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PROJECT OVERVIEW

Protocol Summary  

Sexually transmitted diseases (STDs) are among the most commonly reported diseases in the United States.  Although they affect all population groups, as with other health outcomes, STDs disproportionately affect marginalized populations, such as racial and ethnic minorities.  STDs may result in a variety of adverse health problems, including reproductive and neonatal health consequences and certain cancers, as well as social and economic costs to affected individuals and society as a whole [1].

Specific sexual behaviors increase risk for STDs, but individuals’ relative risk for STDs varies depending on the social and situational contexts in which they are embedded.   In the US, surveillance data provide information about trends in diagnoses, but our current STD surveillance systems collect virtually no behavioral data and only limited demographic information, such as the sex and race of the infected individual.  If we are to anticipate potential disease trends into the future, we will need to collect data not only about disease status but also about behavioral risk factors from infected individuals and from persons who are at high risk but not infected.  More detailed behavioral and social characteristics data of individuals, their sex partners, and the social environments in which they form sexual partnerships may be useful and better inform targeted STD prevention program planning.

We will conduct a formative study with four primary goals: 
1)  assess the extent to which surveillance data in STD clinics correspond with surveillance data collected in places where high risk individuals meet sex partners;  
2) evaluate whether the information gained from surveillance data collected in STD clinics can be adjusted to provide an estimate of venue-based surveillance; 
3) compare the prevalence of risk and protective behaviors and associated social and situational contexts using two sampling methods;  and  
4) identify potential “bridges” for STD transmission using the different sampling methods.  
This reason for conducting this surveillance study is to assess whether increased clinic-based or venue-based data collection can produce information that would allow us to anticipate, rather than respond to, sexually transmitted infection outbreaks.
Investigators and collaborators  

This study will be conducted in two cities, Baltimore, Maryland and Houston Texas.  The investigators for each site are:

Baltimore

Emily Erbelding, MD, MPH, Principal Investigator.  Dr. Erbelding is the Chief of Clinical Services for the BCHD STD Program and an Assistant Professor of Medicine at Johns Hopkins University.  She has overall responsibility for the implementation of the protocol, the integration into clinical services and field operations, and ethical conduct of the study in Baltimore.  She and the data coordinator will take part in all conference calls and study meetings related to the project.
Carl Latkin, PhD, Co-Investigator.  Dr. Latkin is an Associate Professor in the Bloomberg School of Public Health at Johns Hopkins University.  He will develop specialized network analysis procedures for identifying and analyzing the egocentric networks and assist in manuscript production from the network component of the research.

Jonathan Zenilman, M.D., Co-Investigator.  Dr. Zenilman is an Associate Professor of Medicine at Johns Hopkins University.  He will assist with study design, implementation, and evaluation.

Kyle Bernstein, M.Sc., Data Manager. Mr. Bernstein is an epidemiologist for the BCHD STD Program and will work with the study team.  He will be responsible for developing the data collection and management system, oversee data collection by the DIS interviewers, and oversee subsequent data analysis.

Houston 
Michael W. Ross, PhD MPH, Principal Investigator.  Dr. Ross is a Professor at the University of Texas Houston Health Science Center.  He will provide overall direction and leadership to the project.  His duties include guiding study investigators in implementing study procedures and ensuring timely completion of study activities.  He will work with co-investigators to construct data collection instruments and develop protocols and procedures for pilot testing, recruitment of the study population, data collection, tracking of study participants, and data management and analysis.
Mark Williams, PhD, Co-investigator.  Dr. Williams is an Associate Professor at the University of Texas Houston Health Science Center.  Dr. Williams will assume project leadership with Dr. Ross and will share responsibility for the scientific oversight of research activities.  He will assist in all data collection and analyses and will share responsibility for management of project resources. 

Alden Klovdahl, PhD, Co-Investigator.  Dr. Klovdahl is a Lecturer at The Australian National University.  He will oversee the methodology and data analysis for the network aspect of the study and assist in the preparation of research papers based on the network aspects of the study. 
CDC

Janet St. Lawrence, PhD, Division of STD Prevention, CDC, Project Officer.  Dr. St. Lawrence will assist in the development of the protocol, including but not limited to study design and evaluation, and IRB submission at CDC.  She will monitor the project through telephone and electronic communications, as well as site visits.  
Sevgi O. Aral, Ph.D., Division of STD Prevention.  Dr. Aral will consult and advise on the development of the protocol and interpretation of the data.

