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1 Introduction

1.1 Purpose of the National HIV Behavioral Surveillance System
(NHBS)

Based on a June 1999 review of national HIV prevention programs, CDC’s Advisory Committee
for HIV and STD Prevention and other external experts called for the development of a national
plan for HIV/AIDS prevention. In 2000, CDC, in collaboration with representatives from state
and local health departments, academic institutions, and clinical and prevention organizations,
initiated a strategic planning process that culminated in the development of CDC’s HIV
Prevention Strategic Plan Through 2005*. As part of this plan, four national goals were
identified to reduce the annual number of new HIV infections in the United States by half. One
of these goals was to strengthen the national capacity to monitor the HIV epidemic to better
direct and evaluate prevention efforts, which has been further highlighted in the 2010 National
HIV/AIDS Strategy for the United States®. In 2002, as an initial step toward meeting this goal,
CDC awarded supplemental funds to state and local health departments to develop and
implement the National HIV Behavioral Surveillance System (NHBS).>*

NHBS was developed to help state and local health departments establish and maintain a
surveillance system to monitor selected behaviors and prevention services among groups at
highest risk for HIV infection. Findings from NHBS are used to enhance the understanding of
HIV risk and testing behaviors in these groups, and to develop and evaluate HIV prevention
programs that provide services to them. Within each participating Metropolitan Statistical Area
(MSA), data are collected within the major city or HIV epicenter. Depending on the cycle and
sampling method, other areas within the MSA may also be targeted for data collection.

NHBS activities are implemented in rounds composed of three cycles. The first cycle of each
round focuses on men who have sex with men (MSM), the second cycle focuses on injecting
drug users (IDU), and the third, on heterosexuals at increased risk of HIV infection (HET).
These cycles are repeated in rounds so that data are collected from each risk group every three
years. Cycles are referred to by the group of interest (NHBS-MSM, NHBS-IDU, and NHBS-
HET), and the round of data collection is indicated by a number following the group of interest
(e.g., NHBS-MSM1, NHBS-MSM2, etc).

1.2 Timeline and Scope of Protocol

To date, NHBS has completed three rounds of data collection and the fourth round begins in
January 2014 with the NHBS-MSM4 cycle. NHBS-IDU4 will be conducted in 2015 and NHBS-
HET4 is scheduled to begin in 2016 (pending funding). The table below displays data collection
periods for the completed and upcoming NHBS rounds.
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NHBS Cycle
Nl Relie MSM IDU HET
1 Dec 2003-Dec 2004 Jan-Dec 2005 Jan 2006-Oct 2007
2 Jan-Dec 2008 Jan-Dec 2009 Jan-Dec 2010
3 Jan-Dec 2011 Jan-Dec 2012 Jan-Dec 2013
4 Jan-Dec 2014 Jan-Dec 2015 Jan-Dec 2016

The activities described in this protocol are for NHBS-MSM4, NHBS-1DU4, and NHBS-HET4
cycles. Funding for NHBS-HET4 is pending.

1.3 Collaborating Agencies

The current 5-year funding award, under the program announcement PS-11-001, began with the
third round of NHBS in January 2011. NHBS grantees include 6 city health departments
independently funded by CDC’s Division of HIV/AIDS Prevention and 14 state health
departments with jurisdiction over specific MSAs or Divisions within MSAs (For definitions of
MSAs and Divisions see http://www.census.gov/population/www/metroareas/metrodef.html).

Independently-funded city health departments are: Chicago Division (Chicago MSA); Houston
MSA,; Los Angeles Division (Los Angeles MSA); New York Division (New York City MSA);
Philadelphia Division (Philadelphia MSA); and San Francisco Division (San Francisco MSA).
Funded MSAs/Divisions under the jurisdiction of the state health departments listed in brackets
include the following: San Diego MSA [California]; Denver MSA [Colorado]; Washington
Division, Washington DC MSA [Washington DC]; Miami Division, Miami MSA [Florida];
Atlanta MSA [Georgia]; New Orleans MSA [Louisiana]; Boston Division, Boston MSA
[Massachusetts]; Baltimore MSA [Maryland]; Detroit MSA [Michigan]; Nassau Division, New
York MSA [New York]; Newark Division, New York MSA [New Jersey]; San Juan MSA
[Puerto Rico]; Dallas Division, Dallas MSA [Texas]; and Seattle Division, Seattle MSA
[Washington]. Here forward, grantees are referred to as project sites.

