in the group who answered the majority of questions, with verbal or
non-verbal affirmations from others in the group, it is difficult to assess thet ¢éate
which the responses truly reflected the thoughts of everyone in the group. Secondly,
brevity of some client responses regarding what was “most liked” or ‘imestorable”

about the sessions did not provide a wealth of information, even if probed further by the
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moderator of the discussion. Third, the frequency with which these group discussions
occurred may have led to fatigue on the part of the clients. While it is ndblpdss
determine if repeated questions during each focus group limited client ¢kedbs a
consideration for future process evaluation studies in determining the bhetist
assess participant satisfaction, including the frequency of datatimollet.astly, focus
group discussion guides should be modified to reflect the theoretical objestives
associated activities of each session, as opposed to general questionsraeskei f
session. For example, clients were asked about their confidence in speakirfgr@i re
source duringeachfocus group discussion held in their series. It was not clear if the
guestions were related to changes in confidewee timegiven the variety of activities
offered, or if change in confidence was a direct result of a specifittyaétom the day’s
session. Conversely, the focus group method to assess dose received worked much more
effectively for service providers as compared to clients in terms db&ek and

satisfaction with session content.

Satisfaction surveys provided very little variability for clients and perggdas a
great majority of participants indicated they “strongly agreed” oredjr with each
statement on the survey. Qualitative methods should be explored to better understand
what activities were most liked and why intervention participants liked them.

A final concern in the rural context related to potential literacy issuea@m
clients participating in the intervention sessions. A small number of cégptessed
literacy challenges at the onset of their respective series by ggiatihg they could not
read, or by requesting help from a member of the research team in completeyg sur

handouts given during the session. While this did not seem to be a barrier to retention in

112



the series, one participant in CL4 who expressed this concern did not return ditst the
day of the series and was lost to follow-up. Literacy also may have playedia tiod
limited feedback given during focus groups discussions or during the intervensmnses
itself, but assessing how this may have factored into participant engagemen
comprehension of session content is not possible. While demographic data, including
educational attainment, was collected at baseline, these data are noviadicaroxies

for literacy.

Aim # 2: Evaluate the implementation of an educational HIV clinical triatvetgion
with rural service providers.

Reach and Recruitmenithe service provider series was also implemented as
intended. Fidelity was a concern for the second service provider group (SP2sias se
activities were rearranged as a result of the delayed startdirtteeffirst session in the
series. This modified sequence did not appear to compromise the fidelityroé miten
delivery, as none of the rearranged activities (i.e., clinicaltegimonial video or
patient-service provider skits) was reliant upon content presented in pre\gsimse

Dose delivered and FidelityAverage dose delivered scores for the entire
provider series were slightly higher than those for client series (92, anes@&:tively),
which may be attributed to a smaller number of sessions and shorter duration ogsession
(thus less opportunity for variability in provision of session content). Fidelity long
scripting condense and identify what information is most salient, core components

Intervention Modifications.Service providers, like clients, also raised several
concerns related to post-trial availability HIV medication for theantk, as well as

expectations of local service providers in resuming the patient’s HIV catieupaly if
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neither is aware of treatment their client received while in a climel tV/hile blinding
increases methodological rigor and ensures equal treatment for parsicipalso it one
of the biggest concerns of service providers resuming their clients HIVftaréhe trial.
Service providers acknowledged having limited time available to fully engage in
informing their clients about clinical trials due to their responsibilingse clinic), yet
there was consensus about the importance of understanding the comprehensive picture of
what the referral and enroliment processes look like for local service provilEmts,c
and clinical trial staff—including responsibilities of all parties involvedovi®ion of
practical examples of client post-trail linkages to care, includingcaged forms or
contracts, information about the average duration of post-trial care, amdter
options beyond trial participation.

Second, intervention developers should collaborate with researchers and
practitioners at ACTU prior to intervention development to discuss alternativns bf
dissemination of clinical trial opportunities, particularly for rural populatiwshe may
not have access to the Internet, or limited skills to use the Internet to fied thes
opportunities. As the epidemic continues to burgeon in rural areas, this is a very
important factor in ensuring availability and accessibility of inforaratibout clinical
trials to those who are most disproportionately affected by HIV/AIDS. Sharing
information about the accessibility and availability of clinical trigith participants was
one of the goals of the EAST series. The Internet, while useful for many miag ant
ideal way to disseminate information about available clinical trials. AsgluEmic
continues to affect the poor and underserved, researchers should rethink effortstto rec

minorities, particularly in the rural Southeast. One participant suggesteding list or
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forum to share information about trials with rural clients, as many people lraraes

have their mail sent to post office boxes, which would ensure their privacy. As the
intervention is a multilevel effort, researchers and practitioners shoulaipra¥orum or
mechanism by which providers and clients interact to discuss concerns corigiabbut

clinical trial participation.

Implications for Process Evaluation Research

Process evaluation research, while valuable, is complex and can be verivextens
for intervention research. A variety of data collection methods can be usedstotasse
extent to which process evaluation concepts were met, therefore evaluatioolrese
must be strategic in determining the most efficient way to achieve the afdake
evaluation (Linnan and Steckler 2002). The following section will highlight intpica
based on methods and analyses used for the dissertation study.

Dose received is perhaps the process evaluation concept that most warranted
triangulation of data sources, as satisfaction or engagement from an outsider’s
perspective could have varied from participant report of satisfaction. Engagism
subjective and could be misinterpreted by session facilitators or obselfoersxample,
the facilitator may interpret participant lack of response or feedback dusiegson
activity as a lack of engagement or dissatisfaction with an activiye warticipants
express the contrary on both counts. This leads to a broader inquiry of the best methods
to assess participant engagement and satisfaction. If multiple data soeneesd(e.g.
observational data, facilitator debriefing interview, and focus groups disossand
satisfaction surveys) researchers should have well defined processé®was t

discrepancies between these data sources would be resolved. The disderthitigs
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speak to the need for reduction in the sensitivity of implementation cheekitsts
exploration of session transcripts as qualitative data sources for paitegpiafaction.

Intervention Context Future studies should consider ways to fully document and
measure the effect of potential policy changes on individual motivation to patéicn
the EAST intervention, and ultimately CTs by capturing this data as panvefysdata at
each time point. As stated previously, contextual data captured externa factor
influencing implementation. However, more distal political influences wereapttired
as part of the dissertation study. For example, there were fiscal changestaté AIDS
Drug Assistance Program (ADAP) which severely limited acaesH\Y medications for
PLWHA across the state (AIDS Legal Project, 2010). A few short monthstprior
recruitment and implementation of the intervention at Site A, over 800 peoplewiiting
HIV/AIDS across the state were placed on a waiting list for treatageatresult the loss
of ADAP funding.