Stuart Berman, MD, Division of STD Prevention.  Dr. Berman will consult and advise on the development of the protocol and interpretation of the data.
Funding sources

This study is funded by unsolicited supplements to the Comprehensive STD Prevention Systems Grants (CSPS) to Baltimore City Health Department (H25/CCH304322-12-3) and the Texas Department of Health (H25/CCH604349-12-3).  Subcontracts with Johns Hopkins University and the University of Texas at Houston support the study activities.

INTRODUCTION


According to core group theory, small but critical groups of individuals within the population contribute directly or indirectly to a large proportion of STD transmission [2 – 10].  High rates of sexual activity, particularly concurrent or rapid formation of new partnerships, can result in reproductive rates for STD transmission within the “core group” that are greater than one [11, 12].  Therefore, once an organism is introduced into a core group, it can spread quickly within the group and via “bridges”, it subsequently diffuses into other, less sexually active, populations [13 - 16].  

Current STD surveillance systems collect virtually no behavioral data and only limited demographic data, typically limited to the age, sex, and race of the infected individual.  However, to anticipate potential future disease trends, we need to collect data not only on infected individuals but also on those who are not yet infected.  Health behavior surveys are “…crucial but underdeveloped too[ls] for directing and targeting STD prevention programs” [1, p. 199].  Several nationally representative surveys, including the National Survey of Family Growth and the National Health and Nutrition Examination Survey, and the Behavioral Risk Factor Surveillance System collect data regarding sexual behaviors.  However, these surveys collect data from sampled individuals within the general (low-risk) population.  They provide useful information about population-level national and, where implemented, statewide trends.  However, large population surveys are not a cost-effective way to collect information about rare populations [17, 18], including the high-risk core populations, that introduce and sustain STD epidemics. 

Purposes of behavioral surveillance 

Behavioral surveillance involves repeated and systematic collection of data regarding behaviors and other characteristics known or likely to increase risk for one or more adverse health conditions.  Data regarding individuals’ knowledge, attitudes, and other psychosocial characteristics, as well as the characteristics of their social environments is collected where appropriate and feasible.  The primary purpose of behavioral surveillance for STD prevention is to monitor trends in specific populations that may be at high risk for infection.  Targeting interventions to individuals at high-risk for acquiring and transmitting infection could have a greater overall impact on reducing disease rates than broad-spectrum programs for the general population [19].  Integration of behavioral surveillance data with disease surveillance data may provide a more comprehensive basis for prevention program planning by enabling public health agencies to anticipate outbreaks in vulnerable but not infected geographic areas and populations [20].


Before such integration can take place, we must first establish a practical means by which to collect the behavioral data systematically over time.  Several national programs collect behavioral data from general populations and many regional and local public health programs collect selected behavioral variables from STD clinic attendees.  However, systematic data collection from individuals who are at high risk but of unknown disease status is difficult, owing in part to the lack of any a priori sampling frame for this population.  To address this gap in STD prevention science and practice, we propose to use a descriptive and exploratory study to develop strategies for STD risk behavior surveillance of high-risk heterosexuals.  


The primary objectives of this study are to address:

1. To what extent does surveillance in STD clinics reflect surveillance data collected in places where high risk individuals meet sex partners;

2. Can the information gained from surveillance data collected in STD clinics be adjusted to provide an estimate of venue-based surveillance;

3. To compare the prevalence of risk and protective behaviors and associated social and situational contexts; and
4. To contrast potential “bridges” for STD transmission between different sampling methods. 

More detailed data regarding behavioral and social characteristics of individuals, their sexual partners, and the social environments in which they form sexual partnerships will better inform targeted STD prevention program planning.  This behavioral surveillance study will provide the information need to assess whether behavioral surveillance can enable us to anticipate, rather than respond to sexually transmitted infection outbreaks.

We will use data reported by individuals to assess the characteristics of the sexual networks in which they are involved.  Specifically, we will assess the assortativeness (i.e., the degree to which sexual partners share similar characteristics) of sexual mixing patterns regarding both sexual behavior and demographic characteristics.  Assortative mixing by sexual activity may maintain STDs within a population.  If those with many partners mix assortatively, they may constitute a core group.  However, where mixing patterns are more disassortative, “bridges” between different regions of larger social networks are formed, allowing infection to spread infection from the “core” group to lower risk populations [21].  Bridges may also link sexual networks separated by geography, indicating the need for data regarding the mobility of participants and their sexual partners [22].