To ensure that NHBS covers the geographic areas of the United States most affected by the HIV
epidemic, NHBS project sites comprise state and local health departments in areas with the
highest AIDS prevalence. These 20 MSAs/Divisions represent 59% of all persons living with
HIV infection in large MSAs (population = 500,000) in the United States at the end of 2009°.
Participating health departments will be funded to conduct activities only within the MSA or
Division listed and only within the geographic bounds of the funded entity (where MSAs extend
beyond the jurisdiction of the eligible state or city health department). Where it would be
impractical to conduct NHBS in the entire MSA or Division, recruitment activities should be
limited to the geographic area (e.g., city, county, or health district) within the MSA or Division
with the highest HIV/AIDS morbidity. On the other hand, in order to preserve the integrity of
the sampling method, recruitment activities may be extended to geographic areas adjacent to the
MSA or Division if HIV/AIDS morbidity in those areas is high and CDC has granted approval.
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1.4 Responsibilities

CDC investigators are principally responsible for developing the protocol and supporting
appendices, and for providing technical assistance to the project sites. NHBS project site
investigators are to 1) contribute to protocol development, 2) successfully implement the project
using the methods described, and 3) ensure submission of data to CDC in a timely manner.

1.5 Justification for NHBS

The ongoing and systematic collection and analysis of data is needed to identify baseline risk
behaviors and prevention service utilization, as well as to measure progress toward meeting
prevention goals. NHBS will provide data on the sexual and drug-use behaviors that place
individuals at risk for HIV infection, as well as provide data on their use of HIV prevention
services. These data will also provide valuable information for monitoring and evaluating
outcomes of the National HIV/AIDS Strategy for the United States® and for guiding national and
local HIV prevention efforts. Furthermore, NHBS data may be used by public health officials
and researchers to identify HIV prevention needs, allocate prevention resources, and develop and
improve prevention programs directed to the populations of interest and their communities.

Although HIV behavioral surveillance data cannot be used to evaluate the efficacy of specific
interventions, they are important for monitoring whether HIV prevention efforts are reaching at-
risk populations within a community and whether these efforts meet national and local
prevention goals. At the individual level, NHBS participants may benefit directly from HIV
prevention counseling, knowledge of their HIV status, and referrals for additional HIV risk
information and care. Participants who have preliminary HIV positive or confirmed HIV
positive test results will be counseled and referred for treatment and case management services.

NHBS-MSM4, NHBS-IDU4 and NHBS-HET4 cycles are designed to monitor HIV prevalence
and behaviors that place individuals at risk of HIV infection among MSM, IDUs, and at-risk
heterosexuals, respectively.

NHBS-MSM only

The HIV epidemic has disproportionately affected MSM. At the end of 2010, 63% of the
estimated number of persons aged 13 years and older living with a diagnosis of HIV infection in
the United States was attributed to male-to-male sexual contact and an additional 8% was
attributed to injection drug use and male-to-male sexual contact®. Further, an estimated 66% of
all new HIV infections occurred among MSM (including MSM who inject drugs) in 2010’
Moreover, MSM are the only risk group in the United States in which the number of new HIV
diagnoses is increasing®. NHBS and other studies have found that rates of HIV infection among
MSM remain persistently high, especially among racial and ethnic minority MSM, and that
many HIV-infected MSM are unaware of their infections®*°. These studies have also shown

high levels of sexual and drug-use risk behavior®°,
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NHBS-IDU only

Although HIV incidence among IDUs has decreased by approximately 80% since the late 1980s,
the decline has slowed in recent years** and injecting drug use remains an important route of
HIV transmission in the United States. At the end of 2010, 16% of the estimated number of
persons aged 13 years and older living with a diagnosis of HIV infection in the United States was
attributed to injection drug use and an additional 8% was attributed to injection drug use and
male-to-male sexual contact®. Further, an estimated 12% of all new HIV infections occurred
among IDU (including MSM who inject drugs) in 2010”. IDUs are at increased risk of acquiring
and transmitting HIV through the use of non-sterile injection equipment and through unsafe sex
and racial/ethnic minorities and women continue to be disproportionally affected*? among IDUs.
Furthermore, recent studies among young IDUs reported high levels of injection and sexual risk
behaviors underscoring the need for data to inform comprehensive and age-specific HIV
prevention intervention.®® Finally, analysis of the NHBS-1DU2 data found high levels of
injection risk practices, including sharing syringes to inject (34%) and sharing other injection
equipment (58%). Having unprotected vaginal sex in the past 12 months was reported by 67% of
men and 73% of women™*,

NHBS-HET only

At the end of 2010, 11% of the estimated number of persons aged 13 years and older living with
a diagnosis of HIV infection in the United States was attributed to heterosexual transmission®..
Persons with lower socioeconomic status (SES), racial/ethnic minorities, and women continue to
be disproportionally affected by heterosexually acquired HIV*>*®. The impact of lower SES was
identified through analysis of the NHBS-HET1 data, which found that HIV prevalence was
significantly higher among heterosexuals who had less than a high school education, were
unemployed, and had annual household incomes <$9,999". In addition, women and minority
populations continue to bear the greatest burden of HIV infections among heterosexuals. In 2011
83% of estimated new HIV diagnoses attributed to heterosexual transmission in the United States
were among Hispanics and African Americans®. Most (86%) of estimated HIV cases diagnosed
among female adults and adolescents in 2011 were attributed to heterosexual contact, of which
African American and Hispanic women together accounted for 8294°.