As PLWHA meeting the criteria for ADAP (gross income at or below 300% of
interest in clinical trials may have been heightened for these individusdortunately,
the extent to which this policy change may have affected client or sgmogider
interest in the Project EAST intervention study or HIV/AIDS clinical$ris unknown,
as there was no formal inquiry of this change as part of data collectibpar#cipants
in the intervention were asked during their respective focus group discustiantheir
motivations were for participation in the series; neither service providerdients
mentioned the closure of ADAP, or any other contextual barriers restricemg atcess
to treatment. This type of contextual data may have had important implicitidhe

outcome evaluation. That is, lack of access to HIV medications due to policy shange
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such as this, could have influenced a client’s participation in HIV/AIDS dliti@ls, as
well as service provider referral to HIV clinical trials.

Another value for documenting context relates to capturing potential threlaés to t
outcome evaluation’s internal validity. The intervention study was carried thut wi
organizations that received state funds from Ryan White Part D, a fedsgedprthat
supports public and private organizations to provide family-centered and community-
based services to children, youth, and women living with HIV and their familiesitfHea
Resources and Services Administration, 2011). This program also supports ac¢tvitie
improve access to clinical trials and research for these populations, thus dlydre am
impetus for organizations to take advantage of opportunities to increase awalengss
and access to this information to meet funding requirements. Baronowski andueeslea
(2010) suggest documenting the number of competing programs reaching pasticipant
a study to determine the external contamination rates (ECRSs) over the aburs
intervention implementation. Future process evaluation studies should consider
conducting interviews with site administrators and/or staff at study sitksciment
potential contamination threats to gain more in-depth information regardimg tinger
of competing programs could affect implementation of the intervention. Addily, as
part of client and service provider baseline surveys, an additional item coadidi&e to
determine whether they received information about clinical trialsroca trial
opportunities from other efforts from local organizations or major medicalrsente

Assured this in no way affects participation in the EAST series, partneostuare

117



Implications for Practice

For grassroots organizations, health departments, faith-based otigasizaad
community-based organizations, there are two considerations for intervention
implementation: staff capacity and access to a clinical trial expa&rhaps the most
important consideration is organizational capacity of the research team guadttiexing
sites in the intervention. The Project EAST staff consisted of a project cdordima
research assistants, and up to six volunteers at any given time. Five sibatber
capacity to serve in dual roles: facilitation and observation. An additioreal $iaff
served solely as observers. At a minimum, three staff persons were raealéarde
group of clients (12-15 participants): one facilitator, one observer, and @t ger
oversee other logistics for the site (audiovisual setup, catering, traaigpgretc.). As
research is not the primary goal for practitioners, staff size is as npadant,
particularly if the intervention is implemented in one location,

Personnel time at partnering sites included time to recruit, document, and track
clients for each session, reserve meeting space, and oversee transdogmtics for
clients, if needed. With all of these factors considered, practitioners aadcress
should consider organizational capacity well before implementation of the intervaat
well as research staff capacity to collect and verify qualitative platcess evaluation
data collection and analysis.

Clinical Trial Expert. Access to clinical or clinical trial expert is vitally important
for the intervention, as the last session for both groups (clients and service gjovider
consists of a conversation with an expert. While this was carried out in-person for the

Project EAST intervention, future implementers can consider using othes tdrmedia
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to allow participants to engage in a dialogue with the expert(e.g. Skype, videernd,
etc.), particularly if distance or time involved in transit to and from the sgeldematic
for the expert.
Study Limitations

As mentioned in Chapter 3, the principal investigator of the dissertation study also
served as the project coordinator for the larger, parent study, Project EA8ils
capacity, she assisted with the development, pretesting, and refinement ofithducar
for the intervention, as well as facilitation of service provider and cliesissesat both
study sites. Potential biases for the dissertation study were nutiggateer memo-
writing and documentation of reflexivity notes during data interpretation andsanaly
Both methods have been well documented in the literature as strategiagabemit
potential biases for qualitative researchers (M. B. Miles & Huberman, Y989, 2007).

Social desirability on the part of clients may have led to favoraljj@emess
regarding satisfaction with session materials or the main outcomes foartrg study:
willingness to refer to, or participate in, a clinical trial. There wag M#le dissention
among clients as it related to satisfaction with session activitgesliénts spent a
considerable amount of time in the outreach sessions and interacted withteisibind
other Project EAST staff, and were compensated for their time, thegossibility that
they felt obligated to give favorable responses despite EAST staff giakiear that
participants’ feedback was about the “product”, or the series, and that all feedizsac
kept anonymous and confidential. Social desirability has been documented in the
literature, particularly in the context of focus group discussions where cotyformi

pressures may lead participants to adjust their opinions to match those of others
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(Hollander, 2004).

Failure to establish adherence standards for FOI limited the extent tolwhich
could state that the fidelity was acceptable, or not acceptable, fomasgission, group
or facilitator. Despite this shortcoming, the PI took detailed notes from audiarfdes
session transcripts as part of the completion of session transcripts and made note of
extreme deviations from scripting or instructions in the curriculum. Thedmds were
detailed in Chapter 5.

Study Strengths

Project EAST provided a novel approach to increase access to increase avarenes
about clinical trials and clinical trial opportunities through a multilevel @ggr with
rural, African American clients and théacal service providers. This is very important
in the rural context where a client’s primary care service provider mayenategrated
within, or in close proximity to the site conducting the clinic trial. Furtherctimeurrent
education of both groups (service provider and clients) ensured comparableyaeioer
measurement of theoretical based behavioral objectives.

The primary strength of the process evaluation was triangulation of dat@so
for the analysis. This method has been encouraged by several qualitativehersda
strengthen validity through the support of study findings from independent datassource
(M. B. Miles & Huberman, 1999; Patton, 1999). For example, dose received data for the
dissertation study was captured from two data sources: focus group discussions, and
observation notes. These data allowed for validating findings by comparing two data
sources. Additional methods included memoing and using a data audit trail during

gualitative data analysis, and both of which have been documented in the literature as
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methods to strengthen validity of qualitative findings (Mauthner & Doucet, 2003;
Rodgers & Cowles, 1993). These methods have been suggested to increase objectivity
findings, by reducing potential bias of the researcher in interpretation afdsdi
Community Advisory Board-Informed

The intervention was developed with the guidance and feedback of a
community advisory board (CAB). The importance of community input and involvement
in research has been well documented in the literature (Cargo & Mercer NAQREzr,
2005). CABs ensure that intervention content is culturally appropriate and relmvant f
community members. More importantly they are the facilitators and drivers of
engagement, buy-in, and trust for research institutions and minority communities
Despite the recognized benefits to research design and implementatiirelyelaw
HIV interventions have been designed using participatory methods, including the
involvement of a CAB.

