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1.0 PROTOCOL SUMMARY AND/OR SCHEMA

The Queens Library HealthLink project is afive-year study to determine whether
community involvement in cancer control can improve and sustain rates of screening and
behavior change, above and beyond results achieved through more traditional public health
measures. In this project, public library branches provide a base of operations for organizing
communities, gathering data, planning and implementing local health promotion experiments,
and disseminating results. The project will work with 20 of the 63 public library branchesin
Queens, serving neighborhoods with the lowest socioeconomic status, high rates of |ate-stage
cancer, and amix of ethnic compositions. 1n each community, we will follow a common
approach to collaborative program development based on our ACCESS model (Rapkin et al.,
2006) to determine the health promotion and cancer screening activities that are best suited to
local priorities, cultures, preferences and opportunities. With libraries as our base, we will form
twenty “ Cancer Action Councils’ comprising networks of local organizations and stakehol ders.
Over twelve months these Councils will work with “HealthLink Specialists’ on our team to
develop programs and services to benefit a wide range of residents within each target
community. Although we anticipate that each community will have different needs and require
different strategies, we expect that this intensive process of collaborative program devel opment
will lead to sustained improvementsin key cancer control outcomes. Both proximal and distal
indicators of primary program outcome are used to gauge the direct impact of HealthLink
activities on information requests, screening and referral, as well as the diffusion of benefits to
the wider community. Organizations collaborating on this project include the Queens Borough
Public Library System, the American Cancer Society-Queens Division, the Queens Cancer
Center, Caritas Health Inc. DBA Mary Immaculate Hospital, and Memorial Sloan Kettering.

The Queens Library HealthLink Project is a population-based intervention, intended to
improve cancer control at the community level. In order to evaluate this intervention, we use an
interrupted time-series design with multiple baselines. In this design, each community serves
both asits own control and as a comparison for other communities. The overall project timeline
and design is presented in Figure 1. Inthis Figure, time progresses from top to bottom, over 60
months. Colored sections represent concurrent control, experimental and evaluation activities.

AsFigure 1 depicts, the first three months of the project will be a start-up period, during
which time we will collect our first wave of data on cancer referral, screening and utilization.
Starting in month 4, we will provide training and materials to staff of all 20 branch libraries, so
that libraries can begin to offer on-going access to awide variety of available cancer education,
information, referral, and screening programs. This constitutes the control condition. Services
available in the control condition constitute an enhanced standard of care, in that they are all
already available to the Queens Community, but they are rarely organized and packaged to be
readily and consistently accessible at asingle site. These servicesinclude low-reading difficulty
educational materials and on-site programs offered by the American Cancer Society, screening
through the NY S DOH Healthy Living Partnership, regular visits by the Queens Health Network
Mobile Cancer Screening van, and follow-up care available through the Queens Cancer Center.
Under the control condition, all programs and services will be delivered following usual
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procedures; Although the branch libraries will serve aslocal hosts, programming islargely set in
advance, with minimal community input. This model of service delivery isreferred to as a*“top-
down” approach, in the sense that fixed services are offered by the public health experts such as
the ACS, MIH and QCC, with community members as relatively passive recipients. Based on
our multiple baseline design, neighborhoods will receive only control condition services for
between 3 to 36 months.

Under the experimental condition all of the servicesin the control condition remain
available, supplemented with an intensive, year-long process of community organizing,
participatory research, program planning and implementation. The experimental intervention
will be organized by library-based “HealthLink Specialists,” trained to implement an expanded
version of the ACCESS program development model (Rapkin et al, 2006). The experimental
intervention includes: the formation of the local “Cancer Action Council” (CAC); collection and
presentation of local surveillance data to inform program planning by CAC; outreach measures
to extend the reach and effectiveness of the standard ACS and QCC services; and the initiation of
new cancer programs and services to address unmet needs identified by the CAC. Over atwelve
month period, each CAC will receive information on community needs related to cancer, as well
as feedback about their results of their programs. Thus, each CAC will have opportunities to
revise and refine its strategies, and to test new approaches. As Figure 1 shows, the intervention
beginsin the first two communities in month seven. Branch libraries will continue to cycleonto
the experimental intervention every four months, as earlier communities complete their intensive
collaboration with the HealthLink Specialists.

After this one year process of intensive planning is finished, we want to examine the
sustainability of our community planning approach and any on-going impact on rates of cancer
screening and health behavior. Although the HealthLink Specialists will discontinue their hands-
on involvement with each CAC, we expect the CAC to remain in place as an established body to
guide community cancer control efforts. The ideaisto see whether CACs can continue their
work of community organizing and planning autonomously, with appropriate interaction with
and support from public health providers. Ideadly, the activities and role of the CAC will be
cemented in place after one year, making for a seamless transition after completion of the
intensive intervention. CACs may continue their activitiesin any way they seefit. In order to
support sustained gains, all enhanced standard (control condition) services will remain in place.
CACs may aso initiate consultations with the HealthLink Specialists, and they may request local
surveillance data, as they deem necessary. We will examine whether CACs stay in place and for
how long, how their membership and activities change, and whether and how they continue to
work with HealthLink Specialists, ACS, MIH, QCC and other public health providers.

AsFigure 1 depicts, our evaluation (Ongoing Data Collection) will continue before,
during and after intensive collaborative research and planning, in order to determine whether and
how the intervention promotes and sustains changes cancer screening and health behavior.
Ultimately, we want to determine whether and how the ACCESS model can be used to get
community stakeholders actively and meaningfully involved in monitoring and addressing access
to cancer screening and prevention services, to improve public health outcomes.
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FIGURE 1: Protocol Schema

IMPLEMENTATION SCHEDULE FOR EVALUATION AND COMMUNITY-BASED INTERVENTION ACTIVITIES

NTAL INTERVENTION: Intensive Participatory Research with Libraries and Community Partners

CONTROL: Enhanced EXPERIME
Month Standard Services followed by support for sustained community involvement in cancer control
0-3 Arrange Standard Service PREPARATION TO INITIATE COLLABORATIVE INTERVENTION (Months 0-3) Set Up Data Collection
46 EE — :
- . Interrupted Time Series with Multiple Baselines :
Traditional - IPR at KB One year of Intensive Participatory Research Library

11 PN isits Libraries IPR at begins in two new libraries, every four months Street| information
15 Programs 1&2 Libraries IPR at Intercept] & referral
ib offered i 3&4 Libraries IPR at Surveys
PXY at every ‘ 5&6  Libraries IPRat (25 t0 30
27 library ; T&S8 Libraries IPR at anonymous] Utilization,
K3 8 plus data { ! 9 & 10 Libraries TIPRat } surveys Referral,
k5] on atfend- _ I 11 & 12 Libraries IPRat gathered every and
KL ance & 13 & 14 Libraries IPRat 10 weeks in Staging
L& satisfaction isfaction Consultation and assessment will continue, to 15 & 16  Libraries  TPR at each of 20 Data
Ll with on-site  |with- examine sustainabjlity of benefits after IPR 1 17 & 18  Libraries communities)] from ACS

19 & 20 N =12825 and QCC
to 15390 Records

51
55
56-59

r RCN RCN l RCN RCN RCN

60 DATA ANALYSIS: Case reports & data analysis will be carried out during project. Summative analyses will be carried out after completion of data collection

RCN = Library readiness, capacity, and community needs assessment, includes interviews with key informants (librarians and community opinion leaders),
observational assessment of library environments, focus groups to determine appropriate education and outreach strategies, and library-based
collection of additional anonymous intercept surveys to determine how well the groups we are reaching represent the broader community
‘We will update information at the completion of intensive planning and again at the end of the project to examine the time gradient of sustainability

IPR = Experimental Intensive Participatory Research starts with formation of the local Cancer Action Council & involves one year of joint program planning & testing

Note: Throughout the project, we will also gather intervention process data to determine (1) how much consultation and assistance is required from
project health-link specialists; (2) how much advanced work and support libraries and their partners are able to provide ACS, and (3) how much
libraries and their partners are able to do the front-end work required by the QCC van. These variables would affect possible areas of costs
and savings that would be involved in expanding and/or replicating this program.
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20 OBJECTIVESAND SCIENTIFIC AIMS

Our specific aims and research questions are:

1. To determine whether community-based participatory action research |eads to more effective
cancer prevention and control in underserved communities compared to traditional, “top-
down” programs.

2. To examine how communities engage in the participatory research process, in order to
develop locally tailored initiatives for cancer education, prevention and control.

3. To examine whether and how long program effects are sustained after completion of the
intensive collaborative program planning intervention.

3.0 BACKGROUND AND RATIONALE
3.1 Background
Queens County Overview

Queens County is one of the five boroughs of New Y ork City, and iswell known
for its kaleidoscopic demographic characteristics. According to 2000 U.S. Census data,
Queensis the second-most populated county in New Y ork State, with more than 2.2
million residents, and continues to be the fastest-growing county in New York State. |If
Queens were an independent municipality, it would rank as the fifth-largest city in the
U.S,, just behind Chicago in terms of total population. (U.S. Census, 2002, Ranking
Tables, S06) The borough is one of the most tightly packed urban areas in the U.S, with
a predominance of multi-family structures and a density greater then 20,400 residents per
sguare mile. Queensis also acounty of numerous distinct neighborhoods — many of
them former Colonial-era townships.

Of central importance to this protocol is the unprecedented ethnic, linguistic and
cultural diversity that makes Queens easily the most diverse county in the nation.
Overall, minority groups comprise 67.1% of the total population, with significant
representation from subgroups within each of the major ethnic subgroups. Queens has
seen an influx of new residents from virtually every nation of origin, including Mexico,
China, the Philippines, India, Koreaand El Salvador, among others (Census, American
Community Survey Profile, 2002); more than 47% of all Queens residents are foreign
born, alevel of immigration surpassed only by Miami-Dade County in Florida, at 51%.
Slightly more than 25% of Queens residents are not U.S. citizens and 53% of residents
speak alanguage other than English in the home, with more than 27% of residents
speaking little if any English. Infact, New Y ork City public schools serve children in
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Queens who speak at least 150 languages and dialects (NY CDOE, 2004). Queens aso
ranks eleventh among counties nationwide for its total of African American/black
residents, with a population of more than 446,000. Nearly one in six Queens residents
livesin poverty. The borough aso continues to struggle with educational attainment,
with about three-quarters of residents having completed high school or equivalency
exams but only 15% completing four-year College. Many immigrants areilliterate in
their native languages, and a majority of residents have limited English proficiency and
poor health literacy.

The Queens Cancer Experience

In 2004, the American Cancer Society estimated a continued trend of increasing
cancer incidence for Queens, as well as the nation, which combines decreasing mortality,
for al sites for men and women combined (ACS, 2004; Weir, et a., 2003). In terms of
new diagnoses, in the late 1980's there was an average of 8,868 cases of cancer diagnosed
per year; in 1996-2000 the average was 9,725 new cases per year. Thisincreasein
number of casesisnot just areflection of population changes, as age-adjusted rates
increased during thistime for both men and women. For men, incidence increased from
423 per 100,000 units of population to 514 per 100,000 and for women from 375 per
100,000 to 406 per 100,000. In contrast, long-term improvement in survivorship has
reduced death from cancer by 11.6% during the same time-period, from 4,213 deaths per
year in the late 1980s to 3,725 deaths per year for 1996-2000 (NY S Cancer Registry).
New Y ork State Cancer Registry data for 1996-2000 show the mgjority of cancer cases
and cancer death in Queens results from four primary cancer sites, including breast,
prostate, lung/bronchus and colorectal cancers. A closer look shows a more complex
picture, suggesting that progress has not cometo all residents. Indeed, Queens has a
lower rate of early stage detection than the rest of New Y ork State, and segments of the
population experience elevated rates of late-stage detection.

Data provided by the Queens Cancer Center reveal aclose up view of the cancer
disparities between Queens and the U.S. Due to the catchment areas served by its parent
organization, the Queens Health Network (QHN), QCC serves an overwhelmingly
minority population (above 80%) which includes more than 100 different ethnic groups.
This population suffers from cancer disparities common among the medically
underserved (Ward, et al., 2004). This population includes many immigrants, who are
the least likely to get screened (Godl, et al., 2003). In all magjor cancer sites, QHN has
seen an increased likelihood of |ate state presentation and increased rates of mortality.
For instance, the rate of late-stage detection found at QHN for breast cancer is almost
three times the national average, and nearly twice the national average for prostate and
rectum cancers.
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3.2 Rational

Concepts and Theoretical Models Guiding the Queens Library HealthLink Project

The complex portrait of health disparities in Queens suggests important lessons.
The data from the Queens Cancer Center show very high rates of |ate stage diagnosis for
some cancers. Y et disparities do not break neatly or smply along racia or ethnic group
lines. For example, even though gross differences among racial/ethnic groupsin
mammography rates have closed, the fact that about one in four women are still not
adhering to recommended screening guidelines suggests that we need to look at factors
that interact with race. Similarly, comparable rates of smoking among racial/ethnic
groups do not mean that factors that sustain this behavior are comparable or that these
groups would respond to identical interventions. Thus, informed by the work of Freeman
(2004), the premise behind our proposed participatory approach is that the best way to
address racial, ethnic and class related disparitiesis to work at the local level, to account
for amix of influences.

This project is guided by Berger and Neuhaus' (1996) theory of community
empowerment through the devel opment of mediating structures, as well as work by
Wandersman (2003) on community science, and work by Israel and colleagues (1998),
Minkler and Wallerstein (2003), and Lasker and Weiss (2003) on community
partnerships. Our group has applied these concepts in participatory research on cancer
awareness and screening through our ACCESS cancer education and outreach project
(Rapkin et al., 2006), and we have also written about the utility of this model as an
aternative to paternalistic approaches to the devel opment and dissemination of
preventive community interventions for HIV (Rapkin and Trickett, 2006). The ACCESS
model is founded on the observation that “ one-size-fits-all” programs administered and
controlled by centralized service delivery bureaucracies have failed to meet the needs of
underserved communities (cf. Green, 2001). Asan aternative to this “top-down”
approach, we posit that solutions to problems of health access and health behavioral
change must be crafted at alocal level, in response to local history, ecology, and
culture(s) (Syme, 2004).

In this model, the role of central institutions (e.g., the municipal health care
system, the federally funded cancer screening program, the NCI-designated cancer
center) isto empower community-based organizations to develop, administer and
evauate locally tailored programs that fulfill central policy objectives (e.g., more
screening, less smoking, better primary care access). We contend that this approach is
the most potent way to ensure cultural sensitivity and appropriatenessin effortsto
address health disparities (Jumper-Thurman, et al., 2004; Y oshikawa et al., 2003).
Further, urban neighborhoods have their own attributes that influence diffusion of
information and program participation, and thus the application of our model. These
neighborhood attributes are both structural (e.g., employment rates, public assistance
receipt, family concentration, ethnic diversity, residential instability) and related to social
organization (e.g., social cohesion and trust, dilapidation, deviance and crime) (Cutrona
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et a., 2005; Browning & Cagney, 2002; Kirby & Kaneda, 2005; Leventha & Brooks-
Gunn, 2000; Ross & Mirowsky, 2001; Sampson et al., 1997).