1.6 NHBS Objectives

NHBS contributes to the nation’s program of HIV surveillance by being the only multi-site
population-based system that provides estimates on key HIV prevention measures among high-
risk HIV-negative individuals, HIV—positive individuals unaware of their infection, and HIV-
positive individuals aware of their infection who are in and out of care. Accurate and precise data
on the behaviors in these populations are critical for tracking the epidemic, planning effective
responses, and monitoring and evaluating those responses.

The objectives of NHBS are designed to monitor behaviors that place people at risk for HIV
infection and they apply to the data collected for all three project cycles: NHBS-MSM, NHBS-
IDU, and NHBS-HET. The NHBS objectives are as follows:
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Seroprevalence
e Assess the prevalence of and trends in HIV infection.
e Assess the prevalence of and trends in awareness of HIV infection.

Risk Behaviors
e Assess the prevalence of and trends in risk behaviors and social determinants that
increase the risk of HIV acquisition and transmission, including:
— sexual risk behaviors
— drug-use risk behaviors

HIV Testing and Treatment
e Describe utilization of and trends in HIV testing, linkage to care, and antiretroviral
therapy

Prevention
e Assess the exposure to and use of prevention services.
¢ Identify gaps in prevention services and missed opportunities for prevention
interventions.

1.7 General Approach for NHBS Implementation

NHBS cycles are repeated cross-sectional surveys of persons at increased risk of HIV infection.
The survey methods used to recruit participants are Venue-Based Sampling (VBS) and
Respondent Driven Sampling (RDS). VBS and RDS have been found effective for recruiting
populations that are “hidden”. We refer to hidden populations as those for which no sampling
frame exists or whose members engage in stigmatized or illegal activities, making them reticent
to divulge information that may compromise their privacy. MSM, IDUs, and heterosexuals at
risk of HIV infection are examples of hidden populations.

Participants receive incentives for participating in the surveillance activities. The reimbursement
amounts are determined locally by the NHBS project sites, and are based on previous experience
with NHBS cycles or other similar studies. The reimbursement includes compensation for the
time required to complete the survey and for providing specimens for HIV testing. The average
amount of these reimbursements is $25 for the survey and $25 for HIV testing.

NHBS-MSM only

VBS is a method targeting attendees of MSM-identified venues within local communities that
has proven successful in obtaining large and diverse samples of MSM*"*. Survey methods can
be categorized into four principal activities. In the first activity, staff conduct formative research
to prepare for sampling and recruitment by reviewing scientific, prevention, and commercial
literature and interviewing persons knowledgeable about MSM and HIV prevention services.
The objectives of these investigations are to construct an initial “universe” of MSM venues, to
identify potential sampling and recruitment barriers, and to help construct prevention service
measures for the survey. In the second activity, staff assess each venue in the venue universe to
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determine which venues are eligible MSM venues (>50% of attending men are MSM). In the
third activity, staff assess the venues and day-time periods on the initial “universe” to determine
which have a sufficient number of eligible MSM for conducting NHBS-MSM recruitment and
are accessible to NHBS operations. These venues and day-time periods are then included on the
monthly sampling frames used to randomly select venues and day-time periods for recruiting
participants. In the fourth activity, men are recruited to participate in NHBS-MSM at randomly
selected venues during randomly selected day-time periods. At these recruitment events, staff
count venue attendees, approach men to ask them to participate in the survey, interview eligible
men, and offer HIV tests. Although the four principal activities are initially performed in
sequence, sampling frames are continually updated throughout the project cycle.

NHBS-IDU & NHBS-HET only

RDS, a chain-referral sampling strategy similar to snowball sampling®, is used to recruit IDU
and at-risk heterosexuals that are connected by strong social networks and ties. RDS methods
have been widely employed by public health officials and researchers to sample IDUs for
purposes of developing and evaluating HIV/AIDS interventions and for conducting behavioral
surveillance.?® RDS has been successfully implemented to recruit IDUs and heterosexuals at
increased risk for HIV during NHBS rounds 1-3, and will be used in future cycles. RDS
implementation begins with a limited number of initial recruits, or “seeds.” Seeds can be
identified by persons who work with the target populations or through outreach. People who
work with these target populations may be able to appropriately identify dynamic individuals and
refer them to the NHBS project staff. If outreach is used to identify seeds, the NHBS project staff
should have an informal conversation to determine if the person meets the characteristics of a
good seed. Seeds complete the surveillance activities, which include the eligibility screener, the
survey, and an optional HIV test, and then are asked to recruit a specified number (up to 5) of
people they know. These persons, in turn, complete the surveillance activities and are asked to
recruit others. This recruitment process continues until the sample size has been reached.
Participants receive incentives for recruiting others; the average amount of these incentives,
based on compensation paid by similar studies in these cities, is $10 per eligible participant who
completes an interview.