The study will be implemented in Baltimore and Houston metropolitan areas.  In each city, participants will be recruited from both clinical and public social settings.  In Houston and in Baltimore, participants will be recruited from cases of gonorrhea that are diagnosed in females aged 16 to 45 and reported to the city health department.  Gonorrhea is a reportable communicable disease, hence the reported cases includes persons who are diagnosed or treated in both public and private settings.
PROCEDURES AND METHODS

Design

Each of the two study cities will use the same study design to enroll the total sample.  The details of each sampling strategy are described below and a graphical representation of the overall study design is presented in Figure 1. 

Sampling Plan I:  Case-based Method.  A representative sample of approximately 150 women infected with gonorrhea will be interviewed at recruitment clinics within each metropolitan area . We have chosen to interview women with gonorrhea because they generally report one or very few partners and represent the periphery of the high-risk sexual network.  If a woman newly infected with gonorrhea reports only one sex partner in the past six months, then that partner can be assumed to have had multiple partners.  The women will be asked about the reported partner as described in the section on data collection and in Appendix 9.  Women with gonorrhea who report multiple partners in the past six months, either concurrently or with small gap between partners, are more “central” in the high-risk network.  In this case, the women may be unable to provide as much detail about each of the partners reported.  By interviewing women with gonorrhea in the metropolitan area, we will obtain information from women who are on the periphery, as well as women in the center of the high-risk sexual network.  Data obtained from this sample will be compared to data obtained using a place-based sampling strategy, adapted from the High Transmission Area (HTA) method (23).


Sampling Plan II:  Place-based Method.  A second method of obtaining surveillance information from key members of sexual networks involves the adaptation of the High Transmission Area (HTA) method described by Weir et al. [23].   This method uses a place-focused, rather than egocentric, perspective to collect data about STD/HIV transmission.  The place-focused method provides information about the sexual networks and can take into account the geographic clustering of cases.   High Transmission Areas are characterized by having structural characteristics that promote STD transmission either directly or indirectly by their association with high rates of partner change, transmission efficiency, or duration of infection.  Examples of relevant structural characteristics include indicators of social disorganization, such as poverty, high residential mobility, imbalanced gender ratios, insufficient health care infrastructure, and a location at the intersection of major transportation routes.   


This method is used to obtain information about high-risk sexual networks, i.e., groups of individuals with many sex partners who are connected directly or indirectly to others through their shared associations with network members.  The HTA method focuses on individuals who form new sexual partnerships with the greatest frequency, as these individuals and their networks strongly influence STD transmission dynamics.  The overall aim of the method is to access these high transmission networks through the locations in which meet their sex partners.  In this study, we refer to such locations as “Partner Meeting Places” (PMPs).

The HTA method involves five phases:  

 1) Phase 1:   Identify areas in which STD transmission rates are high through existing data; 
2) Phase 2:  Work with the community to develop the study plan and instruments and obtain IRB approval; 
3) Phase 3:  Interviews with key informants to identify sites where people meet new sex partners or “Partner Meeting Places” (PMPs); 
4) Phase 4:  Site visits to all places that are identified to validate the data gained from the interviews; and 
5) Phase 5:  Brief interviews with patrons in each PMP.  
Some details of the final sampling plan will depend on the preliminary community assessment activities.  In this study, phases one through four precede the research activities involving human subjects.  Publicly available data indicate that each of the two project cities meets the definition of an HTA (Phase I).  Houston is the fourth largest city in the US with over 5 million people in the Houston metropolitan area. It has urban populations characterized by social disorganization, poverty, high residential mobility, unbalanced sex ratios, poor health infrastructure, and the intersection of major (road, rail, sea, air) transportation routes. Baltimore is the 16th ranked city in the US with a population of approximately 652,000. Like Houston, major transport routes intersect within the city.  A high proportion of Baltimore residents live under federal poverty limits and have similar social and structural issues as described above for Houston.  We have applied for IRB exemption for the activities to be conducted in phases three and four.  We will initiate those activities as soon as we receive notification of exemption or, if necessary, IRB approval.  The activities for the Phase 5 place-based sampling strategy to be used in this study will begin after receipt of IRB approval for this protocol and after completion of phases three and four. 