For this community empowerment model to work, a number of critical elements
must be in place (Foster-Fishman et al., 2001; Lantz, 2001). First, there must be
provisions to develop and sustain collaborative partnerships between mediating structures
and central ingtitutions. Thisinvolves provision for joint planning and problem definition
over asustained period. Second, these local organizations must have access to enhanced
resources and technical assistance needed to fulfill their role as mediating structures.
Third, there must be on-going evaluation of program process and outcomes, to
understand whether and how locally crafted strategies are working, and to revise plans as
needed. Aswe and others have noted (Rapkin and Trickett, 2006; Wandersman, 2003;
Green, 2001), this model of public health practice is quite consonant with the
participatory action research paradigm (Arcury, 2000; Schulz et a., 2002).

In participatory research, researchers and community members collaborate on an
on-going basisin an iterative process of problem definition, problem solving, and
evaluation (Williams and Lykes, 2003), which may involve building research or
programmatic skills, development of necessary tools, mobilization of new resources, and
broadening and deepening relationships (Foster-Fishman et a., 2001). Thismodel is
particularly applicable to addressing the problem of cancer-related health disparities,
which requires sustained adherence to preventive health behavior and screening
regimens, integrated pathways to care that may be readily accessed if and when needs
arise, and adaptability in the face of emerging technologies and evolving
recommendations for optimal self care. Additionally, drawing from the social
disorganization framework (Elliott et al., 1995; Sampson & Groves, 1989; Shaw &
McKay, 1942), we hypothesize that community organizing may serve to offset
neighborhood factors that impede use of health programs and services. The Queens
Library HealthLink project is poised to implement this empowerment model in a
targeted, community-specific manner through the library system, to identify and address
disparitiesin prevention, screening, and care related to the major cancer diagnoses that
affect Queens County.

Rationale for Participatory Health Promotion Research in the Public Library System
Every state and each territory in the U.S. has a public library system. Research
suggests that libraries possess characteristics that potentially make them ideal settings
from which to conduct health outreach activities (Pasick, Hiatt and Paskett, 2004). Many
public libraries are embedded in underserved communities and are an important resource
to community residents. They provide information in languages spoken in that
community, such as information about employment opportunities and available social
services; give access to computers and the Internet; are a venue for public gatherings,
such as workshops and study groups; and often provide desirable programs for adults and
youth free of charge, including English as a Second Language (ESL), literacy courses,
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and various after-school programs (American Library Association, 2004; Queens
Borough Public Library, 2005).
Given libraries’ connection to local community culture and history and their role

astrusted repositories of information of all sorts, these settings are uniquely positioned to
provide health information to medically underserved populations as well asto facilitate
outreach for screening and other kinds of preventive care (e.g., vaccinations). Individuals
who are medically underserved often experience multiple health care problems and needs
(Schiffman et a., 1991; Hoffman et a., 2004). Thus, any health-related inquiry to a
librarian offers an opportunity to connect underserved patients to multiple systems of

care.

The Queens Borough Public Library System in particular, offers an ideal setting
for this project because of its established |eadership role in reaching the diverse,
medically underserved communities of this borough. The Queens Library has high
penetration into these underserved communities, with 63 branch libraries and 6 Adult
Learning Centers. Librarians speak the language(s) of the communities they serve and are
atrusted source of information. Customers now have access to books and other library
materialsin 78 languages. The system iswidely used, with the largest circulation of any
library system in the country every year since 1994. A population-based survey
commissioned by the Library’s Board of Trustees conducted in 1994 indicated that 78%
of Queens residents had visited a library branch in the past 12 months. 87% of Chinese
respondents, 64% of Hispanic respondents and 61% of African American respondents
were Queens Library card holders. 1n 2003, there were 862,000 active borrowers and
478,000 people attended 22,000 free programs offered by the library. Volunteers donated
52,000 hours of service, including an adult literacy program
(http://www.queenslibrary.org/About/index.asp).

Review of the literature indicates that very little work has been done to examine
the potential role of public librariesin cancer screening, diagnosis, and clinical trials.
Public health initiatives carried out with academic, medical and/or public libraries as
partners have focused largely on improving information delivery viathe Internet (\V oge,
1998; Guard et al., 2000), and assessing the perceptions of librarians in their role as
health information professionals (Wood et al, 2000; Scherrer, 2004). Additionally, there
are anumber of articles about various ways to work with libraries to address information
needs of the community (Guard et al., 2000; Nicholas & Marden, 1998; Hollander, 2000).
Another topic of recent interest is librarian training in health care and information
diffusion (Wessel, Wozar & Epstein, 2003).

To redlize the potential of libraries as points of entry into multiple systems of
health care, a number of challenges have to be addressed. Because public libraries serve
many missions, fostering access to care would have to be coordinated with many other
tasks. Libraries are dense information environments, so health-related programming and
activities may not stand out against the backdrop of many other offerings. Libraries
would need to educate their patrons and communities about the possibility of obtaining
health information and access. For this reason, our project introduces HealthLink
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Specialistsinto the libraries, with specialized training and support to mobilize the library
and its surrounding communities in effective tailored health promotion activities.

3.3  Work Accomplished/Preliminary Studies

The MSK ACCESS Program

The ACCESS model was developed by Rapkin, Massie and colleagues (Rapkin,
et al., 2006) to guide our efforts to partner with community-based organizations to
develop and sustain cancer-related awareness and screening programs (R25 CA 66812,
Massie, Pl). ACCESS provides a genera approach for carrying out and evaluating
public health promotion partnerships between community organizations and academic
institutions. In implementing our initial ACCESS grant, we worked with representatives
of 67 eligible community-based organizations, including religious institutions,
neighborhood organizations, senior centers, hospital and community-based clinics, arts
and cultural organizations, residential mental health treatment facilities, school-based
programs, and one drug treatment program.

The ACCESS model involves acyclical process of information gathering,
participatory planning, implementation, evaluation and re-assessment (see Appendixes
B.1, B.2, and B.3). When we started the ACCESS project, we were concerned that
agencies serving the most under-resourced and disenfranchised communities were likely
to have the fewest resources for taking on new program areas, like cancer screening.
Thus, our model was designed to be highly scalable, both in terms of the kinds of
consultation and support offered to agency participants, and the kinds of programmatic
goals agencies set out to achieve. This sort of adaptability to local circumstances will
also be critical for work in the library system. Several key features of the ACCESS
model will be adapted to support participatory research activitiesin this project,
including:

e Setting Readiness Assessment: ACCESS staff amassed data about each participating site
from multiple sources, including all agency contacts, site visits, agency literature such as
brochures or annual reports, and formal informational interviews. We used these data to
determine an agency’ sinitial readiness and capacity to carry out cancer related programs
and activities along dimensions ranging from consistency with agency mission to
physical facilities. Reliability was excellent for most dimensions. Out of 64 separate
coding decisions, kappa exceeded .90, for 33, exceeded .80 for another 15, and exceeded
.70 for another 9 (kappa ranges from —1 to 1, and chance agreement is 0). The codebook,
coding materials and detailed reliability results can be found in the Appendix (see
Appendix B.4).

e Community Barometer Needs Assessment: Working together, site liaisons and ACCESS
outreach staff would gather data from potential participantsin cancer-related services at
the agency, using a brief survey instrument that we assembled to gain information
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necessary for program planning. The anonymous Barometer included information about
health service use, cancer history, screening adherence, knowledge of breast cancer signs,
beliefs and fears about cancer, and perceived risk, as well as preference for various
programs and basic demographics. Barometer findings and discussion of itsuseas a
planning tool are described in Lounsbury et a. (2006).

e Program Planning Meetings: Using available data, site liaisons and ACCESS staff would
meet to consider possible cancer-related activities for the agency. In order to prevent
foreclosure on any given approach, we used a problem-solving paradigm to guide
planning discussions, including problem identification, generation of aternative
solutions, analysis of consequences for both clients and the agency, and development of
means-ends plans. In our work in the libraries, these Program Planning meetings will be
held with the Cancer Action Councils representing an even broader range of community
perspectives.

e Consultation and Capacity Building: Agencies could receive technical assistance from
ACCESS staff as needed to implement programs. Senior ACCESS investigators and
post-doctoral fellows provided assistance in the following areas. development of formal
program planning procedures (37% of participating agencies), creation of specialized
data collection instruments or procedures (beyond the Barometer) (12%), assistance with
local grant writing (10%), specialized curriculum development (9%), development of
outreach strategies (7.5%), training in data analysis skills (6%) and assistance recruiting
and orienting board members and community |eaders to serve as project advisors (6%).

e Program Implementation: After completion of planning and capacity building, agencies
were ready to implement programs of cancer-related activities. Activities varied widely
in scope. Just over half of the agencies (53%) that we worked with implemented
educational programs or events covering one or more of the following topics. general
information about breast cancer and screening (49%), family risk and genetics (24%),
breast self-examination (30%), obtaining mammography (18%), information on wellness
and health promotion (13%) and other related topics (e.g., doctor-patient communication,
volunteerism, caregiving) (12%). A smaller proportion of CBOs (18%) sponsored events
on-site where women were screened in mobile mammography vans (9%) or trained in
breast self-exam (9%). The flexibility of the ACCESS model alowed sites to make best
use of existing resources and to meld cancer-related activities with each agency’s culture
and character.

e Program Evaluation: In order to better understand factors that influenced CBOs' level
and pattern of cancer-related activity, we examined whether measures of baseline setting
readiness and capacity affected cancer-related activities. Further, we also examined
whether capacity affected the type and extent of new cancer-related activities directly or
indirectly by influencing the degree of contact the agency had with ACCESS staff. In
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statistical terms, we wanted to determine whether contact with ACCESS mediated the
influence of CBOS' initial capacities on the cancer related activities that they undertook.
Briefly, we found that agencies with high baseline capacities tended to engage in more
on-site screening and further capacity building. Capacities that affected these outcomes
included prior staff experience in health education and outreach, assignment of specific
staff membersto carry out cancer-related programs, and agency accessibility. Detailed
results of these analyses may be found in Rapkin et a. (2006).

The* ASK ME Campaign”

ACS, QCC and MSK worked alongside the Queens Borough Public Library to
leverage the library’ s extensive reach in the borough to achieve mutual health promotion
objectives. Specifically, in 2003, we were brought together by the ACS to work on our
first four-way collaboration, to increase utilization of the CDC'’ s Breast and Cervical
Cancer Early Detection Program, which is administered in Queens by the ACS. Our goal
was to deploy the “ASK ME Campaign,” which used a variety of materials and outreach
to promote breast cancer screening among uninsured or underinsured women. QBPL
librarians were important partners in designing the implementation of this campaign.

The first phase of the campaign consisted of training for librarians on breast
health awareness and breast cancer screening. This training was conducted in September
2003 by QCC director Dr. Kemeny, supported by ACS staff. Drs. Elliott Goytia and
Rapkin conducted the evaluation. Senior Librarians from 59 of the 63 Queens Public
Libraries attended the training. A description of our early experiences in implementing
the first phase of this project were presented at the 2004 Meeting of the American Library
Assaciation (O’ Connor, 2004) and are detailed in a paper published by the journal
Cancer, Culture and Literacy (Goytiaet al., 2005). Briefly, resultsindicate that Queens
librarians are seen as a significant resource in their communities for information about a
variety of health and disease prevention topics. Although health outreach to medically
underserved residents had not previously been a primary mission of these libraries, many
librarians saw great need in their communities and the vast mgority felt that assisting
residents in getting access to services for early cancer detection should be a major priority
for the Library. Librarians reported that they were willing to actively participatein
health outreach campaigns, and that they were comfortable working with patronsin this
way. They also felt that participation in this type of health intervention would not take
too much time from their current work duties. Despite these positive indications, we also
found that many libraries lacked necessary capacity to be effective partnersin ahealth
outreach effort. Librarians were misinformed about breast cancer and screening services.
They also did not make full use of available referral, including the ACS and Cancer
Information Services. Many librarians recognized their need to be better informed, and a
number indicated that they wanted additional training about breast cancer or other health
topics. Librarians also said that they would like more assistance meeting the needs of the
communities they serve (Goytia et al., 2005).
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Indeed, when we moved to implement the ASK ME Campaign in the librariesin
late 2003-early 2004, we found that 1/3 of the branches carried out the program as
intended, 1/3 partially implemented the program, and 1/3 failed to implement the
program at all. Even in those sites where the campaign was conducted as intended,
uptake of consumers was quite slow (Goytia et al., 2005). Asaresult, the QBPL, ACS
and MSK began a process of joint planning to identify challengesinvolved with
implementing health outreach in the libraries. We determined that it would be necessary
to provide the public library system and its employees with the capacity and specific tools
they need to begin to address disparitiesin care. Thisincluded up-to-date, accurate
health and disease information, information on public health programs specifically
designed for at risk or medically underserved populations that the library serves, and
information about how to use referral resources effectively. Librarians also requested
more seminars and community workshops conducted by health professionals who are
trained in cultural and issues of the particular community. We also saw the need for
resources, skills, and support to conduct important health outreach efforts. Lessons
learned through implementation of the ASK ME program guided several decisionsin
shaping this project: to hire HealthLink Specialists to work in and with participating
branch libraries, to offer substantial technical assistance to the libraries, and to provide
direct on-site referrals to screening, primary care and the QCC.