By starting with a small number of seeds, limiting the number of individuals each participant can
recruit, and allowing a significant number of recruitment waves to occur, study investigators
assemble a final sample that resembles the underlying eligible population living in the project
area and is unbiased by the characteristics of the seeds.?***

1.8 Sample Size

Because NHBS is largely descriptive, power calculations, which are done for studies that are
primarily designed to test specific hypotheses, were not performed. However, the sample size of
450-500 eligible respondents per each project site and for each NHBS cycle was determined by
considering the presumed HIV prevalence and desired standard error for key indicators of
interest (see Chapter 7, section 1), as well as the efficiency of the sampling method used, termed
the design effect. This approach has been presented by Salganik® to calculate sample sizes for
RDS, the sampling method used for NHBS-IDU and NHBS-HET cycles. We apply the same
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method for VBS, used for NHBS-MSM, as well. The sample size calculation recommended for
estimating the prevalence of a trait with a given precision is:

Py(1—Py)

n=dae - =
7 ey
where deff is the design effect and P4 is the prevalence of the trait. Analyses of NHBS-1DU data
suggest that a design effect approaching 4 is appropriate for RDS studies®®. Unpublished analysis
of weights calculated for NHBS-MSM data also suggest that VBS design effects may approach,
but do not exceed 4. If we assume a maximally-conservative estimated prevalence for any
indicator — 0.5 — and a design effect of 4, then a sample size of 450-500 is adequate to detect
such indicators with adequate precision (no greater than 0.047).

NHBS-MSM only

The target sample size for each project site is 500 completed interviews with participants who
meet NHBS-MSM current MSM criteria (see Chapter 4, section 4). Across the 20 participating
project sites, this would result in a combined sample size of 10,000 current MSM.

NHBS-1DU only

The target sample size for each project site, exclusive of “seeds” (initial recruits), is 500
completed interviews with participants meeting NHBS-1DU eligibility criteria (see Chapter 4,
section 4). Across the 20 participating project sites, this would result in a combined sample size
of 10,000 eligible IDUs.

NHBS-HET only

The target sample size for each project site, exclusive of “seeds,” is 450 completed interviews
with participants who meet NHBS-HET definition inclusion criteria (see Chapter 4, section 4).
Across the 20 participating project sites, this would result in a combined sample size of 9,000

heterosexuals at increased risk of HIV.

1.9 Purpose and Use of the NHBS Surveillance Protocol

This protocol describes the methods that must be followed to conduct the NHBS project in a
standardized manner. It also provides historical information about project development and
design. A standardized protocol is essential for a multi-site project like NHBS; it ensures
comparability of data across sites, thereby allowing the data to be aggregated and presented as
findings at the national level.

This protocol describes the activities that NHBS project sites will conduct for the NHBS-MSM4,
NHBS-IDU4 and NHBS-HET4 cycles. The chapters include formative research activities
(Chapter 2), data collection procedures and instruments (Chapter 3), sampling and recruitment
methods (Chapter 4), HIV testing procedures (Chapter 5), data management (Chapter 6), plans
for data analysis and dissemination (Chapter 7), data security and confidentiality guidelines
(Chapter 8), and human subjects considerations (Chapter 9).

NHBS Round 4 Model Surveillance Protocol 1-7
Version Date: December 12, 2013



1.10 References:

10.

11.

12.

13.

14.

CDC. HIV prevention strategic plan through 2005. 2001;
http://www.cdc.gov/hiv/resources/reports/psp/pdf/prev-strat-plan.pdf. Accessed August
8, 2011.

The White House Office of National AIDS Policy: National HIV/AIDS Strategy for the
United States. 2010; http://www.whitehouse.gov/administration/eop/onap/nhas. Accessed
August 8, 2011.

Lansky A, Sullivan PS, Gallagher KM, Fleming PL. HIV behavioral surveillance in the
U.S.: a conceptual framework. Public Health Rep. 2007;122 Suppl 1:16-23.

Gallagher KM, Sullivan PS, Lansky A, Onorato IM. Behavioral surveillance among
people at risk for HIV infection in the U.S.: the National HIV Behavioral Surveillance
System. Public Health Rep. 2007;122 Suppl 1:32-38.

CDC. Diagnosed HIV Infection among Adults and Adolescents in Metropolitan
Statistical Areas—United States and Puerto Rico, 2010. HIV Surviellance Supplimental
Report. 2013;18(1).