The final phase (Phase 5) of the place-based sampling strategy involves brief, individual interviews with patrons within a sample of PMPs.  The final number of PMPs will be selected based on information obtained during site visits.  One a priori selection decision is to purposively sample in each study city, at least one PMP within a high STD morbidity area and at least one PMP in a low STD morbidity area.  Additional PMP selection criteria include a) redundancy, or saturation of the same locations mentioned by different key informants in phase three; b) uniqueness of the PMP, compared to other mentioned PMPs; and c) the physical and financial limitations of the current study.  That is, given the absence of a sampling frame, we will attempt to select locally identified PMPs of various types; however, the budget will limit the total number of PMPs from which to draw the place-based sample.  We estimate that each city will select approximately five PMPs that will serve as recruitment venues for individuals sampled using the place-based strategy.

In the current study, we plan to gather data using two separate sampling schemes (the case-based and the place-based methods).  To ensure comparability of data across the two methods, participants who are recruited as part of the place-based strategy will receive essentially the same questionnaire as those sampled using the case-based strategy, with minor modifications to allow for questions about the specific recruitment PMP.
Study Population

Sources and catchment areas
This study will take place in two metropolitan cities, both of which meet the definition of a “high-transmission area.”  Location 1 is the Baltimore, Maryland, metropolitan area which consistently ranks among the highest gonorrhea morbidity among all US cities:  first in 1999 and third in 2001.  African Americans experience a greater burden of gonorrhea infections.  The Baltimore metropolitan area is a mid-Atlantic industrialized port city that is 67% African-American.  Those of reproductive age range (15-45 years) comprise 67% of the population suggesting a large pool at risk for STDs and their complications.  A recent population-based household survey indicated that 9.7% of Black women in Baltimore between ages 18-34 were infected with gonorrhea, compared to 5.6% of Black men and 1.3% of both men and women of other races (25).   In Baltimore the recruitment sites are the STD clinics located in the Druid Health District and Eastern Health District..  We may have been unclear that in Baltimore there are really no participating clinics outside of the public health infrastructure’s STD clinics.  All reported cases of gonorrhea are referred to the STD clinic to be followed by DIS.  The DIS ensure treatment of the index case and provide partner services to all gonorrhea cases in the metropolitan Baltimore area..  So in all Baltimore the point of contact for study referral for all of the “cases” participants is the STD Clinic(s) .

Location 2 is the Houston, Texas, metropolitan area.  The Houston metropolitan area has a population of about 5.3 million persons, with 2.5 million living in Houston/Harris County.  Gonorrhea data in Houston (based on 2001 data) indicate that there were 2614 (48.1%) female and 2821 (51.9%) male cases.  Taking those female cases where race/ethnicity was reported (26.1% of cases were classified as unknown), the majority (74.4%) were Black, followed by 18.1% Latina and 6.6% white.  Thus, 92.5% were Black or Latina.  Houston reports a mean of 217.8 female gonorrhea cases per month, and 72.1% of these are between ages 15 and 24.   In the Houston metropolitan area, just 10 zip codes account for over a third of the gonorrhea cases where zip code was recorded.  In terms of source of reports, public STD clinics accounted for almost 40% of case reports, and 37% of cases reported by private providers and HMOs.
The participating clinics in Houston are the Medical Center Clinic, Baylor Teen Clinic, Ben Taub and West End Health Centers.  
Case definitions 
For participants enrolled using the case-based sampling strategy, cases will be defined as heterosexually active women who in the last 4 weeks received a diagnosis of gonorrhea at one of the recruitment clinics.  For participants enrolled using the place-based (HTA) strategy, cases will be defined as individuals who congregate in the identified PMPs.


Inclusion criteria for participants in recruited from the participating clinics (case-based sample).  Participants sampled using the case-based method must:

1.  Be capable of providing informed consent;

2.  Have been diagnosed with gonorrhea (specimen collection no greater than 4 weeks prior to study enrollment); 
3.  Be female, aged 16 or older; 
4.  Speak and understand English;  and 
5.  Report heterosexual behavior in the past 12 months.  
Residence within the Houston or Baltimore urban catchment area is not required as long as the potential participant is referred from one of the recruitment clinics.  For the case-based method a female with a confirmed diagnosis of gonorrhea by a licensed assay and from any anatomic site in the 4 weeks is the primary criterion for study eligibility.
Eligibility criteria for participants  sampled from the PMPs:  To be eligible for the study individuals sampled from the PMPs must be:

1.  Capable of providing informed consent;
2.  Age 16 or older in Baltimore and age 18 or older in Houston;

3. Able to speak and understand English;
4.Physically located within the selected PMP; and 
5.  Report having engaged in sex with a partner of the opposite sex in the past 12 months.  Residence in the  Baltimore or Houston metropolitan areas is not required.  
Selected PMPs will be physical locations, within or overlapping the Baltimore and Houston metropolitan areas, where heterosexual youth and adults meet sex partners.   Potential PMPs will be excluded if they are not physically identifiable or are unsafe.  Study staff will attend the PMPs in pairs and will be equipped with project cell phones. While physical safety is a criterion for selecting a PMP, any location can be variable in this regard.  During their training, study staff will be advised that they are to remove themselves immediately from a PMP at any time they become uneasy or feel that it has the potential to become unsafe.   Study staff will approach potential participants in the usual manner by indicating:  name, institutional affiliation, stating that  that they are conducting a research study, and asking for permission to talk with the potential subject about the study.   At any time that a potential subject declines or states the desire to withdraw, any further conversational exchange or contact is terminated.

Exclusion criteria.  For both recruitment strategies, individuals are not eligible if they are unable to understand and provide informed consent.  
Estimated sample size and power 

Each study city will enroll at least 150 women using the case-based strategy and at least 150 women or men using the place-based method, for an overall sample of 600 at baseline and 600 at follow-up.  As the proposed project represents formative research, the target recruitment (n=150) for each recruitment strategy, assessment, and site is largely based upon feasibility.  However, successful recruitment of 150 participants through each recruitment strategy at the baseline assessment and later at the follow-up assessment will allow us to detect a 50% difference in the proportion  of persons with a given risk behavior from one time frame to another, or in comparing one recruitment method to another (alpha =0.05, power = .80) if that risk behavior is present in 20-30% of the sample. Therefore, this recruitment target should allow us to meet the goals of formative research and provide a useful foundation for developing larger scale behavioral surveillance activity.
Sampling strategies
As described above, participants will be enrolled into the study using two different overall sampling strategies one case-based and one place-based.  The population we seek to enroll is heterosexuals at high risk for STDs, that is, individuals whose sexual behaviors, behavior of their sex partners, or social contexts increase their probability of acquiring a sexually transmitted infection.  Owing to the lack of a sampling frame for this population, we will use a combination of non-probability and probability sampling strategies to derive the final combined samples of at least 300 individuals within each study city.  
For the case-based strategy, we will consecutively enroll eligible females diagnosed with gonorrhea, either in one of two public STD clinics or in the private sector, when reports of their GC diagnosis is received by the Baltimore STD program surveillance registry.  In Baltimore, these cases reported from private providers receive routine follow-up from health department DIS staff to ensure adequate treatment. At either the point of DIS contact or at the time of treatment in the STD clinics, women with gonorrhea who meet study eligibility criteria will be informed about the study and offered participation in the behavioral surveillance interview.   


The precise strategy for sampling individuals within each selected PMP in the place-based method is based on the information obtained during the third and fourth phases of the adapted HTA method.  We will be unable to determine a priori the number of people within each PMP, thereby precluding probability sampling, such as probability proportion to size (PPS).  Exact procedures to be used will be based on a) the degree to which individuals are “fixed” or “floating” in the physical location; and b) the total number (or best estimate) and similarity of individuals within a given PMP.  We anticipate that the majority of identified PMPs will be public spaces, from which individuals are free to come and go and within which the individuals present may vary over time (of day, week, or year).  To reduce bias in sampling given these constraints, we will use principles of time-location sampling, in order to ensure coverage of a representative range of times, over which the groups within the PMP may vary by important characteristics (e.g., age).   
Enrollment procedures
In the case-based sample, Disease Intervention Specialists (DIS) and clinicians will refer potentially eligible individuals to the study by distributing to females aged 16 to 45 who were diagnosed with gonorrhea, study recruitment cards (Appendix 4).  To protect the confidentiality and privacy of potential enrollees, the cards do not indicate that the primary eligibility criterion for this sampling strategy is a diagnosis with gonorrhea.  Clinicians and DIS will describe this criterion verbally to potential enrollees at the time they distribute the referral cards.  We anticipate that the majority of potential enrollees will be approached by DIS during the standard follow-up procedures conducted by DIS to ensure treatment of gonorrhea cases in each of the study cities.  To optimize recruitment, both DIS and clinicians may refer patients at the time of the initial clinic visit.  Thus, referral may occur in the clinic setting or from outside of the clinic setting.  
For recruitment in the case-based method, clinic personnel at each clinic site will be trained by their respective study city’s Principal Investigator and Project Director to recognize patients who fit the inclusion criteria defined above and refer those patients to a study interviewer, either on-site or at a convenient off-site location.  In order to reduce any potential bias in the referral process, the Principal Investigators and Project Directors will train clinical staff in each recruitment clinic and monitor recruitment activities.  Clinical staff will be educated about study goals, design, and protocol and will receive an inclusion criteria reminder pocket card.  The Principal Investigator and Project Directors will maintain regular contact with clinical staff to review procedures.   Depending upon the specific clinic, women diagnosed with gonorrhea either will be referred to the study either by their treating clinician or other clinic staff using the recruitment cards in Appendix 4.