Collaborative Projects among Core Partners that Support the Present Protocol

About three years ago, the organizations collaborating on this project began
working together on aregular basis to address common objectives and lend support to
various activities. We have established a number of joint cancer control projects and
servicesin the Borough of Queens. These on-going projects provide unique
opportunities to support the outreach and evaluation activities described in this protocol:

e Mobile screening van: QCC received funds from various sources to purchase a mobile
screening van to serve the borough of Queens. The van was customized to QCC’s
specifications and delivered in summer 2006. The van will be deployed as a mobile
“one-stop shopping” unit for cancer awareness, screening and referral. In addition to
mammography, an exam room on the van will permit pelvic exams and Pap smears, and
resources for patient education. In addition, patients served by the Van will receive a
referral into primary care, if needed. The Queens Health Network Van will be an
outreach vehicle for Queens Cancer Center, and will have capacity to provide over 4,700
screenings per year. Given the fortuitous concurrence of the arrival of the van with the
initiation of the library research project, we were able to arrange a schedule of van visits
to QBPL sites that correspond to the needs of the present protocol. Rapkin and colleagues
have worked with QCC to develop routine forms and databases for tracking utilization of
all van services and referrals. These anonymous measures are incorporated into this
protocol. In addition, QCC will develop a separate protocol to track health utilization of
community members served by the van.
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e NYS Department of Health Tobacco Cessation Program RFA: QCC, ACS and MSK
joined together to respond to a grant designed to increase physician awareness of clinical
guidelines for treating tobacco dependence and to increase referrals of clientsinto
cessation services within the Queens Health Network. This programis called *“ Queens
Quits!” ACS staff provides clinician education and academic detailing for community-
based physicians affiliated with QHN, while QCC staff members perform similar
education within the hospitals. MSK has trained these trainers, and provides evaluation
support for this program. Queens Quits! will accept and track referrals for smoking
cessation assistance from the library-based outreach conducted as part of this project.

e Cancer Information Health Literacy Project: With internal resources plus $30,000
support from the Independence Community Foundation, ACS and its partners have
completed the first phase of the NY C Cancer Health Literacy Project. Through this
project, we have developed improved health education materials to meet the information
and patient navigation needs of low literacy consumers. We now have an archive of five
easy-reading, “health decision tools’ to support cancer prevention, early detection
screening, patient navigation and treatment, with an electronic portal providing
“documents on demand” to health systems, libraries and community-based organizations.
Educational materials were developed at or below the sixth grade level, to address colon,
breast, cervical, and prostate cancer screening and tobacco cessation. Materials are
presently availablein 16 different languages. MSK and City College of New Y ork
investigators are working with ACS to evaluate these documents as decision aids for
families. All documents are in electronic format suitable for storage on the Queens
Library’s computer networks and are designed for low-cost printing. These materials
will provide aresource that may be used in a number of different ways by our project
staff. We will be able to monitor downloads of these documents (by topic and by
language) initiated by different libraries, as an indicator of cancer information seeking.

e The L ance Armstrong Foundation Community-Based Centers of Survivorship Care and
Research Project: Asapart of our ongoing collaboration, QCC and MSKCC were
awarded a grant from the Lance Armstrong Foundation to support devel opment and
evaluation of a Primary Care Survivorship Clinic within QCC, aNew Y ork City public
hospital. The goal of this project isto help establish continuity of care for cancer patients
treated at QCC through the integration of primary care services within a cancer treatment
setting. It isbelieved that this primary care clinic will foster better communication
between a patient's primary care physician and his or her oncologist, and will offer a
novel resource to oncologists who do not have the time to address patients' non-cancer
related health concerns and complex service needs. Thisclinic isavailable to accept
referrals from the library-based outreach, if we encounter cancer survivors who have
special screening and follow-up needs.
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40 OVERVIEW OF STUDY DESIGN/INTERVENTION
41  Design

Overview: We will evaluate the Queens Library HealthLink project using an interrupted
time-series design with multiple baselines. This approach is particularly well-suited to
community intervention research because it is more practical than randomized controlled trials
(Biglan et al. 2001; Department of Education, 2005), and because it ensures that communities
receive equal benefits of the research. In this design, each community serves both asits own
control and as a comparison for other communities.

The first three months of the project will be a start-up period, during which time we will
begin collection of street-intercept interview data as well as cancer screening utilization, referral
and staging data. Beginning at month four, all 20 branch libraries will enter into our enhanced
standard condition that ensures access to a comprehensive array of “traditional” cancer education
and early detection program intervention; thiswill be our control condition. Based on the
multiple baseline design of this study, the communities will spend from 3 to 36 months receiving
thisintervention only. At the beginning of month seven, we will initiate the intensive,
participatory research intervention at two of the twenty branch libraries; thiswill be our
experimental condition. We refer to this as an intensive participatory resear ch intervention
because communities will join usin examining needs assessment data, generating hypotheses
about the kinds of interventions that may address these needs, and testing the impact of
community-generated strategies. Distinctions between the enhanced standard (control) and
collaborative program development (experimental) interventions are displayed in table 2
followed by detailed descriptions in sections 4.3 and 4.4.

Our experimental intervention isintended to improve upon gainsin cancer control that
can be achieved by the enhanced standard programs aone by increasing the reach and
effectiveness of these established programs, and by initiating new cancer control activities that
fill identified gaps. Thisintensive participatory research program development phase will last for
one year in each branch library. After one year, each branch library and its Cancer Action
Council will bein a position to continue cancer-related planning and programming with local
public health providers, drawing upon Queens HealthLink staff as needed. Every four months,
two additional branch libraries will begin the one-year collaborative program development
intervention. Branch libraries will continue to cycle on every 4 months, as earlier libraries
complete the intensive period of the program. In each community, we will conduct follow-up
consultation and monitoring, to determine whether and how gains of the experimental
intervention can be sustained after one year. This design permits a minimum of six months of
follow-up evaluation in all 20 libraries (see Figure 1).

Resear ch Questions and Hypotheses. This design will allow usto address our central
guestion (indeed, the central question of all participatory methods): whether the participatory
processes involved in collaborative program devel opment can promote gains in cancer control
beyond those achieved through a comprehensive mix of high quality programs and services that
were not developed and implemented with community involvement. In order to answer this
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guestion, we will focus on the following outcomes: requests for cancer information made at
community libraries; attendance at and frequency of cancer educational programing; awareness
of accessible cancer screening services and tobacco cessation programs; changes in usage of
cancer screening services, and changes in cancer staging data. Indicators of these changes will
be gathered from multiple sources (described in detail in sections 7 and 9), and change will be
determined against all available baseline data for each community, as well as comparisons across
communities.

Our design will alow us determine whether awareness, access and utilization gains
associated with the participatory intervention are sustained at the community level and for how
long. In order to examine temporal trends, we will continue to monitor the outcomes listed
above. We will also examine mechanisms of sustainability including: the frequency of and
attendance for cancer outreach events organized by local Cancer Action Councils (CACs); the
types of programs organized by local CACs; and local CACs' ability to work together as a
group. Our intervention staff will remain available for consultation upon request after
completion of the twelve-month intensive participatory research phase. We will track whether
and how the CACs continue their work, and the extent that they can do so independently in the
absence of an intensive intervention.

Due to the community-based nature of this work, so-called “contamination” among sites
could occur. However, in the present study, this does not present athreat to validity to our
methods. Indeed, from a public health perspective, such effects are appropriate and
advantageous. Rather, we will explicitly monitor mechanisms of influence across sites. First,
we will determine how HealthLink Specialists draw upon “lessons learned” from earlier libraries
in their work with later libraries. We will also determine whether Cancer Action Councils at
libraries entering the program later choose to draw upon ideas gleaned from other communities,
including contacts among CACs from different sites. Aswe discuss below, our community
surveillance methods will also address exposure to library-based programsin all communities
before, during and after the time that intensive participatory research is introduced.

Population-L evel Indicators. We hypothesize that study effects at the population level
will mediated by changes in the capacities of the library and the network of organizations
involved in the CACs to contribute to tailoring cancer control programs to meet local needs. In
this study, the “population” is defined as residents and other regular inhabitants (e.g., workers,
church members, etc.) of the various neighborhoods surrounding, and therefore served by, each
public library branch. Based on the overall population of Queens and the number of branch
libraries, an average of about 35,000 residentsis served by each branch. Although neighborhood
sizesvary widely as afunction of residential density and natural or built boundaries between
neighborhoods, each branch serves a community including tens of thousands of adults eligible
for cancer screening. Note that communities served by libraries are not homogeneous; rather,
each branch addresses the particular mix of ethnic and linguistic groupsinitsarea. Thus,
libraries and their CACs will need to prioritize what cancer-related problems to address, and how
to tailor their approachesto the relevant sub-populations that they serve. Population level
effects will be measured using a variety of continuous tracking indicators, that we will derive or
capture from multiple sources, including:
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Proximal Indicators (from individuals actually in contact with our services)
e Requestsfor cancer information generated from the libraries.

e Participation in and satisfaction with ACS on-site programs.

e Utilization of and satisfaction with the QHN Van services.

o Referralsfor screening, primary care, etc. initiated from these activities.

Distal Indicators (from community sampling or administrative data sources)

e Anonymous street intercept surveys, measuring self reported cancer knowledge,
cancer screening behavior and behavioral intentions, access to primary care, and
exposure to library-based programs.

e Trendsin ACSand MIH referrals and screening, aggregated by zip code/ library
service area.

e Uptake in the Queens Quits tobacco cessation program aggregated by zip code/
library service area.

e Trendsin QHN primary care utilization and cancer screening, aggregated by zip
code/ library service area.

o Referralsto QCC, including diagnosis and staging aggregated by zip code/ branch
library service area, including

We will track these indicators before, during and after the intensive collaborative
program development intervention in each community. The pre-experimental intervention
period (shaded yellow in Figure 1) will range from 3 to 36 months across the 20 communities,
during which period continuous assessment will occur. These data provide will be used to
examine the stability of each of these population indicators and to establish pre-experimental
trendsin screening. We will measure whether, when and how changes in these indicators are
associated with the presence of the intervention. We expect to proximal indicators to be most
sensitive to specific program activities. Dista indicators should show movement as community
members gain awareness of library-based programming, and as benefits of successive outreach
and education efforts accrue. We will have the ability to examine whether gains associated with
thisintervention are sustained over time by continuing to track these indicators after completion
of the year-long intensive participatory intervention.

Thisintervention is founded on the premise that there are many different waysto reach a
given cancer control objective, and what will work depends on the strengths and limitations
found in different communities. We expect that the particular mix of people and organizations
that play arole will necessarily vary widely in each setting. However, we expect overall gainsin
population indicators to be directly related to net increases in community readiness, investment
in the problem of cancer, and capacity to affect public health programming. Further, we expect
that sustained gains at the population level will be associated with stable community capacity for
cancer control, and that disruptions in these capacities will be associated with some decrease in
benefit. 1n the context of this over-arching hypothesis, our design will allow us to explore
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which capacities are associated with specific cancer control indicators in different communities,
and also within the different ethnic and linguistic sub-populations represented across
communities.

4.2 I nter vention Overview

This project is being carried out as collaboration among five organizations,
briefly, summarized as follows:

e MSKCC isproviding overall project leadership, staff training to carry out phase | and 11
of the intervention and all data collection and analysis.

e The Queens Borough Public Library (QBPL) is employing the HealthLink Specialists
who will carry out the collaborative program development intervention in each of 20
selected branch libraries.

e ACS QueensRegionisproviding its usual community program offerings, which include
14 different workshops focusing on topics related to cancer prevention, early detection
and treatment (see Appendix A for alist of program offerings) as well as easy reading
documents on cancer screening in 16 languages. ACS will also provide administrative
data from the New Y ork State Healthy Living Partnership for cancer referrals and
screening that will be aggregated by zip code to represent the communities that each
library branch serves. As of mid-June, 2008, the Queens Healthy Living Partnership was
divided equally in half between Eastern and Western Queens. ACSisthe lead partner for
the Western Queens Healthy Living Partnership.

e MIH isproviding itsusua community program offerings which include their Mobile
screening unit and outreach programs. MIH will also provide administrative data from
the New Y ork State Healthy Living Partnership for cancer referrals and screening that
will be aggregated by zip code to represent the communities that each library branch
serves. Asof mid June, 2008, MIH isthe lead partner for the Eastern Queens Healthy
Living Partnership.

e QCC/QHN isproviding cancer screening visits from its mobile van, three times per year
per library, as well as datafrom the van. QCC will also provide administrative data on
health utilization aggregated by neighborhood. 1t will provide all follow-up clinical care
as needed.
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Table 2. Summary of Intervention Components
Services Available as Part of the ENHANCED STANDARD OF CARE (Control Condition)

1. Cancer treatment and care will be available through QCC regardless of ability to pay or immigration status
2. Headlthy Living Partnership telephone referrals through the ACS and MIH to free or low cost cancer
screening.
3. Each Library will be provided with:
e Completelist of ACS program offerings
e A program request form and ACS outreach staff contact information
e ACSeasy reading documentsin 16 languages
4. Training will be offered to librarians at participating libraries including:
Overview of 14 available ACS cancer program offerings, and opportunity to schedule these as desired
Instructions on how to request ACS programs
Overview of appropriate cancer information sources for library patrons
On-line access to ACS easy reading pamphletsin 16 languages
Instructions on how to refer library patrons to the Healthy Living Partnership Hotline
QCC van visit schedule
Instructions on how to help library patrons pre-register for an appointment with the QHN mobile
screening van
5. QHN mohile screening van will visit each participating library 3 times per year
1. Two HealthLink Specialists, based out of the libraries, will conduct local community organizing around
cancer in the community served by each participating library. The HealthLink Specialists will:
e Identify local leadership
e Organize Cancer Action Councils (CACs) at each participating library
o Facilitate CAC meetings using a problem solving model based on MSK ACCESS
2. Cancer Action Councilswill:
Review local data on cancer incidence, service use, screening, knowledge and program awareness.
Identify local cancer priorities (areas of unmet need)
Identify or design appropriate cancer outreach programming and target goals for their community
Implement outreach programs
Monitor the success of implemented programs against their targeted goals
3. HealthLink Specialists and Cancer Action Councilswill be provided with a resource manual including:
e Program overviews and tool kits from all Cancer Control Planet programs
“How to” instructions for different types of community needs and assets assessments
Descriptions and tools for current community organizing strategies.
Tools to guide partnership development efforts
A list of organizations that have organized or participated in cancer and other health outreach
programming in their community
4. Cancer Action Councils will be provided with updated data quarterly on community level usage of cancer
services, screening behavior, knowledge, and program awareness.
Support for SUSTAINING BENEFITS OF INTENSIVE PARTICIPATORY RESEARCH
1. Planswill bein place for Cancer Action Councils to continue their work, including:
e Methods to grow and/or replenish Council membership
e  On-going relationships with community providers and agencies
e Needsfor programmatic support from ACS, QCC, MSK and Library staff
e Funding needs and fund raising opportunities
2. All Enhanced Standard Services will remain in place to promote sustained use
3. Councilswill continue to receive tracking data for planning and review
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| 4. Councils may initiate technical and program assistance from HealthLink Specialists

4.3  Enhanced Standard Intervention (Control Condition)

As noted above, for the duration of this project, al participating libraries will be
set up to offer the full range of cancer control programs offered by the major public
health entitiesin Queens: ACS cancer information, education, outreach and screening
programs, MIH outreach and screening programs, visits from the QHN screening van
three times per year, and direct referral to services of QCC. These services will
complement the assistance that many librarians already provide to patrons seeking health
information (see Goytiaet al., 2005). Several factors determined our selection of this
mix of services for the comparison condition:

e Wewanted to provide an equivalent array of servicesin order to determine how
libraries and their communities make use of these services.

e Inour preliminary research, we found that libraries varied in their ability to
incorporate cancer related services. We want to see whether and how the intensive
collaborative program planning intervention improves use of these resources.

e ACS, MIH and QCC programs provide an opportunity to gather indicators of
screening and service uptake, as well as measures of program participation at the
library prior to the intensive intervention.

e These ACS, MIH and QCC programs facilitate access to screening, smoking
cessation and care regardless of ability to pay. We needed to ensure that this level of
access was available at all libraries.

e Most fundamentally, it would be trivial to test whether community-planned programs
were superior to “usual services” found in these communities, which tend to be
piecemeal and inconsistent across communities. Ensuring our that our control
intervention constitutes an enhanced standard of care allows us to compare whether
our participatory research intervention can promote gainsin cancer control beyond
benefits that can be achieved through a mix of high quality programs and services that
were not developed and implemented with community involvement. In other words,
isthere an advantage to a collaborative, participatory process above and beyond what
can be reasonably achieved with good top-down programming alone?