CDC. Diagnoses of HIV Infection in the United States and Dependent Areas, 2011. HIV
Surveillance Report. 2013;23.
http://www.cdc.gov/hiv/topics/surveillance/resources/reports.

CDC. Estimated HIV incidence in the United States, 2007-2010. HIV Surveillance
Supplimental Report. 2012;17(4).

Valleroy LA, MacKellar DA, Karon JM, et al. HIV prevalence and associated risks in
young men who have sex with men. Young Men's Survey Study Group. JAMA. Jul 12
2000;284(2):198-204.

MacKellar DA, Valleroy LA, Secura GM, et al. Unrecognized HIV infection, risk
behaviors, and perceptions of risk among young men who have sex with men:
opportunities for advancing HIV prevention in the third decade of HIVV/AIDS. J Acquir
Immune Defic Syndr. Apr 15 2005;38(5):603-614.

Finlayson TJ, Le B, Smith A, et al. HIV risk, prevention, and testing behaviors among
men who have sex with men--National HIV Behavioral Surveillance System, 21 U.S.
cities, United States, 2008. MMWR Surveill Summ. Oct 28 2011;60(14):1-34.

Hall HI, Song R, Rhodes P, et al. Estimation of HIV incidence in the United States.
JAMA. Aug 6 2008;300(5):520-529.

Santibanez SS, Garfein RS, Swartzendruber A, Purcell DW, Paxton LA, Greenberg AE.
Update and overview of practical epidemiologic aspects of HIV/AIDS among injection
drug users in the United States. J Urban Health. Jan 2006;83(1):86-100.

Rondinelli AJ, Ouellet LJ, Strathdee SA, et al. Young adult injection drug users in the
United States continue to practice HIV risk behaviors. Drug Alcohol Depend. Sep 1
2009;104(1-2):167-174.

CDC. HIV Infection and HIV-Associated Behaviors Among Injecting Drug Users - 20
Cities, United States, 2009. MMWR Morb Mortal Wkly Rep. Mar 2 2012;61:133-138.

NHBS Round 4 Model Surveillance Protocol 1-8
Version Date: December 12, 2013


http://www.cdc.gov/hiv/resources/reports/psp/pdf/prev-strat-plan.pdf
http://www.whitehouse.gov/administration/eop/onap/nhas
http://www.cdc.gov/hiv/topics/surveillance/resources/reports

15.

16.

17.

18.

19.

20.

21.

22.

23.

24,

25.

26.

CDC. Characteristics associated with HIV infection among heterosexuals in urban areas
with high AIDS prevalence - 24 cities, United States, 2006-2007. MMWR Morb Mortal
WKly Rep. 2011;60(31):1045-1052.

Espinoza L, Hall HI, Hardnett F, Selik RM, Ling Q, Lee LM. Characteristics of persons
with heterosexually acquired HIV infection, United States 1999-2004. Am J Public
Health. Jan 2007;97(1):144-149.

MacKellar D, Valleroy L, Karon J, Lemp G, Janssen R. The Young Men's Survey:
methods for estimating HIV seroprevalence and risk factors among young men who have
sex with men. Public Health Rep. 1996;111 Suppl 1:138-144.

MacKellar DA, Gallagher KM, Finlayson T, Sanchez T, Lansky A, Sullivan PS.
Surveillance of HIV risk and prevention behaviors of men who have sex with men--a
national application of venue-based, time-space sampling. Public Health Rep. 2007;122
Suppl 1:39-47.

Diaz RM, Ayala G, Bein E, Henne J, Marin BV. The impact of homophobia, poverty, and
racism on the mental health of gay and bisexual Latino men: findings from 3 US cities.
Am J Public Health. Jun 2001;91(6):927-932.

Muhib FB, Lin LS, Stueve A, et al. A venue-based method for sampling hard-to-reach
populations. Public Health Rep. 2001;116 Suppl 1:216-222.

Stueve A, O'Donnell LN, Duran R, San Doval A, Blome J. Time-space sampling in
minority communities: results with young Latino men who have sex with men. Am J
Public Health. Jun 2001;91(6):922-926.

Heckathorn D. Respondent-driven sampling: a new approach to the study of hidden
population. Social Problems. 1997;44(2):174-199.

Malekinejad M, Johnston LG, Kendall C, Kerr LR, Rifkin MR, Rutherford GW. Using
respondent-driven sampling methodology for HIV biological and behavioral surveillance
in international settings: a systematic review. AIDS Behav. Jul 2008;12(4 Suppl):S105-
130.

Heckathorn DD. Respondent-driven sampling I1: Deriving valid population estimates
from chain-referral samples of hidden populations. Soc Probl. Feb 2002;49(1):11-34.
Salganik MJ. Variance estimation, design effects, and sample size calculations for
respondent-driven sampling. J Urban Health. Nov 2006;83(6 Suppl):i98-112.