The findings from this process evaluation provided important insightsawo
behavior change occurs by investigating the degree to which the interventicarvied
out as planned. This has been a critical omission in the literature as ¢ telaéhavior
interventions in general (Linnan & Steckler, 2002) as well as those developedeasecr
racial and ethnic minority participation in clinical trials. Of the fiugdges targeting
racial and ethnic minority participation in clinical trials in the litara, only one reported
process evaluation measures: dose delivered scores (Gwadz, Cylar a0alGw®adz et
al., 2011; Linnan & Steckler, 2002). Therefore, this dissertation study is the most
extensive process evaluation to date of an intervention to increase AfnoanmcAn

participation in HIV clinical trial research. In the context of HiVhadal trial education
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and outreach, which is in its infancy among African Americans in geaedaffrican
Americans in rural areas, findings from this process evaluation wilighe a foundation
upon which future efforts can build their intervention efforts with comparable
populations. The inclusion of multiple process evaluation concepts (reach, context,
recruitment, fidelity, dose delivered and dose received), afforded the opportufuilly t
explore factors related to intervention implementation. While this wasy#tréor the
dissertation study, researchers and practitioners should determine ibiitieak
collection, management, verification, and analysis data, as these may segraet deal
of human and financial resources. That said, researchers and practitioners should
prioritize which components are most relevant in answering their respagstions

(Linnan & Steckler, 2002).
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Appendix A: Client Intervention Series

Session 1: CLINICAL TRIALS 101

e Presentation Overview of Project EAST
e Discussion “Clinical Trials Defined”
e Presentation Clinical Trials Basics Power Point -Part 1

Session 2: REFERRAL AND TYPES OF TRIALS

Presentation HIV Clinical Trial Participant Testimonial Video
Activity: Exploring the Types of Clinical Trials
Activity: Referral to Participation

SESSION 3: OVERCOMING BARRIERS TO CT ENROLLMENT

Presentation:Clinical Trials Basics Power Point -Part 2
Activity: Informed Consent Exercise
Activity: “Break the Barrier”: Identifying and Overcoming Barriers to CT iPigdtion

SESSION 4: SUPPORT: WHAT IS IT AND WHERE CAN YOU GET IT?

e Activity: Support: What it Means to You
e Activity: Circle of Connections
e Skit: Seeking Family Support
* Homework :Locating Clinical Trial Opportunities (Scavenger Hunt Sheet)

SESSION 5: CLINICAL TRIALS: WHAT SHOULD YOU EXPECT?

e Activity: Scavenger Hunt Reflections
e Role Play:Communicating with Your Service provider

e Discussion:Protecting Your Confidentiality
*Homework: “Ask the Experts”

SESSION 6: CONVERSATION WITH THE EXPERTS

Discussion:“Ask the Experts” :Real Life Experiences of Clinical Trial Staff
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Appendix B: Service Provider Intervention Series

SESSION 1: CLINICAL TRIALS 101

Presentation Overview of Project EAST

Presentation Clinical Trials Basics Power Point

Activity: Referral 101: Exploring the Types of Clinical Trials
Skit: Informing Your Client About Clinical Trials

SESSION 2: SERVICE PROVIDER-CLIENT/PATIENT COMMUNICADN
ABOUT CLINICAL TRIALS

Videa HIV Clinical Trial Participant Testimonial Video
Presentation Referral through Participation
Activity: Clinical Trial Jeopardy
Skit/Role Play:Communication Show and Practice
* Homework :Locating Clinical Trial Opportunities (Research Resousst)Sh

SESSION 3: LOCATING CLINICAL TRIALS RESOURCES: WHERE O@GO?

e Activity: Locating Clinical Trial Opportunities
e Activity: Circle of Connections: Establishing Networks with Other Service pravide

e Role Play:Discussion with a Referral Source
* Homework: “ Ask the Experts”

SESSION 4: SYNTHESIS OF INFORMATION
e Activity: “Break the Barrier”: Identifying and Overcoming Barriers to CT iBigition

* Discussion:*Ask the Experts”: What Happens to My Client During the Trial?
e Role Play:Talking with Your Client about Clinical Trial Participation
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AppendixC: Client Recruitment Tracking Form

Agree to

ID Race Date Recruited Participate? If no, why?

Black Latino Yec No
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Appendix D: Sample Implementation Checklist

Group ID: 3AACL3.4

Date of session: 11/17/10

Facilitator IDBF2

Session 3 Tasks Yes | Notes
No =
0

1. Facilitator introduced 1 .
him/herself and project staff to
participants.

2. Facilitator presented Session 2 1 e Not clear if every type has to be reviewed
recap PowerPoint presentation

3. Facilitator introduced session 1 .
objectives.

4. Facilitators addressed Parking 0 o Unclear as to whether they were sent to the
Lot questions from previous ACTU
sessions.

5. Facilitator introduced the 1 .

Parking Lot for Session 3.

6. Facilitator led Clinical Trials 1 | e« Did notgive AZT example for DSMB slide -
PowerPoint presentation better scripting on all slides?

7. Facilitator introduced the 1 e Didn’tread introductory script; or that
“Informed Consent” activity, headings are the same, but content varies
placed the corresponding posters from study to study
on the wall and read information
from each poster aloud.

8. Facilitator led the “Silly Consent 1 o Facilitator states that we want equal numbers
Form” activity. of people in each study arm.

o Confusion between “cost to participate” and
“compensation”

o Facilitator spoke about “fear of needles” as a
risk

e Did not read summary text

9. Facilitator distributed the “Key 0 e Went directly into Break the Barrier
Questions to Ask Clinical Trial
Staff” handout.

10. Facilitator led the “Break the 1 o Facilitator is threading/leading with the
Barrier” activity. “needles” example throughout the session.

o Did not offer an example prior to exercise

11. Facilitator concluded session by 1 .
reiterating session activities

12. Facilitator gave information 0 .
about the upcoming session

IMPLEMENTATION SCORE 75%
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Appendix E: Facilitator Debriefing Guide

Session

1. How do you feel about the session? Did it go well? Why or why not?

2. What types of activities worked well? What did not work well?

3. In what way did the session flow logically?

4. Did the participants seem to easily understand the content of the session?
Probe What did not they understand? What were some indicators that they did
understand the content?

5. Did the participants seem to easily understand the activities in the session?
Probe What did not they understand?

6. How engaged were the participants?
Probe What were some indicators that the participants were engaged?

7. How did their participation and involvement change as you progressed through the
session?

8. How well do you think the participants related to the session?
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What interesting points/questions were raised for you (with the processdiyaick
from the participants)?