The following services will be arranged through the ACS and MIH:

e Each library will be provided with alist of available, traditional ACS program
offerings as well as contact information enabling them to arrange ACS cancer
education events at their community library branch. Initiation of ACS programing
will be up to each individual library branch. Librarieswill be able to select any
programs of interest to them, schedule as many or asfew ACS educationa events as
they choose, and promote these eventsin any way that they see fit. Program topics
cover awide range of issues, including all major cancer screening regimens, smoking
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cessation, nutrition, and familial risk, aswell asinformation for cancer patients,
survivors and their families. ACS staff will gather information on attendance as well
as brief participant satisfaction surveys.

e Asnoted above, the Queens ACS has developed a series of cancer information
brochures designed to be easy to read, and currently available in 16 languages.
Brochures promote screening for breast, cervical and colorectal cancer, prostate
cancer awareness, and smoking cessation. Brochures are available on-line, for ready
delivery on demand. ACSwill provide information to Queens librarians to encourage
use of these materials. ACSwill track downloads that are requested from each
branch library, by cancer topic, language, and date. Downloads will be tracked
automatically when library patrons or librarians click on the link for the desired
document.

e The ACSand MIH administer the New Y ork State Department of Health Healthy
Living Partnership in Queens, which ensures affordable access to breast, cervical and
colorectal screening (FOBTS) and necessary follow-up care to all Queens residents.
Library staff will be provided with the training and information needed to refer
patients to these services. Anonymous data on referrals initiated by library staff will
be tracked and summarized by date, ethnicity/language, and screening completion
status.

The QHN and MIH Mobile Cancer Screening van is amajor resource for direct
delivery of breast and cervical screening, as well as cancer education and referral. From
the point of view of this research, monitoring activity associated with the van islike
sending a standard “probe” into each community on different occasions, in order to
observe what happens. We have arranged for the van to visit each of the libraries
selected for this study three times per year, at four month intervals. It isimportant to
emphasize that we do not expect to see substantial variation in the number of
mammograms and pelvic exams performed on the van. Generally, screening vans pre-
schedul e appointments to justify the costs of deployment to a given location. However
many other activities associated with the van can vary considerably from site to site and
time to time, and will be monitored at every van visit to all libraries:

e Requestsfor referralsto colorectal screening and for mammograms and pap tests that
cannot be fulfilled by the van; anonymous data on outside referrals initiated by the
van staff will be tracked and summarized by date, ethnicity/language, and screening
completion status when available (e.g., when screening is provided by QCC, MIH. or
through the ACS partnership).

e Referralsrequeststo primary care providers.

o Referralsrequests for tobacco cessation counseling through our Queens Quits
program, including whether the referral is completed.

e Brochures and materials handed out.

e Educational sessions offered and attended.

‘B Amended: 7/8/08
-20-



7
-l
=

27 :

" ¥3pN3n wAOT

7

TN

Memorial Sloan-K ettering Cancer Center
IRB Protocol

MAEMORA .

IRB# 07-027A(2)

e Proportion of return screens versus first time screens; we want to encourage
participants to obtain annual mammograms, colorectal screens and pap tests as part of
routine primary care; thus, we would like to reach a higher proportion of new and
never-screened patients on the van.

In addition, as a component of the Queens Health Network, QCC will also help us
to address any clinical care needs that we encounter during this program, through referral
to Queens or Elmhurst Hospital Centers.

The control condition will be implemented beginning in month four, by providing
information sessions to orient branch librarians to cancer control services available to
their communities. Each library will be set up to routinely connect patronsto ACS and
QHN services through existing referral numbers. Library computers will be set up to
allow patrons direct access to download and print ACS information materialsin multiple
languages. A schedule of QCC van visits will be implemented at the library. In addition,
branch librarians will have the opportunity to select as many or as few of the 14 ACS
cancer information workshops to offer, at whatever frequency and in what ever format
they choose, as part of their calendar of community programs.

4.4  Intensive Participatory Research (Experimental Condition)

Our experimental intervention will introduce a process of community-based
participatory research, based on the ACCESS model. The intervention will organize a
local Cancer Action Council, bringing onboard key stakeholders and community agencies
to join the branch library in planning and implementing cancer control programs. The
intervention will be carried out by HealthLink Specialists who will guide the Councilsin
cycles of needs assessment, feedback, planning, resource identification, capacity
building, program implantation and evaluation, as detailed below. As noted above, our
enhanced standard services and resources offered as part of the control condition provide
afoundation for the experimental condition. Councilswill have the opportunity to
determine whether and how they want to modify and deploy these resources, to best meet
community needs. Councils may also choose to look beyond these services, to bring in
alternative programs, work with other health providers, and attempt unique strategies.
Whatever approaches they pursue, Councils will be asked to establish appropriate
measurable objectives, to determine whether their ideas are working as intended.

Activities of the HealthLink Specialists: HealthLink Specialists will begin working with
each library at the beginning of the intensive participatory research phase. HealthLink
Specialists will be employees of the Queens Borough Public Library system dedicated to
this project. Specialistswill be hired to provide special expertise in public health
education and programming, including participatory research methods, cancer screening
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and preventive health. They job isto facilitate the process of program planning,
implementation and evaluation in their assigned neighborhoods. Specialists will be
responsible for forming and supporting local Cancer Action Council members to plan and
implement cancer-related activities, arranging logistics for on-site programs and
coordinating technical assistance and programmatic support with senior investigators.
Each HealthLink Specialist will work intensively with no more than three library
communities simultaneously.

Formation of Local Cancer Action Councils: Speciaists first task will be to convene a
Cancer Action Council in each community. Working with the local librarians, the
Specialists will approach key stake holders, including clergy, educators, civic leaders,
health providers and business owners, to serve on the Council and/or to identify
volunteers. Specialists will al'so work to bring cancer survivors and family members of
cancer patients onto the Council. Council membership will represent the various ethnic,
national and linguistic groups comprising each neighborhood; members will also include
branch library volunteers and staff. We expect that Councils will have about 8-10
members to start, including, ideally, two elected (or self-selected) co-conveners who
would facilitate and coordinate the work of the group. The purpose of these convener
positionsisto help move the group forward and sustain it; they would be honorific and
could be rotated at intervals chosen by each Council. Councilswill be an open forum.
We expect Council membership to grow and evolve as the project matures in each
community.

Intervention Model: At its core, the HealthLink Specialists’ work with Councils adheres
closely to the widely-used “social problem solving” paradigm (see Appendix B.5). Data
presented to the Council provide an opportunity for problem identification, prioritization
and goal setting. For each problem, Council members will be encouraged to brainstorm
about alternative solutions and strategies. HealthLink Specialists will facilitate
identification of solutions by offering Councils access to available public health
resources, such as NClI's “ Cancer Control Planet” website and similar materials from
sources such as ACS, NYS DOH, and CDC. Councilswill consider possible desired and
undesired consequences to select strategies. Once strategies are selected, Councils will
develop implementation plans, identify resources and supports needed to carry out plans,
and set objectivesin terms of measurable outcomes. Councils will receive feedback on
results of their programs, to help them revise strategies and consider subsequent steps.
The ACCESS program planning workbook (see Appendix B.6) provides materials that
HealthLink Specialists will adapt to facilitate problem solving with the Councils.

Cancer Action Council Activities: Loca Cancer Action Councilswill work with
HealthLink Specialists and project investigators to carry out participatory research in
their communities. Councils will have real-time access to aggregate tracking indicators
data gathered by project evaluation staff. Our staff will also help them to obtain any
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other information they request (e.g., journa articles, registry data, consults with oncology
experts). Councilswill be charged with interpreting data, setting priorities, identifying
and developing strategies, implementing programs, and monitoring their results. Note
that the Councils can draw upon staff from ACS and QHN to offer alternative workshops,
modify van procedures, etc. Councils may aso bringin“outside” services (for example,
cancer screening providers from alocal hospital other than QHN), broaden their scope to
place cancer control in the context of broader community needs (for example,
transportation, insurance, child care), and even bring in other community interventions
(e.0., the Witness Project, Black Pearls, SHARE). We expect that all Councils will have
more on their plate than can be reasonably addressed in twelve months, including needs
of different segments of the community, different diseases and different barriersto care.
HealthLink Specialists will encourage Councilsto set priorities, to view their work as on-
going, and to start out with problems that they can address more readily to achieve early
successes. This approach isintended to motivate a sustained role for the Council,
beyond the twelve months of intensive work with the HealthLink Specialist. Councils
will hold full meetings at least once per month. Councils may adapt a sub-committee or
task force structure to carry out specific tasks and roles. Other community volunteers
may join to work on programs or carry out necessary tasks.

Council Orientation: Cancer Action Council membersin each community will
participate in atraining and orientation session when they enter into the collaborative
program development intervention in order to prepare them for their role. Orientation
will include an introduction to health disparities and cancer incidence in the population,
risk factors for the major cancers, implications of detecting cancer at different stages,
screening tests, and barriers to preventive health care that affect substance users. We will
also discuss the Queens Library HealthLink program in detail and provide examples of
how Councils might work in their neighborhoods. Medical aspects of this presentation
will be handled by Drs. Kemeny or Goytia. Data on disparities will be presented by ACS
Outreach staff. Drs. Rapkin, Weiss, Lounsbury, or other MSKCC faculty will present the
participatory research process. HealthLink Specialists will organize and serve as co-hosts
for these meetings.

Community Cancer Needs Assessment: Asthefirst step in participatory research,

Council members will decide what data they want to have to begin the planning process.
Council members will receive packets that provide data on local cancer rates, cancer-
related services, and barriers or facilitatorsto care. They will also receive graphic
summaries of datafrom street intercepts, prior van visits, and other previous library-
based outreach efforts under the control condition. Councils will determine what
additional data, if any, they want to obtain, and from which sector(s) of the community.
Specialists will present options for needs assessment methods, including community
forums, surveys, and focus groups. Council members will develop aworkable strategy to
obtain datain their communities and will carry out this assessment to guide their future
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decisions. MSK research staff and trainees will assist Councils in collecting, processing
and interpreting data, and will be available to train Council members who want to learn
more about data coding and presentation. Note that these data are being gathered to
guide program planning, and do not factor into our evaluation of tracking indicators.
Nonetheless, Councils will work with project investigators to ensure that all data are
gathered and handled in a manner that conforms to human subjects guidelines.

Data on Tracking Indicators. As noted previously, we will gather and collate data from
severa sources on trends in screening, health behavior and access to care, in order to
measure overall outcomes of this program. We will make these aggregated and de-
identified data available to Cancer Action Councils upon their entry to the collaborative
program development intervention and at regular intervals, to support program planning
and evaluation. As data are obtained, Council members will meet with Specialists and
senior staff to review barometer data and to brainstorm about possible cancer-related
activities. Specialists will review needs assessment data and facilitate the problem-
solving process to think through programmatic solutions and to arrive at step-by-step
(means-ends) implementation plans. Planning will be informed by examples of
strategies, program models and cancer education materials for Council members to
consider.

Addressing Linguistic Diversity and Translation Support: Council members (and when
possible, Specialists) will reflect the diversity of the communities that they represent and
servein this project. All needs assessment, program planning and evaluation will be
offered in the language(s) that are most familiar to target audiences. Thiswill be
accomplished by drawing upon library personnel and community members to assist with
teaching, needs assessment and outreach as needed. Queens Library has considerable
linguistic diversity among its professional staff, and offers programsin multiple
languages. ACS and MIH Outreach workers are also available to address linguistic
needs. Queens Library and ACS have in-house support for tranglation of materials, and
we have provided funds for additional translation as needed.

Consultation and Technical Assistance: In addition to selection of teaching material,
Cancer Action Councils' plans for cancer related activity may require training or capacity
building prior to implementation. We have made provisions for approximately 25 hours
of consultation with investigators and other senior project staff members per
neighborhood per year during the intensive participatory research phase. Consultation
requests may be prompted at any time during a Council’ s planning and implementation
process. Needs/opportunities for consultation may also be identified by Specialists or
other staff during our team meetings. Following the ACCESS model, senior staff
members from all partnering organizations will be available to provide consultation to
librariesin the following areas:

e On-site training and programs about cancer screening and prevention.
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Further analysis of clients’ health needs.

Assistance identifying and establishing referral networks to get clientsinto care.

Helping to create or adapt health education materials and mediatailored to clients.

Direct linkage to the NY S Department of Health Community Partnerships and other

ways to offset costs of screening and follow-up care for clients.

e Assistance identifying funding and putting together proposals for health promotion
grants.

e Assistance networking with other treatment libraries to conduct joint health activities.

Funds for Cancer and Preventive-Health Related Activities. We have set aside $750 per
branch library to support libraries’ cancer-related and preventive health activities during
the intensive participatory research phase. Funds may be used to offset costs related to
setting up or advertising events, for meetings or events, and for any other cost related to
the program. Fundswill not be used for salary, for costs of screening or medical care, or
for transportation to sites of care. Note that most educational and information material
can be obtained and reproduced at minimal or no cost from ACS, NCI, etc.

Program Implementation: Cancer-related and preventive health activities will vary

widely, depending upon each Neighborhood' s identified needs, available resources,

planning processes, culture, and context. Our premise is that offering communities

opportunities and resources to evolve preventive health activities from the ground up will

foster effectiveness and sustainability. All Councils will be charged with addressing

major cancer burdens that affect their communities. Beyond that, we will encourage each

agency to identify preventive health needs, barriers to care and risk behaviors that they

arewilling and able to take on. The Queens Health Link project will not prescribe

activities or program approaches. However, in order to convey how this program works,

it will be useful to describe examples of activities that libraries may plan and implement.

Note that the list below is derived from the types of activities carried out by agency

participants in the original ACCESS program:

e Provide cancer screening brochures at community locations, including an on-site
person who can answer questions and connect them directly to accessible services.

e Organize volunteers to serve as community navigators, to take clients to screening
appointments.

e Advocate for better access to care and better treatment with alocal public hospital or
clinic.

e Create a“buddy system” to help women make health changes and go for screening
together.

e Organize and identify incentives for physical activity, in conjunction with alocal
YWCA.

e Incorporate health information examples in an English as a Second Language
programs.
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e Have agency clients or past clients who are cancer survivors meet with community
members to discuss their experiences, and show that it is worthwhile to get screened.

e Arrangefor co-located primary care and check upsin a community’s prevalent
languages.

e Train and provide incentives for community volunteers to become peer educators, to
promote cancer screening and other desired behaviorsin their communities.

Program Scope and Workforce: Each Cancer Action Council will be responsible for
determining the size, scale and timing of their intervention activities. In part, thiswill be
dictated by the person-power that they can mobilize to carry out an event. The public
libraries already attract many volunteers, and we anticipate that these programs will draw
upon and increase the libraries’ voluntary work force. The HealthLink Specialist will
guide the Cancer Action Council in gauging the scale of their activitiesto fit with
available person-power, and to figure out ways to make the activity as attractive and
feasible as possible for desired volunteers from the community. Volunteer support and
recognition will be considered in planning these programs. Indeed, broadening
involvement and creating a positive and supportive atmosphere in all Queens HealthLink
activities will help to engage the community and foster awareness and diffusion of our
cancer control and prevention objectives.