Wejnert C, Pham H, Krishna N, Le B, Dinenno E. Estimating Design Effect and
Calculating Sample Size for Respondent-Driven Sampling Studies of Injection Drug
Users in the United States. AIDS Behav. Feb 15 2012.

NHBS Round 4 Model Surveillance Protocol 1-9
Version Date: December 12, 2013



2 Formative Research Activities

2.1 Definition and Goals of Formative Research

Formative research is the process by which public health researchers and practitioners define a
community of interest, investigate attributes of the community relevant to specific public health
issues, and determine ways of accessing the community."? The purpose of NHBS formative
research is to guide local implementation of NHBS activities to ensure successful data collection.
Particularly, formative research can help ensure that the desired sample size is achieved and that
the resulting NHBS sample is reflective of the target population.

NHBS formative research activities are completed over a period of up to 5 months that precede
the implementation of surveillance activities. All NHBS project sites may wish to hire a local
ethnographer to guide the collection, analysis, and interpretation of qualitative formative
research data. Upon completion of their formative research activities, project sites are required
to submit a series of short reports to their CDC project officer. These reports serve as the basis
upon which project sites, in consultation with CDC, tailor the implementation of the project to
ensure its local acceptability and success.

The sampling strategies for NHBS, both RDS and VBS, require formative research activities to
ensure that the resulting sample will meet the goals of the surveillance project.

2.1a Goals of formative research
NHBS formative research goals are to:

All NHBS Cycles
e Garner the support of the community and its stakeholders for NHBS;
e Define the social and demographic characteristics of the target population;
e Develop questions of local interest for HIV prevention; and
e Monitor the on-going implementation of NHBS.

NHBS-MSM only

e Obtain information relevant to field logistics (e.g. potential barriers to participation,
appropriate materials and flow for interviews in the field, whether a mobile unit is
optimal, venue owner approval, and ideal attributes of field staff );

¢ Identify potential venues attended by MSM,;

o ldentify all eligible MSM venues;
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e Assess the accessibility of eligible venues and day-time periods for recruiting participants
and conducting surveillance activities;

e Garner the support of venue management and/or ownership; and

e Collect required venue information.

NHBS-IDU & NHBS-HET only

e Obtain information relevant to field logistics (e.g., appropriate locations and hours of
operation for field site(s), whether appointment systems are feasible, and ideal attributes
of field staff);

o Identify potential “seeds”, or initial recruits, for RDS;

e Obtain information on the major networks of the target population in the Division or
MSA and identify networks with potentially high “homophily,” or the degree of
insularity, or in-group preference for recruitment.; and

o ldentify strategies for reaching the target population for data collection (e.g., areas where
the target population can be reached, community and neighborhood organizations that
serve the population, and individuals that are knowledgeable about and have access to the
population);

A key feature of NHBS formative research is that it is an iterative process: knowledge about the
target population builds as information is collected during each of the formative research
activities mentioned above. This on-going processing of formative research data helps project
staff identify gaps in knowledge and determine if there is a need to collect additional
information.

A number of methods should be employed in order for sites to meet the formative research goals.
These methods include review of secondary data and collection of primary data including key
informant interviews, community key informant interviews, focus group interviews, street
intercept surveys and direct observations.

2.2 Review of Secondary Data

The purpose of the secondary data review is two-fold: (1) establish a foundation of information
regarding the target population within the designated MSA or Division; and (2) identify gaps in
knowledge regarding the target population that could affect successful implementation.

Secondary data sources may include published or unpublished surveillance data on HIV/AIDS,
hepatitis, and other sexually transmitted diseases; HIV epidemiological profiles; HIV prevention
plans; HIV counseling and testing data; and local studies of the target population.

Secondary data are reviewed to:
e Describe the demographic characteristics of the local target population’s HIV/AIDS
epidemic (e.g., age, race/ethnic group, geographic location, risk behaviors);
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e Compile a list of community stakeholders and subject matter experts to help garner
support for NHBS and/or invite for interviewing.
e NHBS-MSM only — develop a list of venues frequented by MSM

2.3 Primary Data Collection

Formative research is an iterative process, thus information obtained through primary data
collection should be used to validate findings from the secondary data review and to explore new
and emerging issues.

NHBS formative research activities include the collection of data using an array of methods
common to qualitative and ethnographic studies of health: key informant interviews, focus
groups, street intercept surveys, and direct observations.>*° Each NHBS project site should
follow local requirements regarding informed consent for focus groups and key informant
interviews. Three model consent forms are provided (Appendices A-C) and should only be
modified in order to meet local IRB requirements. To protect the anonymity of those
interviewed, consent to participate should only be provided verbally by participants and no data
collection activities should be video- or audio-taped.