10.

How well was the match between the amount of time allotted to teach the saskion a
the amount of materials that you needed to cover?

11.

How well was the session objectives met?

12.

13.

14.

15.

16.

Was there anything unusual or awkward about the session?

What was challenging about teaching this session?

What revisions/changes would you make to this se8sion

What revisions/changes would you recommend for the remaining séssions

Were there any interruptions during the session?
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17. Were there other people (besides participants) present during the dataorolle
event? If so, who and what was their role?

18. Were there problems with the layout of the room? Briefly describe thegsett

19. Were there any other logistical problems (e.g., food, etc.)?
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Appendix F: Facilitator Debriefing Interview Codebook

Concept Code

Code Name

Code comment

Barriers to

Implementation BARRIERS

IMPLEMENTATION

Apply this general code to any
information that is important to
capture related to barriers to
implementation, but does not fit
into any of the sub-topical codes
below.

IMPTIME

IMPMALFUNCT

IMPFORECAST

IMPCONFLAT

IMPINTERRUPT

IMPINCORRECT

Delayed start/Late
arrival

Malfunctioning
equipment

Forecasting

Care vs. Clinical
Trials

Interruptions

Incorrect
Information
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Apply this code to any information
that reflects a late start to the
sessions. This could be due to late
arrival or logistical problems.
Apply this code when the
facilitator references
implementation barriers related tc
malfunctioning audiovisual
equipment (projector, DVD,
volume problems, etc.)

Apply this code when the
facilitator references
implementation barriers related tc
participant inquiries that are
beyond the scope of the current
session (and will be covered in
subsequent sessions).

Apply this code when the
facilitator references
implementation barriers related tc
participant conflation with clinical
trials.

An example statement could be, ‘I
was in a clinical trial--1 went to the
doctor and he switched my
medication because | was getting
sick.”

Apply this code whéret
facilitator references
implementation barriers related tc
interruptions (i.e. participants
entering the room, a disruptive
participant, or cell phones ringing).
Apply this code when the
facilitator references
implementation barriers related tc
his/her provision of incorrect
information (i.e. handouts,
duplicates of session materials (i.e.,
support slips”),) or delivery of
session content(i.e. not fully
reading instructions for and
exercise.

This does not apply to tr@mission



IMPOMISSION

Omission of
session content

of information; instead use
“IMPOMISSION”

Apply this code when the
facilitator references
implementation barriers related tc
his/her omission of session
information. This includes
omission of scripted text in the
session plan.

This does not apply to the
provision of incorrectnformation;
instead use “IMPINCORRECT".

Modification /
Future
Application

MODIFICATION

Apply this general code to any
information that is important to
capture related to facilitator
recommendations for modification
of current session content, but does
not fit into any of the sub-topical
codes below.

MODNONE

MODRESTRUCT

MODEDIT

MODREMOVE

No modifications

Restructure
activity

Remove activity
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Apply this code when the
facilitator states that no
modifications were needed to the
activity and/or session.

This includes the facilitator stating
that the perfect amount of time was
used for the session.

Apply this code when the

facilitator states that an activity
should beestructured.

Examples include: giving feedback
during role-plays, removing a
picture from an exercise, making a
PPT presentation into a handout, or
condensing session activities.

If a specific activity is mentioned,
apply the appropriate code from
“SPECIFIC”

Apply this code if the facilitator
makes any reference to scripting
that text in the lesson plan needs:to
be edited.

This code applies specifically to
wording in the curriculum (i.e.
adding more or less text to the
introduction of an exercise, or
shuffling/condensing session
objectives within a lesson plan).

Apply this code when the
facilitator states that an activity



MODMORE

MODLESS

MODLIVE

MODINTERACT

MODMATERIAL

More Time

Less Time

Real PLWHA

Interactive

exercises

Provision of
session materials

should baemovedrom a session
completely, or when the activity is
described as not being useful.
Apply this code when the
facilitator statesnoretime was
needed for a specific session or
session activity or more time with
the ACTU expert. Double code
with “ACTU” if this is the case.
Apply this code when the
facilitator stategesstime was
needed for a specific session or
session activity.
Apply this code when facilitato
states an in-person testimonial
from a PLWHA (currently or
previously) enrolled in a clinical
trial would be beneficial.
Apply this code when the
facilitator suggests an activity
should be made more interactive
for session participants.
Apply this code when the
facilitator states that provision of
existingsession materials would be
helpful for session participants (i.e.
PPT presentations, informed
consent form, etc.)

[ MISC.

ENGAGEMENT

INTERESTING

CHALLENGE

ILL EQUIPPED
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Apply this code when the
facilitator references participant
engagement or disengagement,
including verbal and non-verbal
indicators of engagement. Apply
this code to illustrate
disengagement as well.

Apply this code when the
facilitator references interesting
points made by participants, or
interactions among participants
that were surprising or unusual.

If this relates to their
comprehension of session specific
materials, double code with the
appropriate “KNOWLEDGE"
code.

Apply this code when the
facilitator references challenges
related to group management.
Apply this code when the
facilitator references feeling ill-
equipped to answer participant
questions. This is a function of
insufficient training, not a lack of



LAYOUT

LOGISTICALGEN

RELATE

TRUST

preparation.

Apply this code when the
facilitator references the layout of
the room and how it may have
contributed to participant
engagement. Can double code
with “ENGAGEMENT” when
applicable.

Apply this code when the
facilitator references logistical
problems (i.e. incentives, food,
meeting space, transportation, et
If this is stated within the context
of the late arrival of participants
and it affected the start time of the
session, double code with
“IMPTIME”".

This does not apply to
malfunctioning AV equipment,
instead uséIMPMALFUNCT”
Apply this code when the
facilitator references how well
participants related to the sessior
content.

Apply this code when the
facilitator references participant
concerns related
skepticism/mistrust of the medical
establishment in general or clinical
trials research.
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Appendix G: Client Focus Group Discussion Guide

Recruiting

I'm going to start by asking you some questions about how you got involved with this series and what your
experiences were before the sessions started.

How did you first hear about the Project EAST’s Client Intervention Series?
What were your reasons for wanting to participate in the sessions?
What did [recruitment source] tell you about the program?

Did you think you received enough information about Project EAST to feel comfortable
starting the sessions?

Did you think you received enough information about the series to feel comfortable
participating?

What did you expect the sessions to be like?
Intervention Series

Now I have some questions about the sessions themselves. Please think about the 6 sessions that made up
the series.