Program Monitoring: Whatever their programmatic focus, Cancer Action Councils will
specify measurable program objectives as part of their program planning process.
Appropriate measures will depend entirely on the nature of their hypotheses and their
programs, but will often include such indicators as attendance, satisfaction, distribution of
materials, number of requests for information, number of referrals made, etc. Councils
will be able to use these “tailored outcomes” as feedback, to make decisions about further
program changes. Thisinformation may be supplemented by group or individual
interviews with program participants, to obtain feedback about the program. Council
members will aso be asked to provide their own appraisal of program outcomes, using a
suggested set of debriefing questions that we will make available to the Cancer Action
Councils.

Documentation of Tailored-Intervention Programs. At the completion of an intervention
cycle, HealthLink Speciaistswill be charged with preparing a standard write-up of the
intervention rationale, plans, implementation experience and outcomes. Queens
HealthLink program documents will be made available to other neighborhoods as they
plan their own interventions. Council memberswill be encouraged to look critically at
their program. Arethey satisfied? Will they offer it again? What have they learned
about how to improve the program? We anticipate that over time, the Councils will want
to modify and expand programs. They will also want to extend their efforts to different
priority areas and different segments of their communities. We have not stipulated the
number of planning cycles and programs that each Council will undertake. Rather, we
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will encourage them to accomplish as much as they can with available time and
resources, and we will monitor these activities as part of our process analysis. We will
also encourage and assist Cancer Action Councils in presenting their programs and
experiences to various audiences, including local media, particular community groups or
professional forums, and even scholarly publications.

Safeguards to ensure appropriate program content: In any collaboration involving
community members, there is potential for abiding misconceptions and myths about
cancer to influence decisions, leading to ineffective and even harmful strategies. The
participatory research process that we are using has built in safeguards to prevent this.
Cancer Action Councilswill plan programs following a problem solving model that
explicitly requires consideration of potential adverse consequences. All programs will be
implemented with steps to monitor outcomes to maximize positive outcomes and detect
negative trends. We will take the following steps to further ensure that Cancer Action
Councilstarget areas of demonstrated cancer need and that cancer outreach programs are
consistent with the current evidence on cancer prevention, screening and care:

1. Cancer Action Council membership will be constituted by HealthLink Specialists,
and will necessarily include community leaders and stakeholders who recognize
the value of early cancer detection and preventive health, and who are understand
that the Council will be drawing upon public health data and academic research.

2. Both HealthLink Specialists and Councils will be provided with training on
current standards in cancer prevention, screening and care.

3. Council selection of strategies and programs will be supported by information and
resources from previously successful cancer outreach programs, including a
resource binder with all relevant NCI Cancer Control Planet programs.

4. HeathLink Specialists will engage Councilsin a problem solving paradigm in
which all identified programs will be geared towards addressing specific kinds of
local cancer burden.

5. If asituation arises in which a program selected by Council members could be
inappropriate for local community members, HealthLink Specialist will be trained
to intervene and redirect efforts towards interventions that better meet
demonstrated needs.

6. Project investigators are available to meet with Council members to discuss
mi sconceptions and misinterpretations that may lead to adverse consequences.
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Sustainability: During the sustainability phase, Councils will need to function more
autonomously. HealthLink specialists will no longer be available to organize meetings,
seek out new members, initiate programs, or serve as the primary liaison to ACS, QCC
and other providers. These functions will need to be assumed by the Councils. However,
all resources under the control condition will remain in place. Councils will continue to
receive tracking data from the HealthLink project to support their program planning.
Councilswill also be able to initiate contacts with HealthLink specialists to obtain any
assistance they require. The key to sustainability is that Councils will need to become
proactive in their cancer control activities and accordingly, will need to maintain their
membership and resources.

Cancer Action Council memberswill be told at the time they are recruited that Councils
will receive active support from HealthLink Specialists over the first 12 months only.
They will also be aware that we expect them to consider ways to sustain their work
beyond this time, to continue to address problems of cancer. We will ask Councilsto
begin to consider the following issues regarding sustainability, as part of their on-going
planning process:

Long-projects or changes they would like to undertake

On-going relationships with community providers and agencies

Methods to grow and/or replenish Council membership

Workload and roles of Council members (all volunteers)

Volunteer recognition

Needs for programmatic support from ACS, MIH, QCC, MSK and Library staff
Need for data and technical support from HealthLink staff and other sources
Funding needs and fund raising opportunities

It is possible that Cancer Action Councils may choose to disband, become disorganized
or cease to be productive at some point after the completion of the intensive planning
period. Itisalso possible for them to become independent from the library, to split into
multiple groups (e.g., perhaps along lines of ethnicity or religion), or to shift their focus
to community needs other than cancer. Councils may also arrange for other community
bodies to assume some or al of their functions. Whatever transpires, we will continue to
monitor Council activities as well as the changes that they undergo. We will also observe
the impact of these changes on our various tracking indicators. If warranted, we will seek
support for a competing continuation to address the critical question of maximizing and
sustaining the public health impact of this structural community intervention beyond the
five years of the current study.

Program Manual for Cancer Action Council Members. We will develop a program manual
clearly outlining al relevant Queens Health Link procedures, responsibilities, risks and
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benefits for members of Cancer Action Councils. This program manual will outline the
expectations involved in Council membership. It will also discuss project goals and who is
responsible for certain tasks and program timeline and procedures. Specifically, it will:

o Clearly outline the purpose of the Queens HealthLink Project and associated evaluations,
including all the waysin which datawill be used.

o Describe the process of needs assessment, planning, implementation and eval uation that

Councils will undertake.

Establish consultation, cancer information, data and other Queens Health Link resources.

Establish procedures for obtaining Barometers and Tracking data.

Set up atimeline and dates for Council meetings.

Explain sub-committee structure and possible assignments (community-specific).

Ask membersfor at least a one year commitment for Council membership.

Establish that we will maintain confidentiality of all participants, including information

raised in Cancer Action Council discussions.

o Establish that we will only report neighborhood and library data in aggregate form, or in
case reports that Cancer Action Council members may help to prepare as authors. .

Program manual will be signed by the HealthLink Specialists and each Council member.

50 CRITERIA FORELIGIBILITY

In general, participantsin this project will be sampled within study neighborhoods.
Eligible neigborhoods include low income areas in the Borough of Queens. Boundaries of
neighborhoods are determined according to the cachment areas served by branches of the Queens
Borough Public Library System (QBPL). Our plansfor selecting neighborhoods and associated
branch libraries for participation in this project are detailed in Section 6, below.

Inclusion Criteria:

This project isintended to reach participants over the age of 18 within each sampled
neighborhood, inclusive of both women and men of all ethnic and language groups. As such,
our outcomes assessment strategy is similarly inclusive. Specific sources of data and sampling
strategies for different measures are detailed in Section 7, as part of our assessment plan.

Exclusion Criteria:
Individuals younger than 18 years of age will not be included in this study.

6.0 RECRUITMENT PLAN

Study investigators met with leadership of the QBPL to select 20 of the 63 branch
libraries to participate in this study. The selection process for study libraries and their respective
neighborhoods was as follows:
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1. All 63 library neighborhoods were ranked in order of the percent of the population living
below the poverty line base on 2000 census information. Poverty rates were somewhat
uniformly distributed, ranging from 3.5% to 41.8% with no clear break pointsin the
middle range. In order to have alarge group of neighborhoods to consider, we decided to
include neighborhoods with greater than 11% of the population living below the federal
poverty line. 35 neighborhoods met this criterion. Of these, we decided to retain the 10
poorest communities, regardless of other factors.

2. Theremaining 25 library neighborhoods were then ranked in order of the percent of the
population that is foreign born. Neighborhoods with the largest foreign born populations
(greater than 60%) were selected. Four communities were selected based on this
criterion.

3. Theremaining 21 library neighborhoods were then ranked according to proportion of
African Americans. Three neighborhoods with greater than 60% African Americans
were selected.

4. Theremaining 18 library neighborhoods were then ranked according to racia diversity.

Neighborhoods with the greatest racial diversity were selected. Three libraries with the

highest racial diversity were initially selected (roughly equal proportions of white,

Hispanic, African American, and Asian).

A final adjustment to the list of diverse neighborhoods was made in order to ensure that

different geographic areas of the borough were represented, by changing one of the

highly diverse neighborhoods that was adjacent to two other selected communities.

o

We also wanted to ensure that selected library neighborhoods represented a high range of
cancer burden. We determined this based on New Y ork State cancer registry data and Health
Department statistics. “ Cancer Incidence Scores’ were created for each neighborhood based on
New York State’' s cancer registry zip code data. Scores were created by tallying the State’ s six-
level prevalence categories for the four most prevalent cancers by gender (breast, prostate, male
and female lung, and male and female colorectal). For each of these six cancer by gender
categories, zip codes received a score on a six point scale as follows: 0) more than 50% below
expected; 1) 15% to 50% below expected; 2) within 15% below expected; 3) within 15% above
expected; 4) 15% to 50% above expected; or 5) more than 50% above expected. Zip codes do
not align perfectly with the libraries’ neighborhood service areas, so we estimated the proportion
of each zip code represented in each neighborhood to derive a combined score by neighborhood.
The theoretical range of this composite score 0 to 30. The observed range for the 35 poorest
Queens neighborhoods was 6 to 16, and our selected neighborhoods ranged from 7 to 14.

7.0 ASSESSMENT/EVALUATION/DISSEMINATION PLAN

This study draws on a variety of sources of data to provide a thorough evaluation of
cancer control indicators, intervention processes and contextual factors hypothesized to influence
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project implementation and outcomes. For clarity, we discuss the rationale for each source and
data collection method. Specific variables are outlined in the following section of the protocol,
on measures. Copies of each of these measurement instruments are included in the protocol
appendix. Please see Table 3 at the beginning of Section 9 (Outcomes) for a crosswalk of how
the measures described below relate to each of the study outcomes.

7.1. Neighbor hood Environmental Observation (Appendix C.1 and C.2)

A growing body of evidence suggests that neighborhood structural environment has a
direct impact on both individual and community health (Israel et al., 2005; Laraia et al., 2006).
Thiswork emphasizes the importance of “social capital” in affecting health, crime rates, and
other outcomes. Neighborhood observation also provides insights regarding accessto care. We
expect that our intensive collaborative program planning intervention will achieve outcomes
more quickly in communities with more stable, high quality environments.

Unobtrusive environmental observation will be conducted by MSKCC staff along with
student interns. We will observe randomly sampled blocks within the twenty selected Queens
neighborhoods. Geographic Information System (GIS) software will be used to randomize and
select 10% of all street segments within each library neighborhood. Staff will then complete a
neighborhood inventory using methods adopted from both Israel and Laraia swork. We will
assess each side of the selected street segments (block face) for atotal sample of over 2500 block
faces. The neighborhood inventory will focus on the condition of residential and commercial
structures, available community resources (such as parks, medical offices, hospitals etc), and the
types of resident and non-resident activities taking place at the time of observation (ie.
gardening, talking to neighbors etc.).

This measure involves unobtrusive observational assessment only. No individuals will be
approached or questioned. Further, observation procedures involve coding of conditions that can
be openly observed from public thoroughfares by casual passersby. Observerswill not enter
private property for any reason. If residents approach observers with questions about their
presence in the neighborhood, staff will explain that they are working on a study to understand
access and barriers to health care in the neighborhood and provide them with a phone number
that they can call if they would like further information. Neighborhood observational data will
be conducted once during the course of this study, between the months of May 2007 and
September 2007. This timing means that we will be able to provide findingsto all 20 Cancer
Action Councils, to factor into their planning (e.g., about physical barriers, location of facilities,
safety concerns, high traffic areas for advertising programs, etc.).

To beincluded in the Neighborhood Environmental Observation, a block face must be
located in one of the 20 participating QBPL community library areas. Street segmentswill be
excluded if they meet any of the following definitions, according to the NY C Department of
Planning, DCPLION Single Line Street Base Map (NY C Department of City Planning, 2006):
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e Paper Street: Thisisalegally mapped, but not built street.

e Private Street: Thisis a physically existing street which is not owned by the City and is not
officially mapped as a public street.

o Alley: Narrow streets/ passageways between and behind city buildings.

e Physical, non-street boundary: Physically existing un-addressable boundary (such as a rock
wall cemetery edge).

e Street segment indicated as Non-Pedestrian: Primarily roadways, inaccessible to pedestrian
usage.

e |n addition, staff will be instructed to not survey any location where they feel their safety
might be a concern.

In order to further ensure the safety of our research staff, data collection will always be
conducted in study neighborhoods by two or more staff at a time and observation will only be
conducted during daylight hours. Joint coding will also permit determination of inter-rater
reliability in coding neighborhoods.

7.2.  Anonymous Street | ntercept Surveys (Appendix D)

We will conduct brief Street Intercept surveysin the 20 target neighborhoods in order to
assess the diffusion of cancer information and the impact of the Queens Health Link program on
the broader community. The Street Intercept survey includes a subset of standard items from the
BRFSS to assess knowledge, adherence and intent to adhere to age, gender and risk-appropriate
recommendations for cancer detection and prevention as well as questions relating to cancer
survivorship. Theintercept also includes items regarding access to routine primary and
preventive care, perceived barriers to care, and standard measures of collective efficacy and
community cohesion and trust (Sampson et al., 1997). Use of the Queens Public Library
System, awareness of the library-based program programs including the QCC van, and personal
exposure to or participation in these programs will also be assessed. Intercept datawill provide
one of our major sources of information concerning population rates of screening and service
use. These datawill be used to examine whether changes in indicators are associated with
programs implemented by the CACs as part of our collaborative program development
intervention. Cancer Action Councilswill receive summaries of Intercept data, in order to
consider local trendsin their planning process.

In conducting our Street Intercept interviews, we will draw on the previously validated
methodologies of Bleakley et a., 2004 and Ellen et al., 2004. Street Intercept interview
participants will be approached on the street, or in locally frequented public venues, such as
grocery stores, pharmacies, barbershops, hair salons, laundromats, and malls. High pedestrian
traffic venues within each library neighborhood will be identified in advance, and community
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census tract data will be used to increase the likelihood that individuals approached are as
representative of the targeted community as possible. Nonetheless, because the Street Intercept
respondents by nature constitute a convenience sample, we will continuously monitor the
demographic distribution of individuals interviewed. In all instances where collected samples
have begun to significantly differ from community demographic profilesin terms of race,
ethnicity, age or gender, we will specifically target under-represented populations. Further, at
each time of data collection, we will gather data at different times of day (during daylight hours)
and at different locations. Street Intercept Surveyswill be repeated every 10 weeks in each
neighborhood for the duration of this project, to track changes in these indicators within
neighborhoods over time (24 times per neighborhood over 240 weeks or 4 years and 8 months).

We will ask for information anonymously, and will not track these individuals. We
expect to gather data on 25 to 30 community residents per occasion (500-600 per measurement
wave; 625-750 per community), to permit examination of trends within neighborhoods. Surveys
will be conducted by MSKCC staff, with the help of student interns from LaGuardia Community
College (LCC), Columbia University’s Mailman School of Public Health, New Y ork
University’s Steinhardt School of Culture, Education, and Human Development and Hunter
College’ s Program in Urban Public Health. These students will conduct interviews in languages
spoken by the local community.