2.3a Interviews with Key Informants

Key informants are cultural and subject matter experts that provide insight about (1) the target
population’s HIV-related behavior, (2) study barriers that may be encountered in the field, and
(3) recruiting potential NHBS participants. Key informants can include: community leaders,
researchers and persons doing outreach who are familiar with the target population, health
department staff, and individuals who are members of the target population.®

The interview guide for key informant interviews should be semi-structured allowing for detailed
and in-depth discussions. Topics discussed should include the context of the community and
target population (e.g., the locations where people in the community meet and socialize and
characteristics of the target population) as well as implementation and logistics-based strategies
(e.g., the best days, times, and locations for data collection and barriers to recruitment and
participation).

Appendix A contains a model consent form for key informant interviews where compensation
for participation is not appropriate. These include interviews with individuals such as health
department officials, police, business and community leaders, and others whose official duties
include the dissemination of information about local neighborhoods. Appendix B contains a
model consent form for residents of the local communities who should not be expected to
contribute information on neighborhood characteristics without being compensated for their time
and effort.
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2.3b Focus Groups

Focus groups are conducted with several individuals at one time under the direction of a
moderator.®> Focus group participants should be recruited from within the MSA and may include
community stakeholders and leaders, staff from organizations that serve at-risk populations, and
community residents.

Similar to key informant interviews, focus group interviews should be semi-structured.
Discussions may include such topics as: social, sexual, and drug-using networks in the MSA;
venues or geographical areas within the MSA that are significant to the population; strategies for
garnering community support for NHBS, marketing NHBS locally, and recruiting the target
population for participation; and the identification of key community members.

Appendix C contains a model consent form for focus groups.

2.3c Street Intercept Surveys

Street intercept surveys conducted in key MSA locations are useful for soliciting spontaneous
input of community members regarding community support and feasibility of NHBS. They also
offer NHBS staff the opportunity to disseminate relevant information about the study. Street
intercept surveys should be no longer than five minutes.

2.3d Direct Observations

Observations allow the researcher to build on information gathered from key informant
interviews and focus groups by relying solely on what is seen by the researcher.® *° Observing
what is happening "on-the-ground,” particularly in such settings as neighborhoods, service
organizations, parks, and high drug activity areas, can provide project staff with insight into the
behavior of the target population, or issues relevant to the field sites, or a particular topic of
interest.

2.4 NHBS-MSM only - Identification of Venues

NHBS-MSM project sites will be required to conduct a number of activities to identify venues.
These include identification of venues within the MSA, qualitative data collection such as
interviews with key informants, focus group interviews, observation (to collect information on
these enumerated venues and to describe the characteristics of those who frequent these venues),
and type | and type Il enumeration of venues (see section 2.4c).

2.4a Venue definition

A potential venue is an area, location, or building where men can be approached and recruited to
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participate in the NHBS-MSM survey. Potential venues for consideration for NHBS-MSM are
found within the MSA and are defined as public or private locations that are attended by men for
purposes other than receiving medical or mental healthcare, social services, or HIV/STD
diagnostic testing or prevention services. Support groups for HIV-infected persons and clinical
or other settings that routinely provide medical care, mental healthcare, social services, or
HIV/STD diagnostic or other prevention services are ineligible for consideration as venues.
Venues may include bars, dance clubs, retail businesses, cafes and restaurants, health clubs,
social or religious organizations, adult bookstores, bathhouses, street locations, parks, beaches,
and special events such as gay pride festivals, raves, and circuit parties. These venues may be
considered even though some healthcare, HIV/STD diagnostic, or prevention services may be
available on site (e.g., HIV testing services provided in some bathhouses). The list of all
potential venues in an MSA is called the venue universe.

2.4b Methods

Venue identification involves the steps described below. These steps result in a universe of
potential venues which will be verified with key informant and focus group participants. Project
staff will use the venue universe to conduct observations and brief interviews of venue attendees
to assess the eligibility and accessibility of venues in the universe. After completing all of these
activities, a list of accessible venues will be finalized and used to create the monthly sampling
frames (see Chapter 4).

ldentify all potential venues and assess for eligibility

The first step in the venue identification process is to identify all potential venues within the
MSA to populate the venue universe. During the identification process, NHBS-MSM project
staff should be liberal with their assessments; that is, do not exclude any potential venues at this
point. The second step is to determine which venues in the universe are eligible MSM venues.
An eligible venue is a potential venue where 50% or more of the men attending the venue are
MSM. Project sites must enter all eligible venues into the VDTS program, even if they are not
accessible for NHBS operations and will not ultimately be included on sampling frames. Staff
should verify the list of eligible venues in the MSA by reviewing all local publications that
advertise venues and interviewing as many persons as practical from the community who are
knowledgeable about venues within the MSA. Interviews may be conducted with community
members, staff of health department prevention programs, community-based organizations,
community leaders, and venue owners, managers, workers, and patrons who are of various racial
and ethnic backgrounds and ages.