How would you describe the sessions to a friend/colleague who is also living with HIV?
Probe: What did you do at the sessions?

How were the sessions similar to what you expected?

How were they different from what you expected?

What did you like about the sessions?

What was most memorable about the sessions?

What was the most important part of the sessions?

What new skills or information did you learn from the sessions?

What skills do you feel you need more help with?

What information do you feel you still need to be effective in being informed about HIV
trial opportunities?
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What information do you feel you still need to be effective in being referred to HIV/AIDS
clinical trials?

What information do you feel you still need to locate HIV trial opportunities?

What information do you feel you still need to be supported in your decision to participate
in a clinical trial?

What would you have liked to get out of the sessions that you didn’t get?

How do you feel about the amount of information you got? What about the length of the
sessions?

What would you do to improve the sessions?
Future Application

These last few questions ask abont how you feel about incorporating what you've learned into your personal
lives.

How prepared do you feel about locating HIV trial opportunities?

Before going through this series, did you know about your role as a potential participant of a
HIV trial?

Now that you have gone through the series, do you think you consider HIV trial
opportunities and tell others about trial participation?

How comfortable are you talking with your service provider about HIV trials?

How comfortable are you talking with referral services about HIV trials?

What fears do you have about communicating with your service provider about HIV trials?
What fears do you have about communicating with referral services about HIV trials?
What do you think will be most difficult about participation in HIV trials?

What do you think will be most rewarding about participating in HIV trials?

Thank_you so much for your time and thoughtful comments! The information you have provided will greatly
help us with future sessions.
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Appendix H: Service Provider Focus Group Discussion Guide

Recruiting

I'm going to start by asking you some questions about how you got involved with this series and what your
experiences were before the sessions started.

How did you first hear about the Project EAST’s Service provider Intervention Series?
What were your reasons for wanting to participate in the sessions?
What did [invitation source] tell you about the program?

Did you think you received enough information about Project EAST to feel comfortable
starting the sessions? Why or Why not?

Did you think you received enough information about the series to feel comfortable
participating? Why or Why not?

What did you expect the sessions to be like?
Intervention: Series

Now I have some questions about the sessions themselves. Please think about the 4 sessions that made up
the series.

How would you describe the intervention series to a colleague?
Probe: What did you do at the trainings?

How were the sessions similar to what you expected?

How were they different from what you expected?

What did you like about the sessions?

What was most memorable about the sessions?

What was the most important part of the sessions?

What new skills or information did you learn from the sessions?
What skills do you feel you need more help with?

What information do you feel you still need to be effective in informing your clients/patients
about HIV/AIDS clinical trial opportunities?
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What information do you feel you still need to be effective in referring your patients/clients
to HIV/AIDS clinical trials?

What information do you feel you still need to locate HIV/AIDS-related clinical trial
oppottunities for your patients/clients?

What information do you feel you still need to support your clients/patients as they decide
on participating in a clinical trial?

What would you have liked to get out of the sessions that you did not get?

How do you feel about the amount of information you got? What about the length of the
sessions?

What would you do to improve the sessions?
Future Application

These last few questions ask about how you feel about incorporating what you ve learned into your practice as
a service provider.

How prepared do you feel to fulfill the key roles of a service provider relating to HIV/AIDS
clinical trials?

Before going through this series, did you know about your role as a service provider relating
to HIV/AIDS clinical trials (inform your clients/patients about clinical trials, refer them to
available opportunities, and support them through their decision to enroll and participate in

clinical trials)? Tell me more about how you saw your role.

Now that you have gone through the series, how do you foresee your future interactions
with clients/patients with respect to HIV/AIDS-related clinical trials?

How comfortable ate you talking with your clients/patients about HIV /AIDS-related
clinical trials?

What fears do you have about communicating with your patients/clients about clinical trials?

What do you think will be most difficult about fulfilling your role as a service provider
relating to HIV/AIDS clinical trials?

What do you think will be most rewarding about fulfilling your role?
Have you informed your clients/patients about HIV/AIDS clinical trials, refetred them, and

supported them through the decision-making process to participate since the end of the
series? If so, please describe how the process went.
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Appendix I: Service Provider and Client Focus Group Discussion Codebook

Concept
Recruitment

Code
RECRUIT

Code Name

Code comment

Apply this general code to
capture information that is
important to capture related to
participant recruitment.

Motivators for
Participation

MOTIVATORS

Apply this general code to any
information that is important to
capture related to participant
motivators for participation, and
does not fit within any of the
sub-topical codes below.

MOTCTKNOW

MOTPROG

MOTLIVEHIV

MOTINCENTIVE

MOTALTERN

Clinical trial
knowledge

Project EAST

Living with HIV

Incentives

Alternative
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Apply this code when
participants reference motivators
related to learning more about
clinical trials knowledge. This
includes correct and incorrect
references regarding clinical trial
characteristics (definition,
phases, key terms, and
availability).

Apply this code when
participants reference motivators
related to learning more about
“the program” or “classes”. This
includes correct and incorrect
references regarding the sessicns
and general references about the
project (i.e. wanted to learn more
about why the project is taking
place.)

Apply this code when
participants reference motivators
related to learning more about
living with HIV. This includes
references to symptoms,
treatment regimens, and side of
effects medication.

Apply this code when
participants reference motivators
related to financial incentives
(gift cards, gas card) or
transportation.

Do not apply if participants
reference incentives as part of
their “most memorable” or
“liked” part of the intervention
session. Instead, use
“SATINCENTIVE”.

Apply this code when



MOTPROVIDREC

MOTGOAL

MOTPREVUNC

Service provider
Recommendation

Organizational goal

Previous
relationship with
UNC

participants reference motivators
related to a “break” or
“alternative” to their regular
routine. This includes avoiding
boredom, or being given the
opportunity to convene with
other people living with HIV.
Apply this code when
participants state their local
service provider (physician,
nurse, case manager, peer
coordinator, etc.) suggested they
participate in the sessions to gzin
more information about clinical
trials opportunities.

Apply this code when
participants state the intervention
sessions fit with their
organizational goal or that they
received administrative
persuasion (i.e. mandatory, or
“clear your calendars”) to
participate.

Apply this code when
participants state previous
relationships/collaborations with
UNC served as motivators for
participation.

Satisfaction with *SATISFACTION
Session

Apply this general code to any
information that is important to
capture related to participant
satisfactionwith the
intervention sessions, but does
not fit into any of the sub-topicall
codes below.

*If a session activity is
mentioned in context of
participants “liking” and
activity or an activity being
identified as being the “most
memorable” activity in the
session, double code with
corresponding activity from
“SPECIFIC".