Note that we will not obtain written consent from survey participants, as all data collected
will be collected anonymously. Information on gender, race or other minority status will be
collected as such information about participantsis related to our aims and research questions.
Participants will be informed of the purpose of the study and that they can skip interview
guestions or end the interview at any time. All participants will be given a card with phone
numbers that they can call for referrasto al ACS and QCC services or to receive additional
information about the study. Agreement to complete the survey constitutes sufficient indication
of informed consent. The following script will be used when approaching potential participants:

INTERVIEWER READ: *“Hello, my nameis , and I am from the Queens
Library HealthLink Project. Thisisajoint project between the Queens Library, the Queens
Cancer Center, the American Cancer Society, and Memorial Soan-Kettering Cancer Center.
We are talking to people today to find out information about this neighborhood and health
servicesinthearea. I'd liketo tell you more about it, if you have a moment...

This survey is part of a project to improve community health. My questions will only take about
10 minutes. | will not ask for your name, address or other personal information that can identify
you. You do not have to answer any questions you do not want to, and you can end the interview
at any time. Of coursg, it is better to have complete information, because everyone' s answers
count. Any information that you give me will be kept confidential. 1f you have any questions, |
will provide a phone number for you to call to get more information.
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First, let me make sure that you are eligible to complete the survey...

Over five years, we will be talking to more than 12,000 people in Queens, including about 600
fromthisarea. We need this much information to help plan programs that are needed in
different parts of the community.

The card that | gave you tells how to contact us to find out more about the Queens Library
HealthLink Project. It also showswhereto call to get information on cancer and to set up
cancer screening appointments.”

In order to ensure the safety of our research staff, data collection will always be
conducted in study neighborhoods by two or more staff at atime and surveyswill only be
conducted during daylight hours. All surveyswill be conducted in public locations with high
pedestrian traffic volume and staff will be instructed to not conduct surveysin any location
where they feel concern for their safety.

The subject population will include men and women of all ethnic and racial backgrounds
who currently reside in or spend time in one of the 20 identified Queens neighborhoods. To be
eligible for the street intercept survey, an individual must meet the following criteria:

Able to respond to interview guestions
e Agel8or older
¢ Regular member of the specific community of focus* during the given observation
period. Community membership is defined by meeting one of the following criteria:
1. Current residency in one of the Queens zip codes within or immediately
surrounding the neighborhood served by a given branch library.
OR
2. A visitor to one of the 20 identified neighborhoods for work or personal reasons
approximately five days per week, and self identification as being part of that
community

* When we are surveying a given neighborhood, we may encounter residents of other
target communities. We will not recruit these individuals unless they meet membership
requirements for the community being surveyed on that specific occasion.

We will attempt to exclude subjects who state that they have previoudly participated in
the street intercept survey. We do not expect high number of repeat surveys, because we will
conduct interviews at different locations and times within the same neighborhood, and because
we are not offering an incentive.

7.3.  Utilization of Available Screening Services
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Utilization of available screening services will be measured through tracking the use of the
mobile screening van from QHN that will visit each of the local community library branches
selected for this study three times per year, at four month intervals. Aswe mentioned
previously, we do not expect to see substantial variation in the number of mammograms and
pelvic exams performed on the van. Generally, screening vans pre-schedul e appointments to
justify the costs of deployment to a given location. However many other activities associated
with the van can vary considerably from site to site and time to time, and will be monitored at
every van visit to every library. For tracking purposes, QHN will provide aggregated data for
each van visit detailing the number of individuals screened (mammography and pap tests), on-
Site requests for screening (i.e., individuals who want to be screened but did not make an
appointment), requests for referrals to colorectal screening, requests for referralsto primary care
doctors, requests for referrals made to Queens Quits! smoking cessation programs, and
associated educational program attendance. Thisoveral tally of activitieswill be included as
part of our tracking data.

In addition, QHN staff will be asking each person who requests services or referrals from the
van to consent to have their individual information tracked, so that we can determine whether
services are actually used as well as results of screening. QHN staff will seek permission to
access medical records for research purposes, and also to contact them by telephone or mail to
get updated information. Note that the van is a service of the QHN and van personnel will be
solely responsible for obtaining this written informed consent. We mention this complementary
protocol here because information from the van is an important part of our overall evaluation
plan. Although MSKCC staff will not be directly involved in these procedures, we will be listed
as having access to respondents’ personal health information, in order to permit MSK staff to
assist in follow-up calls. We will provide the “QHN Mobile Van Services Follow-Up” protocol
to the MSK IRB when it becomes available.

7.4.  Administrative Data from the, MIH and QCC on Cancer Staging and Screening

In addition to the van, QCC and its parent organization, QHN, provide cancer screening and
follow-up care to alarge number of patients each year. Asadministrators of New Y ork State’s
Healthy Living Partnership both ACS and MIH provide alarge number of screening referrals and
enable the costs of breast, cervical and colorectal (FOBT) screening and subsequent follow-up
care to be covered by the State for the under and uninsured. Administrative datafrom ACS,
MIH and the QCC on screening appointments and cancer staging will be de-identified and
aggregated by zip code/neighborhood, ethnic/language group, and time, to supplement data that
we gather from surveys and van visits. These datawill be used to monitor community wide
changesin the utilization of available screening services by zip code and will allow comparisons
to be made between library neighborhoods over time. QCC cancer staging datawill also be
gathered to monitor whether any changes occur in staging of cancer at diagnosis. Although we
do not expect to see changes in cancer staging in the initial 5-years of this project, thisis
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important information to collect for monitoring long-term and cumulative benefits, if we are able
to sustain programs in the public library as we anticipate.

QCC, MIH and ACS will obtain permission to share aggregated de-identified information
with MSKCC for purposes of the present protocol. We will provide the IRB with up to date
documentation of this arrangement as needed.

7.5. Branch Library Readiness, Capacity and Needs Assessment (Appendix E)

Baseline information pertaining to branch library readiness, capacity and resource needs to
carry out cancer related activities will be gathered just prior to the initiation of the experimental
intervention in each of the 20 libraries. Information will come from avariety of sources:

e Semi-structured interviews with branch library managers, conducted by the HealthLink
Specialists.

o Staff field notes of visits to the branch library.
Unobtrusive assessment of the physical, social and information environment at the library.

e Examination of existing documents about the branch, such as web sites, brochures, calendars
and reports.

Library leadership and staff at each branch will be fully informed that we are assessing the
libraries' involvement in and resources for conducting health and cancer-related programs. This
information about library-level variables does not refer to individuals, and so traditional notions
of confidentiality of individual information are not an issue. Branch libraries and CACs will
each receive information on their own library’ s readiness, capacity and needed resources at the
beginning of the intensive collaborative program planning intervention. Publications and
external reports will include aggregate results at the setting level.

It isimportant to note that sources of available information will necessarily differ among
branch libraries. Asdiscussed in reference to the ACCESS project, we have developed areliable
coding system to combine all available sources of information. In order to facilitate coding,
every dimension of capacity is associated with explicit behavioral reference points. Staff review
available materials, independently assign codes, and then go back and arbitrate disagreements.
As noted above most dimensions exceed kappa=.7 prior to arbitration (see Appendix B.4. for the
Coding Manual by Jansky and Rapkin, 2001). Dimensions of setting readiness include ratings of
branch library leaderships’ interest in cancer prevention, relevant services at the branch library,
branch library history of involvement in cancer and health information, tangible and staff
resources, accessibility, safety and aesthetics.

Readiness, capacity and needs assessments will be repeated after the 12 month intensive
intervention phase, to determine the extent to which branch librariesincreased their capacitiesto
sustain active programs of cancer education and outreach. We expect that these capacities will
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be associated with continued program benefits during the sustainability phase. We will repeat
the readiness, capacity and needs assessment one final time for all programs, after month 56.
Thiswill allow us to determine whether new (or existing) capacities devel oped for mounting
public health programs, making screening referrals, hosting the van and other activities are
sustained in branch libraries, and for how long.

7.6. Entrance Surveys of Community Volunteers Who Join Local Cancer Action
Councils (Appendix F)

Initial surveys of each Cancer Action Council Member will be administered viaindividual
guestionnaires, which each member will complete individually. CAC Surveyswill serve the
dual purpose of helping the HealthLink Specialists become familiar with the membership of the
CAC, and helping orient members to issues that are important to the CAC. The survey content
includes the following:

e Volunteers goalsfor joining the CAC.

e Prior experiences planning and participating in community collaboration, outreach, and
public health initiatives.

e Organizational affiliations and ties.
Initial concerns about health in the community.

CAC volunteers will include men and women of all ethnic and racial backgrounds who
currently reside in or spend time in one of the 20 identified Queens neighborhoods. To be
eligible for CAC membership, an individual must meet the following criteria:

e Agel8orolder

e |dentified by the HealthLink specialist or a branch librarian as someone who can
appropriately represent alocal constituency, community organization, or provider relevant to
the success of the CAC

e Willing and able to participate actively in monthly or bi-monthly Council meetings.

Note that we will not consent CAC members because all information collected will be
gathered as part of their service as volunteers and no personal health data will be collected. CAC
members may refuse to participate in the survey or decline to answer any survey questions.

7.7.  Community Barometer Assessment to inform CAC Planning (see Street | nter cept
Survey in Appendix D)

Cancer Action Councils will have the opportunity to work with HealthLink Specialists
and other project staff and volunteers to conduct an initial Barometer Assessment with 30-50

individualsin their community to obtain additional needs assessment data. 1n the present study,
Barometers will consist of the same itemsincluded on the Brief Street Intercept Survey,
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supplemented by questions specified by the local CAC. The CAC will determine who to target
and where to best obtain data, based on their preliminary ideas and plans for cancer-related
activities. Thiswill allow CAC members to compare needs of their potential program targets
with the broader neighborhood in terms of health service use, cancer history, screening
adherence, knowledge of cancer signs, beliefs and fears about cancer, and perceived risk, as well
as preference for various programs and basic demographics.

Barometer datawill be collected anonymously using instructions similar to the Street
Intercept. The main differenceisthat these data will be gathered as needed from samples and
settings purposively chosen to meet the needs of Cancer Action Councils. Barometers may also
be repeated as needed throughout the planning phase to support CAC planning and evaluation.
In addition, CACs may choose to add items the Barometers, as needed to further program goals.
This sort of community-steering of the assessment is consonant with the participatory research
approach that characterizes this study.

7.8.  Anonymous Satisfaction M easuresfor Education and Outreach Programs
(Appendix G)

We will administer a participant satisfaction measure to determine whether programs
developed, adapted or deployed through participatory community planning better meet
community needs. These brief, anonymous satisfaction measures will be administered to groups
of program attendees by ACS, QCC and QBPL staff, CAC members, or other library volunteers
involved in implementing specific education, information, peer support and screening programs.
Satisfaction measures will alow us to determine whether collaborative program devel opment
leads to greater participant satisfaction with cancer outreach programs. Satisfaction measures
also will be used by the CAC to guide program planning.

After educational and outreach events at the community libraries, appropriate program leaders
or support staff will approach program participants to ask them to compl ete the anonymous
satisfaction survey. Surveyswill be pre-coded to indicate date, location and nature of the
program attended. The following script will be used when approaching potential participants:

“Thank you for participating in [the program]. We want to learn a little about you and find
out your reactions to the program, to get a better idea of how to meet community needs. You
don’t have to put your name on the form. You can just drop it off in this box when you are done.
Would you be willing to take a few minutes to complete a short survey about the program you
just attended? If you prefer, [ project personnel, not program presenter] will be available for a
few minutes to talk with you about today’ s program.”

Program participants who verbally agree will be provided with a paper questionnaire and
pencil, and will be asked to return the surveysto the box when they are finished. Alternately, the
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option to talk about the program isincluded, in part, to accommodate low literacy participants
without singling them out. In such cases, the form will be completed by project personnel during
discussion of the program. Eligible respondents include any individual attending any cancer-
related activity associated with this project, with the exception of CAC members, project
students, and staff. No written consent will be obtained as no personal or identifying information
will be collected and questions will be focused on the participants’ reaction to the program which
they just attended. Participants may decline to complete the survey or skip questions. They may
continue to make use of any Queens Library HealthLink programs without completing surveys.
Information on age, gender, race or other minority status will be collected to inform evaluation
and planning.

7.9. Cancer Action Council Process Evaluation (Appendix H)

Cancer Action Council memberswill be interviewed by HealthLink Specialists to gather
information about change in the Council members goals and their experiences participating in
the project. These surveyswill serve asimportant process measures and will provide insight into
the successes and failures that take place during each individual community’slocal organizing
process. These datawill help to explain why certain neighborhood programs may be more
successful than others. Further, these CAC comments will be synthesized and shared with future
branch libraries and CACs interested in adapting a similar program or activity in their
communities. The following script will be used when interviewing CAC members:

“ The purpose of this survey is to understand how well the Cancer Action Council has been
functioning in a number of different areas since its inception six months ago. By “ Cancer
Action Council,” we mean the group of community member s that has been meeting regularly
and working together to research and discuss ways to improve access to cancer servicesin
your community area. Because you are a member of this Council, it is very important to
learn about your experiences, including what is working for you and what is not.

All of the information you provide in this questionnaire will be kept strictly confidential.
Please do not put your name anywhere on the questionnaire. We will not be focusing on
individual responses; we will be looking at all of the Council members' responses as a
whole. Information gained from this survey will help everyone in the Queens Library
HealthLink Project learn about what the Cancer Action Council isdoing well and how it can
improve and have the best chance of achieving all of its goals.

There are no right or wrong answersto the questions. Thoughtful and honest responses will
give the most useful information. “

7.10. Requestsfor Cancer and Health Information Made at Community Libraries
(Appendix 1.1 & 1.2)
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Aswe demonstrated in our earlier research (Goytia et al., 2005), librarians at public libraries
are frequently approached to provide information on health and health services. However, many
librarians are not fully informed about accessible services and tailored information available, and
many feel uncomfortable addressing questions that deal with more complicated or personal
needs. As part of our traditional intervention, ACSfield staff will work with branch librarians
to: 1) provide information about how to make referrals to the New Y ork State Healthy Living
Partnership and 2) orient them to ACS' downloadable document-on-demand web site that has
easy-reading brochures about breast, cervical and colorectal cancer screening, prostate cancer
awareness, and smoking cessation for printing, currently availablein 16 languages. As part of
our collaborative planning intervention, librarians will aso have opportunities to work with
HealthLink Specialists, participate on their local CAC, and/or receive additional training and
resources to better handle community requests.

We will implement three separate assessment procedures to monitor librarians’ delivery of
health information and referrals, and whether and how this function changes over the course of
this project:

e Threetimes per year throughout the project, we will ask librarians to complete a brief log,
indicating the number and nature of health information requests that they receive. We will e-
mail thislog to every librarian who provides direct service the general public in each of the
20 selected branches, and ask them to fill in the table for requests over the preceding four
weeks. It will take librarians 5 to 10 minutes to complete thislog and return it by e-mail
reply. Requests will also include an open-end question asking for feedback about how the
cancer-related programs are working at their branches, and to solicit their suggestions.

e The Queens ACS Healthy Living partnership call-in number will log referrals that they
receive from the branch libraries. ACS records will indicate source, date, time and purpose
of callsfrom potential screening clients referred by branch libraries.

o Wewill also work with ACS and QBPL to set up an automated system to track when and
how often librarians print easy-reading brochures on different topics for their patrons. We
will ask librarians to print these one page documents only when they are requested and not to
make extra copies, to help ensure a more accurate reflection of patrons’ document use.