Record maximum occupancy for all eligible venues

Project sites must enter the maximum occupancy of all eligible venues into the VDTS program.
The maximum occupancy is the largest number of people the local fire marshal will allow in a
room at one time. This number must be clearly posted in the room. For venues with multiple
rooms, the maximum occupancy of all rooms that make up the venue should be summed as an
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estimate of the total maximum occupancy. Project sites can obtain the maximum occupancy of a
venue by checking the posted number in the venue. They may also be able to obtain the
maximum occupancy from venue management, the local fire department, or municipal records or
websites.

Maximum occupancy only applies to buildings; outdoor venues or venues categorized as social
organizations do not require entry of maximum occupancy in the VDTS program. For venues
that are events, such as a house ball or a circuit party, the maximum occupancy of the venue is
the maximum occupancy of the facility where the event is being held. It may not be possible to
obtain the maximum occupancy of some indoor venues, especially if they are private residences.
This can be indicated in the VDTS program.

Determine accessibility of venues

The next step in the venue identification process is to identify people who can provide insight
into the accessibility of the enumerated venues. An accessible venue is an eligible venue where
it is logistically feasible to conduct a recruitment event. This information can be collected from
multiple sources in the community, using a combination of qualitative methods described above
in section 2.3. Interviews with key informants to elicit eligible venues should also elicit potential
barriers to recruiting and interviewing men at each venue. Potential barriers that should be
assessed include structural (inadequate space for recruitment), uncooperative management,
safety, parking (if interview vans are used), competing outreach activities, and insufficient
attendance (discussed in section 2.4c). ldentifying potential recruitment and interview barriers
will help staff to further assess, clarify, and prevent or minimize sampling barriers. The set of
accessible venues will make up the venue sampling frame each month. Venue accessibility
should be updated monthly for any changes, such as seasonal changes.

Record days and hours of operation for all accessible venues

Project sites must enter the days and hours of operation of all accessible venues into the VDTS
program. The days and hours of operation are defined as the period when a venue is an eligible
venue (> 50% of the men attending the venue are MSM). For venues with fixed days and hours
of operation (e.g., businesses), staff may record the opening and closing times posted on the
venue as the days and hours of operation. They may also obtain the days and hours of operation
from venue management, the internet, or advertisements. For social organizations and special
events, the days and hours of operation are the days and hours when the activity is scheduled to
occur. For venues that do not have fixed days and hours of operation (e.g., streets, cruising areas,
etc.), project sites should determine what days and hours the venue meets the eligibility threshold
of > 50% MSM. These days and hours are then entered in the VDTS Program as the days and
hours of operation for the venue.

2.4c Assessment of venue attendees
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As part of determining venue accessibility, it is necessary to determine if a sufficient number of
eligible people attend the venue. This involves collaborating with the venue owners or
managers, venue observations, enumerations, and collaboration with other organizations.

Collaboration with venue owners/managers

Project staff should obtain the approval of venue owners or managers before conducting
observations or type 1 or type 2 enumerations. Approval is necessary to conduct sampling
events just outside of or within these establishments. In meeting with venue owners or
managers, project staff should emphasize individual and community benefits of NHBS and that
sampling activities will be conducted in ways to minimize burden on venue management and
patrons.

Venue observations

The purpose of observations is to assess venue attendance and to make note of key
characteristics about the venue and venue attendees that may affect venue selection and future
recruitment activities. These include: 1) activities that are occurring at the venue during specific
days and times, 2) the safety and feasibility of conducting interviews at the venue, 3) locations
where recruitment should be conducted (inside the venue, near the entrance, etc), and 4)
characteristics of venue attendees (age, race, gender, etc).

Type 1 and 2 enumerations

If observations alone are not sufficient, type 1 and type 2 enumerations can be conducted to
obtain additional venue information. Type 1 enumerations are conducted by one person and are
simple counts of people attending venues during 30- to 60-minute periods. Type 1 is the optimal
enumeration method when staff believe that people attending the venue are predominately MSM.
Type 2 enumerations are conducted with two project staff who count and briefly interview men
on their sexual behavior and eligibility for NHBS-MSM. Type 2 enumeration provides
attendance estimates of eligible MSM and is the optimal method when staff suspect that venues
are attended by a large number of men who are not eligible to participate in NHBS-MSM (see
Chapter 4 for eligibility criteria).

Collaboration with other organizations

Project staff will also need to collaborate with organizations that conduct outreach, prevention,
or research activities at identified venues. Project staff should first interview health department
HIV/STD prevention staff and community informants about the organizations that are known to
conduct these activities and where and when th