SATAWARE

Awareness
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Apply this code when
participants make any reference
about the sessions raising
awareness or increasing
knowledge about clinical trials.
Also apply this code for any
reference to the sessions being
“informational” or
“informative”.



SATFACIL Facilitator Apply this code when
characteristics participants make any reference
about characteristiasf the
facilitators. This includes
facilitator knowledge of content
or interpersonal interactions.
SATINCENTIVE Incentive Apply this code when
participants make any reference
to incentives being their “most
memorable” or “liked” part of
the intervention session.
SATAURS Audience response: Apply this code when
system participants make any reference
about the audience response
system (“Turning Point”),
“survey”, or “clickers”.

SATGROUP Other Apply this code when
PLWHA/Group participants reference being
Setting happy, comfortable, or “feeling

safe” with other PLWHA in a
group setting.

SATQSANS Questions answered  Apply this code when
participants give any general
reference regarding their
questions being answered
directly, or in a timely fashion.

SATQSANS.ACTU | Apply this sub-code when
participants specifically
reference ACTU experts
answering questions ogceiving
“Parking Lot” responses (from
ACTU experts, or in general).

SATGENACT Interactive activities  Apply this coddnen
participants make any reference
about“liking” or “being satisfied
with” the intervention sessioris
general
Do not apply this code if
participants reference a specific
activity; instead use
“SATSPECACT” with the
relevant sub-codes.

Modifications MODIFICATION Apply this general code to any
information that is important to
capture related to participant
recommendations for
modification of current session
content—or skills they still neec
help with as it related to CT
participation and referral

MODNONE No modifications Apply this code if paiipants
state that no modifications were
needed to the activity and/or
session.
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MODLIVE Real PLWHA Apply this code if participants
state that an in-person
testimonial from a PLWHA
(currently or previously)
enrolled in a clinical trial would

be beneficial.
MODOUTCOMES Clinical Trial Apply this code if participants
Outcomes state that provision of statistics

on clinical trial outcomes
(survivorship, mortality, illness,
injured by research) would be
beneficial during the sessions.

Also apply if participants
mention outcomes being
beneficial to the medical

community.

MODINTERACT Interactive exercises  Apply this caflparticipants
desired more interactive
activities.

MODFDBK Feedback on Apply this code if participants

activities desired feedback on activities

(i.e. role-plays--where
demonstration of skills are being

assessed)
MODMATERIAL Provision of session: Apply this code if participants
materials desired copies adxistingsession

materials (i.e. PPT presentatior:s,
informed consent form, etc.).
MODREMOVE Remove activity Apply this code if panipants
state that an activity should be
removedrom a session, or if the
activity is described as not being
applicable or useful.
MODRESTRUCT Restructure activity. ~ Apply this geslecode if
participants state that an activity
should beestructuredput not
removed from a session
Examples include: removing a
picture from an exercise, making
a PPT presentation into a
handout, providing more context
to the introduction of an
exercise, or condensing session
activities.
MODFGGUIDE Focus group Apply this code if participants
discussion guide state the questions asked as part
of their focus group discussion
are redundant, or if
guestions/statement/complaints
are made in reference to the
discussion and timing.
MODACCESS Accessible Apply this code if participants
state the intervention study needs
to be made accessible to the
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MODREFERRAL

MODSTAFF

MISC.
ROLECONSIDER

SPROLE

TELLOTHERS

PREVEXPER
Specific Session = SPECIFIC
Activities

CTBAS

Referral

Project staff

CLIENTS ONLY
Consideration of

participation (before

or during)

SERVICE
PROVIDERS
ONLY

Service provider
role in the referral
process

Tell other PLWHA
about clinical trials

Clinical Trials
Basics
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broader community.

Apply this code if participants
suggest ways to streamline the
referral process.

An example includes setting up
satellite clinics (where trials can
be offered) in rural areas.
Apply this code if participants
suggest changes to staff for the
sessions. This includes the
rotation of staff in roles of
facilitators or note takers.

Apply this code if participants
reference considering
participation in clinical trials,
thoughts/inquiries about
participation (prior to beginning
the series or during the sessions).
Apply this code if participants
reference their roles as service
providers as it relates to

awareness about and referral to a

clinical trial.

This includes lack of knowledge:
about their role prior to
participating in the series, or if
they don't think the roles are
practical with their population.
General information about what
participants would tell other
PLWHA about clinical trials
and/or clinical trials
opportunities.

This should not be confused
the probe for the question
“What did your during the
sessions; as this probe is used
to assess participant
knowledge. If this is the case,
use the appropriate
“KNOWLEDGE" code.

Apply this code if participants
reference previous participation
in clinical trials.  Also include
and contextual information to
describe their experience(s).

Apply this code to capture the
facilitator’s thoughts related to
participant knowledge of clinical



TYPE

VIDEO

INFCONS

REFERRAL

COMM

SUPP

Types of Trials

Testimonial Video

Informed Consent

Referral to
Participation

Communication

Support
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trial basics (definition, phases,
types, and key terms (blinding,
randomization, placebo)), or
regimen changes for a potential
participant.
Includes PPT presentations,
handouts, or other associated
activities (i.e. randomization
activity (CLIENTS only)).
Includes “Types of Clinical
Trials” handout, THE CARD,
vignettes (SERVICE
PROVIDERS only), or posters
(CLIENTS only)).Associated
terms may include “naive”,
“failing” “HIV negative” or
“suppressed”.
Includes participant testimonial
video. Associated terms may
include “Glow” or “his story”, or
“other people”.

This should be a function of
participant feedback and/or
engagemennot malfunctioning
AV equipment; instead use
“IMPMALFUNCT”.

This includes the Jeopardy
game, consent form (SERVICE
PROVIDERS only), “silly”
consent form and/or posters
(CLIENTS only) or PPT
presentations (SERVICE
PROVIDERS and CLIENTS).
Associated terms may include
“IRB”, “DSMB?”, “participant
rights”, “bells”, “candy” or
“teams”.

Includes handouts (SERVICE
PROVIDERS and CLIENTS) or
posters (CLIENTS only)).
Associated terms may include
“steps” or “walking around the
room”

Includes skits or role plays.
Associated terms may include
“communication” or “talking
with” family, local health care
service provider or clinical trial
staff (aka “referral source”) as it
relates to trial participation.

Includes handouts and/or
posters/slips (CLIENTS only)).
Associated terms may include

now

“help”, “love

, “trust”, “care”,



LOCATE

CONFID

BREAK

ACTU

EAST

Locating trials

Confidentiality

Break the Barrier

“Ask the Expert”

Project EAST
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“advice”, or “childcare”.

Includes homework, internet
exercise, and sample clinical
trial advertisements. Associated
terms may include “internet”,
“find”, “brochure” or “flyer”.