Library staff memberswill be fully informed that we are interested in how they handle
information requests and that we are tracking referrals and downloads. We will restate this every
time we send them the information logs. We have arranged with library leadership to keep
information regarding the performance of individual branch librarians completely confidential.
Datawill only be reported in aggregate form, in away that does not single out any librarian or
any branch.

7.11. Logsof HealthLink Consultation and Support to CACsand Branch Libraries
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Starting at the initiation of the intensive program planning intervention, the HealthLink
Specialist will maintain alog of al contacts that project staff have with the CACs and with the
branch libraries. Thisinformation is needed to understand the kinds of technical assistance
required to get cancer-related programs up and running in different communities. It will also be
useful to see how usage changes over the course of the intensive intervention year, in
conjunction with different programmatic issues. We will also examine how use of project
assistance changes after completion of the intensive intervention, to determine the extent of
support needed to sustain programs. We will track the following information over time, in each
community:

e Planned CAC meetings with HealthLink Specialist

e Planned contacts of HealthLink Specialist with individual CAC/Library staff, initiated by
specialist/other

e Librarian or CAC training programs conducted at the libraries

e Troubleshooting contacts of specialist with individual CAC/Library staff, initiated by
specialist/other

e Consultation requests for assistance from senior investigators for program issues, staff
training, research/evaluation issues, fund raising, or partnership issues

e Programs for the community conducted by partnership senior investigators

e Clinical, mental health and social service back-up requests

We will construct variables to summarize the extent of support that the HealthLink project
providesin each of these areas. These variables provide atime-varying covariate that should
mediate the influence of the HealthLink intervention on key indicators of health behavior, as
well as measures of setting readiness and capacity.

7.12. Record of Cancer-Related Education and Outreach Activitiesand Programsin
Each Community

In order to accurately gauge the impact of the HealthLink Program, we will attempt to
account for the presence of programs and activities initiated by other agencies and services.
HealthLink Specialists and ACS community outreach staff will meet monthly to specify
programs and activities conducted at the library, programs carried out at affiliated agencies (i.e.,
agencies represented by CAC members), and programs conducted at other local venues,
unrelated to our project. We will assess the following information for each program:

e Program purpose (i.e., opening of a new mammography provider, an annual health fair with a
smoking cessation counseling booth, cervical vaccine roll out, etc.)

e Target audience(s) size and composition (ethnicity, gender, age, etc.)

e Neighborhoods served

e Duration and frequency
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Note that we do not view these programs as “competing” with our work in the libraries.
Rather, if our program is successful at raising public awareness of cancer-related services and
resources, it could increase the uptake and impact of other concurrent community programs.
Indeed, other community agencies interested in cancer programming may be invited to take part
in thelocal Cancer Action Council. Inany case, we will use our indicators data to track effects
of these programs on our datain time series analysis.

7.13 Program Evaluation Process (Appendix J)

In order to evaluate the effectiveness of programs that are implemented by CACs,
HealthLink Specialists will guide CACs through a standard process of program evaluation. This
process will draw on established program planing and eval uation methods (Fetterman and
Wandersman, 2005) and will be conducted in two stages. During the first stage, Health Link
Specialists will work with CACs prior to program implementation to establish a program goal as
well astargets for appropriate outcome and process measures. The second stage of the standard
program evaluation process will take place after the program has been implemented and will ask
CAC members to assess whether they met their targeted goals and process measures. Based on
their results CACs will then be asked to identify the successes and failures of their program as
well as ways in which the implemented program could be improved. Finally CAC memberswill
decide whether or not the program is one that should be used again. Program evaluations will be
conducted as agroup in order to allow for brainstorming, discussion and clarification, and only
one evaluation form will be completed per program.

Information gathered from program evaluation forms will provide important insight into
factors impacting the processes of change occurring within each community. Further, these
evaluations will provide extensive case examples of program tailoring and community level
innovation.

7.14  Video taping of Cancer Action Council Meetings (Appendix K)

In order to capture the complexity of how the Cancer Action Councils (CACs) operate
and change over time, we plan to conduct video recordings of Cancer Action Council planning
meetings. These tapes will be used solely for dissemination of the project as a model for other
communities; they will not be a part of the formal protocol data collection process and will not
be used for program evaluation or any other research purposes.

Each Cancer Action Council meets approximately once every two or three weeks,
depending on the schedules of members, and each meeting lastsfor 1.5 — 2 hours. Not all
meetings will be recorded; the overall goal isto have recordings represent a variety of time
periods during the CAC development process. We estimate that for each Cancer Action Council,
meetings will be recorded quarterly. Full meetings will be recorded in digital video, and
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recordings will be done either by the HealthLink Project Coordinator or Research Study
Assistant. All video fileswill be stored in a password-protected server.

These video tapes will be used to illustrate the progression of the Cancer Action
Councils. Specifically, thiswould entail presentation of video clips at educational conferences,
aswell as presentation of video material to community groups or partnerships that are interested
in or are in the process of implementing a program similar to the Cancer Action Council model.
Recording will occur only if all CAC members at the meeting to be recorded have signed afilm
and video release forms that explains how their image will be used. These release formswill be
given to CAC members prior to the first recording date.

Genera permission to videotape the CAC meetings has already been obtained from the
Queens Library provided that all individuals appearing in the video recording give their written
approval. Asthe library hasjurisdiction and oversight over all activities taking place with its
premises, the standard library film and video release form will be used (please see Queens
Library Film/Video Release form in appendix K):

80 TOXICITIES/SIDE EFFECTS

There are no expected side effects of this program. The risks of Queens Library
HealthLink activitiesare minimal. The Queens Library HealthLink project will refer people to
fully-certified providers of standard screening programs and health care. Participants may
choose to undergo specific screening tests and procedures as aresult of this program. Physical
and psychological risks associated with these screening procedures (e.g., colonoscopy) will be
explained as part of routine care, and are not part of this protocol.

If we encounter cases of serious emotional distress or critical unmet needs, we will take
appropriate steps to refer participants to needed services. Clinical, mental health and social
services offered by the Queens Health Network (the municipal health care system in Queens and
QCC’s parent institution) will be available to all participants, regardless of their ability to pay for
care or US citizenship. Participants may decline or withdraw from the study without penalty,
and may continue to make use of Queens Library HealthLink resources and programs.

90 PRIMARY OUTCOMES

As described in Section 7, datafor primary outcomes will be gathered from multiple sources
in order to examine the participatory processes as well as behavioral outcomes at the
individual, library and community levels. Table 3 below describes the role for all study
measures. In Table 3a, we summarize our primary proximal and distal study outcome
measures. We expect that the intervention will have immediate effects on primary outcomes,
by increasing screening and referrals coming from the library and from van visits. Over time,
we expect to see movement in more distal indicators based on anonymous intercept and
administrative data. Table 3b includes measures of mediating mechanisms that we expect to
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change if our intervention works as intended, including effectiveness of CAC planning, more
frequent cancer control services and programs, greater satisfaction with these programs,
greater desire of CAC members to sustain these achievements, and greater levels of CAC
activity and involvement with HealthLink Specialists and staff. Table 3c summarizes
variables that we expect will moderate intervention effects. Some of these factors may
themselves be changed by the program. For example, intensive participatory research should
lead to desired proximal and distal outcomes more quickly when libraries have greater
resources and capacity to conduct programs. As CACs carry out their work, they may be able
to attract greater resources to the libraries (e.g., funds, staff interest, information resources,
etc.). Similarly, we expect that CAC members' initial investment and skills will affect
program effects, and that these too should increase during the program. In addition, consistent
with a process of diffusion of innovation, we expect that word about our effortsin the library
will take hold more quickly in more cohesive communities. Similarly, it islikely that
benefits will materialize more quickly when there is greater community stability and fewer
competing concerns. However, we expect that the ultimate magnitude of intervention effects
will be greatest in communities with fewest resources.
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Table 3a. Summary of Study Measures: Primary Proximal and Distal Outcomes
Rationale | Measurement Specific Variables Timing and
for Sour ce or Frequency of
Assessment Procedure Data Collection
Distal Anonymous e Self Reported Cancer Screening Occursin each
Outcomes Street e Cancer Knowledge neighborhood
I ntercept o Information Seeking every 10 weeks
Surveys (7.2, |e AccesstoCare throughout the
Appendix D) study
Distal Administrative | ¢ Screening referrals made though the Gathered
Outcomes Data from the Healthy Living Partnership (ACS, MIH) | quarterly for the
ACSand QCC | ¢ Number of annual screenings completed | duration of the
on Cancer at each hospital participating in the study
Screening and Healthy Living Partnership (ACS, MIH)
Staging (7.4) | e Cancer staging (QCC)
Proximal Requests for e Number of referralsinitiated by Compiled
Outcomes Cancer and librarians quarterly
Health e Number of cancer related health requests
Information made to librarians
Made at o Number of other types of health requests
Community made to librarians
Libraries e Number of downloads of ACS easy
(7.10, reading documents on cancer
Appendix 1.1
& 1.2)
Proximal Utilizationof |« Number of individuals screened Gathered after
Outcomes Available (mammography and pap tests) each van visit —3
Screening e Number of on-site requests for screening | times per year in
Services e Number of referral requests for each community
(QHN Van) colorectal screening
(7.3) e Number of referral requests for primary
care doctors
e Number of referral requeststo smoking
cessation programs (referral will beto
Queens Quits)
» Attendance at associated educational
programing
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Table 3b. Summary of Study Measures. Mediatorsof Intervention Effects

Rationale | Measurement Specific Variables Timing and
for Sour ce or Frequency of
Assessment Procedure Data Collection
Effective Record of Number of Cancer Outreach Activities | Compiled
community | Cancer-Related and Programs quarterly
planning Education and
will Outreach
increase Activitiesand
Services. Programs (7.12)
Successful | Program Program implementation and target goal | After every
programs Evaluation achievements CAC-initiated
will belead | Process(7.13) program
to primary
outcomes.
Community | Anonymous Whether programs meet participants After every
Planning Satisfaction information goals program
should lead | Measures for Number of program participants who conducted as
to more Education and have attended other Queens Library part of this
useful and | Outreach HealthLink programs project
satisfying Programs (7.8, Whether program participants would
programs. | Appendix G) attend future programs
How participants heard about the
program they attended
CAC Cancer Action How CAC members goals have changed | 6 and 12 months
members Council Process from their entrance interview after the creation
should want | Evaluation (7.9, How well CACswork together as agroup of the CAC
to sustain Appendix H) Barriers that CACsface
programs.
Greater Logs of Number of CAC meetings with Compiled
CAC HealthLink HealthLink specialist quarterly
activity will | Consultation and Number of HealthLink Specialist
be Support to CACs contacts with individual CAC members
associated | and Branch Number of Librarian or CAC training
with greater | Libraries (7.11) programs
impact and Number of troubleshooting sessions
sustained between CACs and HealthLink
effects. Specialists

Number of CAC consultation requests
for assistance from senior investigators
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Table 3c. Summary of Study Measures. Setting Outcomes and Contextual Moder ators

Rationale | Measurement Specific Variables Timing and

for Sour ce or Frequency of
Assessment Procedure Data Collection
Greater Branch Library | ¢ Physical environment including Occurs at the
library Readiness, building condition, and space for events | beginning of the
program Capacity and e Socia environment study and after
capacity will | Needs e Information environment the compl etion of
increase Assessment e Current program offerings the experimental
effects; (7.5, Appendix | e Staff training intervention in
This capacity | E) o Staff language skills (i.e. do the each library
should languages spoken by staff match those
increase. of patrons)

e Library Hours
Intervention | Entrance e Volunteers goalsfor joining the CAC | At the beginning
effects will Surveys of e Prior experiences planning and of each library’s
emerge more | Community participating in outreach and public experimental
quickly asa | Volunteers health initiatives intervention
function of Who Join e Familiarity with local clinical and
CAC Local Cancer preventive health services
Volunteer Action e Organizational affiliations and ties
readiness, Councils (7.6, |« Descriptive personal background
prior Appendix F) information
experience e Initial concerns about health and cancer
and relevant in the community
expertise. e Initia ideasfor community projects that
the CAC could pursue

Intervention | Anonymous o Collective Efficacy Occursin each
effects will Street Intercept | ¢ Community Cohesion and Trust neighborhood
diffuse more | Surveys (7.2, every 10 weeks
quickly in Appendix D) throughout the
cohesive study
communities.
Intervention | Neighborhood |« Condition of residential and May, 2007 —
impact will Environmental commercial structures September, 2007
be greater in | Observation e Available community resources (such
communities | (7.1, Appendix as parks, medical offices, hospitals etc)
with greater | C.1) e Typesof resident and non-resident
need. activities
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100 CRITERIA FOR REMOVAL FROM STUDY

NOT APPLICABLE: Asthis study isacommunity wide trial, no individuals will be removed
from the study. Participation in study activitiesis voluntary and open to all community
members who meet the stated eligibility criteria

11.0 BIOSTATISTICS

This project is a population based intervention that uses an interrupted time-series design
with multiple baselines (Biglan et al. 2001; Department of Education, 2005). This approachis
particularly well-suited to community intervention research because it is more practical than
randomized controlled trials, and because it ensures that communities receive equal benefits of
theresearch. A total of 20 branch librariesin the Queens Library system will be recruited to
participate in this study. In this design, each community serves both asits own control and asa
comparison for other communities. Asshown in the study time line (Figure 1), libraries and
their respective communities will be enrolled in the study and followed continuously for the
entire study period. All libraries enter the program in the control condition. Librarieswill spend
between three and thirty-six months receiving the control condition (“enhanced standard
services’). Beginning in month four, two libraries will transition into the experimental intensive
participatory research intervention (IPR). Every four months, two additional libraries will begin
the intervention. The IPR lasts for 12 months, after which time libraries enter the
“sustainability” phase. The order in which libraries will transition into the experimental
condition will be determined during the start-up phase. Libraries will enter at random.

However, we will “yoke” pairs of libraries together to ensure that order of entry isrelatively
balanced with respect to community characteristics (i.e., we do not want all the predominately
Hispanic communities to enter first and all the Chinese communities to enter last).

Outcome indicators are summarized in Table 3 (section 9, pp. 44-47). Outcomes
indicators will be derived from anonymous street intercept surveys on self-reported cancer
screening, administrative datafrom QHN, MIH and ACS, and library and van referrals records.
Each of these measures will be drawn from numerous individual observations.

Analytic plans for specific study aims are asfollows. The plans are consistent with the
recommended analytic strategies for group-randomized trials (Gruenewald, 1997; Murray, 1998;
Murrary, Varnell, Blistein, 2004). We will base this discussion on the analysis of street intercept
data, athough similar considerations will guide our approach to other measures.