Includes discussion and thaut.
Associated terms may include
“private”, “privacy”.

Includes brainstorm adyjvi
(participants generate barriers to
clinical trial participation).
Associated terms may include
“bells” or “teams”.

This includes the “Ask the
Expert” discussion and the
homework that details questions
to ask the expert.

This includes the Project EAST
brochure or PowerPoint
presentation. Associated terms
may include “classes”, or
“program”.



Appendix J: Satisfaction Survey

Project EAST
Service provider Curriculum

Response options

1 = Strongly Agree

2 = Agree

3 = Disagree

4 = Strongly Disagree
5 = Not Applicable

Satisfaction
1. The facilitator did a good job teaching the series.
__ 2.The facilitator did a good job teaching me new skills.
3. The facilitator was knowledgeable about the material.
4. Material was clearly explained during the session
5. The session activities were appropriate for the material.
0. I was comfortable asking questions during the sessions
__ 7. The facilitator did a good job answering my questions.
8. I think other service providers would find this series helpful
9. Ilearned relevant information for my professional practice through these sessions.
10. The information presented was what I expected.
11. I was satisfied with the series.

12. Overall, I liked participating in the program.

Thank you for completing this survey!
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Appendix K: Client Attendance Log, by Session and Grou

cL1
Session Number
1 2 3 4 5 6 total #
LT8 1 1 1 1 1 1 d 100
AL3 1 1 1 1 1] 1 d 100
MN2 1 1 0 0 1] 1 4 067
AR1 1 1 1 1 1 1 d 100
EE5 1 | 1 1 1 ] 1.00
DC7 1 1l 1 1 1 ] ¢ 1.00
RWS8 1 il | 1 ] ] ¢4 1.00
IG6 1 1 of 0 0 d 4 033
RIO 1 1 1l 1 1 1 d 100
AB3 1 1 1 1l 1 1 d 1.00
DR2 1 1 | 1 1 ] ¢ 1.00
uBs 1 1 1 1 1 1 d 100
MM5 1 1 1 1 1] 1 d 100
AVERAGE 0.92
CL2
1 2 3 4 5 6 total #
BC1 1 1 0 0 d d 1 o033
AT1 1 1 1 1l 1 1 d 100
OR3 1 1 1l 1 1 d 4 o083
AP1 1 1l | 1 1 1 ¢ 1.00
EK3 1 1 1l 1 1 1 d 100
BW2 1 1 1l 1 1 1 d 100
IM5 1 1 1 1 1 1 d 100
AM6 1 1 1 1 1 1 d 100
AH6 1 1 1 1l 1 1 d 1.00
LM1 1 1 0 0 d d 4 o033
NKO 1 1 1 1 1 1 d 100
AVERAGE 0.86
CL3
1 2 3 4 5 6 total #
Li4 1 1 1 1 1] 1 1.00
BJ5 1 1 0 0 d 0.33
JO3 1 1 1 ] ] 1.00
DG4 1 1l | 1 1 ] ¢ 1.00
AVERAGE 0.83
CL4
1 2 3 4 5 6 total #
BP97 1 1 1 ] ] 1.00
LB59 1 1 1 1 1 1 d 100
LA40 1 1 1 1l 1 1 d 100
LL68 1 1 0 0 0 0 4 033
LL55 1 1 0 0 1 1] 4 o067
AL73 1 1 1 1l 1 1 d 100
AVERAGE 0.83
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Appendix L: Provider Attendance Log, by Group

SP1
D Session | Session | Session | Session | total #
1 2 3 4 attended
AAAAL 1 1 1 1 4 1
AAAA2 1 1 1 1 4 1
AAAA3 1 1 1 1 4 1
AAAA4 1 1 1 1 4 1
AAAAS 1 1 1 1 4 1
AVERAGE 1
SP2
BBBB1 1 1 1 1 4 1
BBBB2 1 1 1 0 3 75
BBBB3 1 1 1 1 4 1
BBBB4 1 1 1 1 4 1
BBBB5 1 1 1 1 4 1
BBBB6 1 1 1 1 4 1
AVERAGE .96
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Appendix M: Sample Fidelity Comparison by Data Source (Client Series)

Implementation Checklist Only

Facilitator Debriefing Interviews only

Both

Did not ask participants what questions they hdier ¢he CT brainstorm.

Did not follow scripting after the randomizationeggise (creating comparable
groups)

Did not forecast upcoming information for session 3

Facilitator gives too much info about trends imidal trial participation when
reading the EAST brochure; this information is capdtl as part of the PowerPoint
presentation later in the session; this informasibauldn’t be introduced this early.

Asked patrticipant to volunteer to
read CT definition; not
accounting for potential literacy
issues.

Used analogy to
elicit participant
responses for CT
brainstorm that was
not scripted

The facilitator did not introduce the Parking Lot.

Facilitator did not present the session 3 recap fe3entation; read it verbally

Did not write participant feedback on the videoaoflipchart.

Did not use the coin reference—this is VERY impotteoncept! Instead used,” luc
of the draw”

Went over time (72+ minutes)

Two participants made it to step 8; script calisdne.

Speakers were not working
well/static

Still unclear as to what went
wrong

Had participants read “Referral
to Participation” Handout

Selected four
participants instead
of two; integrated
with types of trials
activity

Facilitator did not read objectives at the begigniread at the end of the entire
activity

No responses during recap, facilitator reframestme as “Who is eligible for”

Did not summarize “silly consent” exercise at also did a test run questions befo
part 1 began; should have been done before part 2.

Facilitator did not summarize the “silly consent’adl.

[e

Posters were placed ~ 20 feet
away from participants, much
further away than they were at
other sites

Posters not put up ir
time

Did not follow the
script for Break the
Barrier

Did not say: “Remember your participation is volmt' or that the circles
correspond to the pictures on the poster.
Asked participant to read four rows homework agsignt; she read everything.

Facilitator gave several hints to

see if participants would associate

pictures on slips with posters.

Duplicate support
slips

Did not have participants name places first—jumped directly into what they
found and information from the ad; engages in dialogue about trials not being on
on TV

Framing his inquiry around “has anyone disclosed their information”; this isn’t
the focus of this activity (e.g., “what do you tell people if they ask why you're

going....”

Facilitator uses “privacy” and
“confidentiality”
interchangeably during this
session.; unsure to what the
difference is

No Internet for
locating trials
activity; walked
through website
links very slowly for
participants.
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Appendix N: Sample Visual Display of Client Satisfaction, Sefadsions

Session Client Group
#
CL1 CL2 CL3 CL4
« Facilitators were  Session was more than Skit o New information (“Learning
personable; “broke expected; great job Interact with other CLIENTS things I didn’t know about”
down” [information] and | e Participant thought he Organization of the room (like a o “All of it”

1 provided answers to would have to talk about board room) « Participants questions were
participant parking lot himself; was glad he didn’t “Clickers” (audience response answered; received a lot of
questions. have to (“I be happy.”) system) information

o “Clickers” o Randomization activity

o “Clickers” from previous | ¢« How to overcome barriers That you all make it fun and like | « Receiving “vital information”
week (ARS) (“Break the Barriers” down to earth so that, you know,| * Feeling comfortable (“I felt

« Facilitators were great activity) you can relate all different types| comfortable with [the people],

* Bre.al.( th? Barri?r * EV(?I'}./(?ne's“parti(.:ipation in of situations from n-, not having | Y°U know, I do, you know.”
activity (“the thing we activities (“I won’t forget familv suoport to having famil

3 did competing for the how everybody y supp 9 y

candy... that was
challenging”)

o “All of it”

« Interactive activity from
previous week

participated”)
« Comfortable; around people
who have the same problem

support




0ST

Appendix O: Sample Visual Display of Service Provider SatisfactibSeAsions

Service Provider Group

Session

# SP1 SP2
Comprehensiveness and detail of “Referral to Hpgimon” activity; | « Interactive
visual representation of the process « More information on how people get involved; nepard
Defining the different types of trials and whatfeient trials look at. attention
Honesty and upfront nature of the clinical triattpapant video; « Sessions flowed together; well integrated

1 participants worked issues with the CT team. « Most memorable was testimonial video
Video is an excellent tool for clients as it sha@seone who has « How to reach out and where to go to get more inédiom
been through trial and is still alive o RTP handout very helpful
Facilitators were informative; kept participantseation « Types of Trials new to everyone except for physicia
Knowing what research is being offered at UNC (T#RD)
Use of different media (paper, internet, skit)
Informed consent activity (Jeopardy) allowed sex\pcovider to « Jeopardy; good way to learn informed consent
look through an ICF to find major components (“Diooid away with| « Scavenger Hunt made them more aware; “they argyehere

2 Jeopardy!) now”
Understanding the informed consent process, ang#rtcipation is| « Service provider/Patient role-play was helpfulpalithem to
voluntary feel more equipped give more detailed informatigot; easier

as they went through

Learning where to go to find clinical trials (whehee rubber meets | « Don't recall the four service provider roles handou

3 the road); having facilitator navigate service pdevs through the « Circles of Connections more local in content; Idd&V service
website. providers
“Breaking the Barrier"—what service provider thinksa barrier « “Were we uneducated; now that we are educatede thasiers
may not be perceived by someone else at a bathialienged have been removed.”

4 service provider to think outside the box

Opportunity to have a candid conversation with ACddgtor; “real
time responses”
Most memorable overall: presenters and testimasikeo.
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Appendix P: Client Satisfaction Compared to Facilitator Perceived EngageBelect Sessions

CL3

CL4

Session
#

Facilitator Perspective
(Engagement)

Client Perspective
(Satisfaction)

Facilitator Perspective
(Engagement)

« First 30 minutes less lively as

compared to the rest of the sess
activities; participant really
wanted a copy of the presentatiq
slides; facetiously said “Here’s a
handout” when handouts were
passed out.

“Pretty lively group”

Not as engaged and lively during

e That you all make it fun
and like down to earth
so that, you know, you
can relate all different
types of situations from
n-, not having family
support to having family

« Female participant that was
disengaged the previous we
was very active during this
session (taking notes,
answering facilitator
questions); couldn’t quite
finish her responses, but
spoke anyway

« Older male participant is

Client Perspective
(Satisfaction)
e Receiving “vital information”
« Feeling comfortable (“I felt
comfortable with [the
people], you know, I do, you
know.”

3 Y support .
the ICF activity; observer states “checked out”; very quiet anc
they were glancing off, but still doodling during the session
paying attention to the facilitator but,made 2 or 3
Participants looked “drained and comments!
disengaged” after the ICF activity « Dominant female very
facilitator took a five minute engaged:; first to answer eve
break (and a few other five minu question
breaks over course of the day)
Expert ask participant to pass hg « Flow of entire series; « Very engaged; attentive. » Doctor answered all
a note? doctor came in an Male participant still participant questions
Participant looked “paralyzed”; “nipped everything in the doodling, but engaged (honestly and clearly)
very still and didn’t say anything.| bud” otherwise « Being able to talk their
Expert tried to make her look « Doctor explanation of disease in a space with other
6 comfortable be asking if she had  how medication dosages clients

anything to ask

Small group, pretty engaged;
body language is somewhat
deceiving because the participar
with back turned and head down
is still engaged in dialogue

are determined

o Interaction in session
activities; get the “full
view” on what’s going on
instead of just being told.
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Appendix Q: Service Provider Satisfaction Compared to FacilitatoeettEngagement, Session 1

Session # Facilitator SP1 Facilitator SP2
Participants are Comprehensiveness and deta Participants spread out across Interactive
attentive and engaged; of “Referral to Participation” the room; no table for them sit More information
seem comfortable activity; visual representation around on how people get
asking questions of the process More engaged and attentive at involved; never
Participants sitting Defining the different types off  the beginning and end of the paid attention
forward during the skit; trials and what different trials session Sessions flowed
gave insightful look at. Participants some nodding off; together; well
feedback Honesty and upfront nature o no questions about Project integrated
Participants more the clinical trial participant EAST Most memorable
attentive with the video; participants worked Facilitator states, “I felt like | was testimonial
“Referral 101" exercise issues with the CT team. had one cheerleader in the video
very quick responses Video is an excellent tool for crowd for a while.” How to reach out
with the client clients as it shows someone One question during the CT and where to go tg

1 vignettes. who has been through trial PPT presentation get more
Nodding in affirmation; and is still alive More attentive with the information
smiling Facilitators were informative; “Referral 101" exercise; read RTP handout very
One service provider kept participants attention TOT handout very quick helpful

looked fatigued; had 8
patients that morning
People getting fidgety
and restless towards th
end of the session

Knowing what research is
being offered at UNC (The
CARD)

Starting with the basics and
building from there (not
assuming that SERVICE
PROVIDERS know the
information

Use of different media (paper
internet, skit)

responses with the client
vignettes.

Pretty active during the CT
barriers brainstorm. Physician
shared info about Guatemala;
WWII

Participants read handouts tha
are passed out; somewhat
engaged

Two participants (MD and NP)
ask questions about RTP.

Types of Trials
new to everyone
except for
physician
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