Aim 1. Todeterminewhether community-based participatory action resear ch leadsto

mor e effective cancer prevention and control in under served communities compared to
traditional, “top-down” programs.
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Linear mixed-effects models with smoothing techniques (e.g., kernel estimation) are the primary
analytic method to model the time-varying changes in the primary endpoints (e.g., cancer
knowledge, accessto care, and information seeking). The effect of the IPR intervention as
compared to the standard intervention will be evaluated by the parameter estimate of adummy
variable that indicates the intervention condition. A second time-dependent dummy variable will
be created to indicate the sustainability phase. The standard (control) intervention phase will be
the reference level.

Statistical Power for Mixed-Models Analysis: We estimated the statistical power of a mixed-
effects model using Horton et al.’s simulation method (2004). The parameter estimate for the
IPR dummy variable will be used to test the effectiveness of the proposed community-based
participatory action research against the standard (control) phase. Take accurate knowledge of
local library-based cancer control programs as an example of an endpoint, we will be
interviewing 30 individuals every 10 weeks in each neighborhood for over 4.5 years. Thiswill
yield asample of 13,500 respondents who provide data anonymously during street intercept
interviews in each of the 20 neighborhoods (Iguchi et al., 1994; Ellen et al., 2004; Kalichman et
al, 2006) for atotal of 675 anonymous interviews nested within each library setting.

We applied Horton’ s method to a mixed model with random respondent effects (nested within
libraries) and arandom time effect (in 10-week increment). Based on data from our original
ACCESS study (Lounsbury et a, 2006 — appendix B.3), we assumed an intraclass correlation of
0.15 over the 5 repeated assessments per library per year and a coefficient of 0.18 for the dummy
variable that indicate the IPR phase, treating the control phase as the reference. With altogether
675 repeated assessments nested within each library setting, there will be a power of 87.5% at a
two-sided alpha error rate of 0.01 to detect a fixed-effect of 0.18 for the IPR dummy variable.
The IPR fixed-effect coefficient will be tested with at-test as described in Brown and Prescott
(2006, pp. 76-79) for the null hypothesis that cancer knowledge assessed in the street intercept
surveys during the IPR phase will be equal to the scores assessed during the control phase. An
effect size of 0.18 is considered a“small” effect size for such a contrast in psychosocial research
(Cohen, 1992). Thusthereis sufficient statistical power to detect a“small” and greater effect in
the primary endpoints such as knowledge of programs.

Other considerationsfor Aim 1

Our interrupted time series design necessarily means that some libraries will receive the control
phase (enhanced ACS, MIH and QCC services) for alonger period of time. This design may
entall a problem that the experimental condition will tend to ook better than the control if there
are secular trends of increasing cancer awareness and screening uptake. A potential bias like this
may be accentuated by a delayed effect of the control interventions. Adding non-participating
libraries as controls may address thisissues. However, this design modification may introduce
potential problems because the non-participating libraries are mostly within higher SES
neighborhoods. We do not believe they are suitable controls for the target libraries, which have
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been identified based on the year 2000 census data on the percentage of population living below
the poverty line (see pp. 29-30 for the selection criteria).

We will endeavor to model the impact of this potential bias. The overall planisto use mixed
models with kernel smoothersto visually inspect this effect, and test them with afew post hoc
"before and after” contrasts (see Ch 2, Diggle et al., 2005). We also plan to follow Murray's
recommendations (2004 in Am J of Pub Health) to use "before" and "after" contrasts (used
sparingly) to gauge the extent to which the conclusions we draw from the mixed models are
affected by a delayed effect during the Standard Intervention phase. We continue to see advice
from our colleagues.

This analytic plan will permit us to use mixed models with a random time effect to examine
several questions related to community context and introduction of participatory interventions.
Firgt, it is possible that length of exposure to enhanced standard programs will generate greater
interest in cancer-related programs and foster community involvement when our participatory
planning processisintroduced. Alternatively, it is possible that prolonged availability of
traditional “top-down” programs will increase awareness, screening and prevention to some
ceiling-level, making further benefits of participatory programs difficult to determine. A third
alternative isthat the increment in cancer-related awareness and behaviors due to the
participatory intervention is additive, creating a similar benefit regardless of the community’s
prior exposure to standard programs.

Aim 2. Toexamine how communities engage in the participatory research process, in
order to develop locally tailored initiativesfor cancer education, prevention and control.

Aim 2 will involve descriptive statistics to summarize the changes in process variables such as
community cohesion and trust, program attendance, degree of contact with consultants, and
changes in agency capacities. These analyseswill be primarily carried out at the library level.
As noted above, we will examine whether and how library readiness and community resources
moderate the effects associated with collaborative program devel opment through community-
based participatory research. Our overall hypothesisisthat IPR will be more beneficial in
communities with lower social capital, fewer resources and greater barriers. Thisfollows
directly from the observation that the processes associated with participatory research (fostering
lines of communication, identifying and mobilizing resources, persistent and iterative program
planning) may each serve as antidotes to various challenges evident in underserved communities.

Aim 3. Toexaminewhether and how long program effects are sustained after completion
of the intensive collabor ative program planning intervention.

Inaim 3, we will use mixed-effects models to examine whether or not cancer knowledge
measured by street intercept surveys during the sustainability phase is equal to that measured
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during the control phase. The parameter estimate for the sustainability dummy variable will be
used to test the sustainability of the proposed community-based participatory action research
against traditional programs. Similarly, mixed-effects models will be used to test the
sustainability of the IPR program with respect to access to care and information seeking.

General Analytic Approachesfor the Proposed Interrupted Time-Series Design

Before specific research questions are addressed, several types of data manipulation and
exploratory analyses may be considered. Transformationswill be used if needed to produce
variables that conform to the distributional assumptions. Exploratory analyses will generally
employ both the usual t-test and the Wilcoxon rank-sum test to protect against violations of
normality assumptions. Similarly, along with the usual analysis of variance procedures,
Wilcoxon signed-rank tests will be used for paired data and Kruskal-Wallis tests will be used for
k-group comparisons. Categorical variables, including dichotomous factors, will be summarized
by proportions and compared among groups using Fisher’s exact test. Adjustments to the alpha
level will be considered using the method of Hochberg and Benjamini (1990).

Preparation of Data: Data from all sources will be prepared on an on-going basis. Street
intercept datawill be gathered by interview, so we expect missing data to be minimal. MSKCC
research staff will work with QCC, ACS and QBPL staff to ensure that the measures that they
collect are complete. Sporadic missing datawill be imputed using regression methods. Given
the relatively small N of neighborhoods (20), we will reduce variables at this level by dropping
those with highly skewed distributions, combining highly correlated measures into scales, and
creating conceptually-based dimensions (e.g., of readiness and capacity). N of casesis sufficient
at the individual level to permit empirical exploration of patterns of adherence and risk (e.g.,
cluster analysis) within and across sampling waves.

Sources of tracking data including van data, aswell as ACS, MIH and QCC
administrative datawill be gathered at the neighborhood level defined by either zip code or
library neighborhood. Tracking datalend themselves to more traditional analysis of trends,
including event history analysis to model the introduction of specific types of programs or
activities (e.g., hereis when the neighborhood decided to take on colon cancer), latent growth
curve modeling (e.g., to seeif there are processes or patterns that account for major patternsin
the data) and correlated time series (e.g., to determine if program activities lead to expected
changes in screening rates in about two months). Note that data will be broken down by groups
within neighborhoods when possible, to permit more sensitive assessment of temporal trends for
different groups.

Mediation: Our study includes a number of measures to examine mechanisms associated
with program effects. Aswith outcomes, indicator measures are measured continuously, and we
will examine trends in these variables, including number of programs, satisfaction with
programs, and level of CAC activity. Mediation measures can be included as time-varying
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covariatesin tests of initial and sustained effects, to determine whether and how they account for
changesin proximal and distal outcomes.

Individual Moderator Variables: For street intercept and tracking analyses, individual
characteristics (ethnicity, language, age, gender, and library involvement) may be included to
examine whether program effects differ for different segments of the community. Thiswill be
accomplished by creating aggregate scores for subgroups of interest. In addition to modeling
race, language or age differences per seit will also be of interest to explore whether being a
member of the predominant ethnic or language group in a given neighborhood influences
outcomes of the community-tailored programs (e.g., are we reaching members of less prevalent
minority groups as well as the large groups within each community?).

Setting and Ecological Moderator Variables: During the start-up period, HealthLink
Speciaists will gather data on library readiness and capacity to host health-related programs, and
community organizational and structural variables that may effect access to care and program
participation. These variables will be included as moderators at the community level in HLM
analysis. For example, we will examine whether the changes in tracking measures between
standard and IPR conditions are greater in lower-resource communities.

120 SUBJECT REGISTRATION AND RANDOMIZATION PROCEDURES

12.1 Subject Registration

NOT APPLICABLE: Wewill not be obtaining informed consent or registering
participantsfor any part of thisstudy.

12.2 Randomization

NOT APPLICABLE: No randomization will take place in this study as the design relies

on apre/post analysis and all participating communities will receive the same
interventions.

13.0 DATA MANAGEMENT ISSUES

A Research Data Coordinator, Research Study Assistant (RSA), and pre-doctoral fellows will be
assigned to the study. Their responsibilities include project compliance, data collection,
abstraction and entry, data reporting, regulatory monitoring, problem resolution and
prioritization, and coordinate the activities of the protocol study team.
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The data collected for this study will be entered into a secure password protected database.
Source documentation, kept in alocked filling cabinate, will be available to support the
computerized patient record.

13.1 Quality Assurance

Reports will be generated every month to monitor participant accruals for street intercept
interviews and to ensure that we are meeting our targeted goals described in section 7
above. Routine data quality reports will be generated to assess missing data and
inconsistencies across al of our data collection instruments. Accrual rates and extent and
accuracy completed measures will be monitored periodically throughout the study period
and potential problems will be brought to the attention of the study team for discussion
and action

Random-sample data quality and protocol compliance audits will be conducted by the
study team, at a minimum of two times per year, more frequently if indicated.

13.2 Data and Safety Monitoring

The Data and Safety Monitoring (DSM) Plans at Memoria Sloan-Kettering Cancer Center
were approved by the National Cancer Institute in September 2001. The plans address the
new policies set forth by the NCI in the document entitled “ Policy of the National Cancer
Institute for Data and Safety Monitoring of Clinical Trials” which can be found at:
http://cancertrials.nci.nih.gov/researchers/dsm/index.html. The DSM Plans at MSKCC were
established and are monitored by the Office of Clinical Research. The MSKCC Data and
Safety Monitoring Plans can be found on the MSKCC Intranet at:

http: //mskweb2.mskcc.org/irb/index.htm

There are several different mechanisms by which clinical trials are monitored for data, safety
and quality. There are institutional processesin place for quality assurance (e.g., protocol
monitoring, compliance and data verification audits, therapeutic response, and staff
education on clinical research QA) and departmental procedures for quality control, plus
there are two institutional committees that are responsible for monitoring the activities of our
clinical trials programs. The committees. Data and Safety Monitoring Committee (DSMC)
for Phase |l and |1 clinical trials, and the Data and Safety Monitoring Board (DSVIB) for
Phase 111 clinical trials, report to the Center’ s Research Council and Institutional Review
Board.
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During the protocol development and review process, each protocol will be assessed for it's
level of risk and degree of monitoring required. Every type of protocol (e.g., NIH sponsored,
in-house sponsored, industrial sponsored, NCI cooperative group, etc.) will be addressed and
the monitoring procedures will be established at the time of protocol activation.

140 PROTECTION OF HUMAN SUBJECTS

141 Privacy

. Survey information in this study will be collected anonymously and all of responses
will be kept confidential and stored on a secure database on the departmental drive.
The standard privacy text does not apply to this study as no PHI will be collected
from participants.

14.2  Issues Concerning Resear ch in Community Settings
This project involves an intervention at the level of community sites. As such, it raises
unique concerns that do not arise in studies that sample only individuals. 1t will be useful
to anticipate and outline these areas of concerns and to explain our efforts to maximize
benefits and minimize potential risks of this research.

Sampling and Recruitment of Communities: We have adopted inclusive
procedures for targeting neighborhoods, according to known or suspected cancer health
disparities and barriersto care. All neighborhoods in this study will receive enhanced
cancer-related services. Community participation will be an open and inclusive process.
Our main community participants, the Cancer Action Councils, will be selected to
represent key segments of their communities. By working at the neighborhood level, it is
easier to ensure that Cancer Action Councils are representative of their communities.

Confidentiality of Site-Level Information: Communities will control access to
their specific information. Investigators will discuss differencesin cancer trends related
to community characteristics, but will not associate findings with specific neighborhoods.
Study investigators will work directly with Cancer Action Council membersin preparing
case study reports, to ensure that we are able to protect community identities. Otherwise,
we will not release or report information in ways that would permit identification of
specific locales.

Limits to Confidentiality of Specific Sourceswithin Libraries, and Safeguards:
Branch libraries will serve as the home base for this project in 20 communities. Dataon
libraries will be gathered from staff. We will ensure that these individuals are fully aware
that we plan to use information from our interviews to describe Library Readiness and
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Capacity. Our coding system integrates and triangul ates data from several sources, which
serves to obscure sources of any particular perspective.

Community Oversight: Communities participating in the study will control
access to their specific information. Investigators will discuss differencesin cancer trends
related to community characteristics, but will not associate findings with specific
neighborhoods. Study investigators will work directly with Cancer Action Council
members in preparing case study reports, to ensure that we are able to protect community
identities. Otherwise, we will not release or report information in ways that would permit
identification of specific locales.

Benefits to Settings: We expect that neighborhoods and libraries will benefit
from participation in this project in several ways, through capacity building in areas
needed to plan and implement cancer-related programs, such as grant writing and staff
training. Libraries and Cancer Action Councilswill receive media materials, barometer
and indicator data and summary data reports at no cost.

Emphasis on Tailoring Over Targeting in Resource Dissemination and Training:
We must be mindful of the possibility that capacity-building programs can promote the
“rich getting richer” syndrome. Information yielded by setting and community
evaluations could demonstrate that greater baseline capacity to get involved in cancer
outreach leads to greater success. This might encourage some to steer resources to
higher-resource communities and settings. At times this may be appropriate. However, in
order to reach the most vulnerable of the underserved, it may be necessary to tailor
programsto libraries and communities that are not “ideal” in terms of setting readiness.
Although capacity building with resource-poor sites may seem to slow the diffusion of
cancer screening and information, ultimately this may be the only way to reach certain
groups in greatest need and reduce disparities. Aswe discuss, we hypothesize that
participatory planning may be particularly beneficial in these communities.

150 INFORMED CONSENT PROCEDURES

For all measures:
Standard informed consent procedures will be waived for this protocol for the following reasons:

1. Theresearch presents no more than minimal risk of harm to subjects and involves no

procedures for which written consent is normally required outside of the research context.

2. Theonly record linking the subject and the research would be the consent document and the
principal risk to any participant would be potential harm resulting from a breach of
confidentiality.
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15.1 Research Authorization

Standard research authorization procedures will be waived for this protocol for the
following reasons:

1. Theresearch presents no more than minimal risk of harm to subjects and involves no
procedures for which written consent is normally required outside of the research
context.

2. Theonly record linking the subject and the research would be the consent document

and the principal risk to any participant would be potential harm resulting from a
breach of confidentiality.
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