The recruitment cards bear the University of Texas and CBO logos (Houston) or Johns Hopkins University logo (Baltimore), describe the study briefly, and give the telephone number of the relevant research assistant along with the offer of $20 for a 30-minute confidential interview.  Recruitment cards will be coded to indicate the specific recruitment clinic or facility in which the patient received her gonorrhea diagnosis; an example recruitment card for each city is included in Appendix 4.  

In the case-based sample, depending upon the patient flow in the clinics and study team staffing, women may be given the option to enroll and complete an interview on the spot or may use the information on the recruitment card to contact the study team and enroll for an interview at a later date.  If a study staff person is available in the clinic at the time a patient is referred to the study, that staff person will describe the study and screen the patient for eligibility.  Eligible patients will be offered the option to complete the consent process and if they agree, complete the interview after providing informed consent or they may make an appointment for a later time.  Individuals may also contact study staff by phone, using the information on the recruitment card.  Using a standardized form (Appendix 5), study staff will screen interested women in person or over the phone, depending on the patients’ self-referral.  In-person screens will take place in private interview rooms.  In order to characterize non-participants in the case-based method, we will ask women who decline enrollment their age, race, and ethnicity.
Consent and enrollment for the case-based sampling strategy will occur within the recruitment clinics described earlier.  Potential participants who meet eligibility criteria, either in the case-based or in the place-based recruitment strategies, will meet with a study staff member, who will describe the study procedures, answer potential participants’ questions, and obtain a signed consent form from persons who agree to take part.  The consent forms are identical in their description of study procedures but each also includes some language required by their respective local institutions (see Appendices 7 and 8 for Baltimore and Houston consent forms, respectively).  Flesch-Kincaid reading levels of the consent forms are 8.2 for Baltimore and 8.2 for Houston, exclusive of boilerplate language.  The only written record that could identify participants will be their signatures on signed consent forms.  The consent forms will be transported daily by the study staff person back to the study office in each city, where they will be stored in locked files in a locked study office.  Consent forms will not be left unattended during their transport to the secure facility for storage in locked files in the PIs offices.  The consent forms will be stored separately from the data and only study staff will have access to them.  The informed consent procedures, along with the interview itself, will occur in a private room within a designated health department building or collaborating clinic site that is geographically convenient for participants.  We expect that all case-based interviews will occur in these named facilities.  We will interview consecutive individuals at the CBO offices (Houston) and health department buildings (Baltimore) until the target number of 150 women sampled using the case-method is reached.  
To screen and enroll individuals in the place-based method, study team interviewers will approach potential participants in the selected PMPs, describe the study, and ask screening questions to determine interest and eligibility (see Place-based Screening Form in Appendix 6).  As neither female gender nor gonococcal infection is a criterion for the place-based sampling method, this screening form contains slightly different questions than those used for individuals sampled using the case-based strategy.  
In order to characterize non-participants in the place-based method, we will ask those who decline enrollment their gender, age, race, and ethnicity.  To make the procedures for each sampling strategy as comparable as possible, we will use recruitment cards identical to those used in the case-based strategy.  
Depending upon the nature of the PMP, particularly density of individuals at a given time and study staffing, individuals may be given the option, if they provide written informed consent, to complete an interview on the spot.  Alternatively, they may use the information on the recruitment card to contact the study team and complete the interview at a later date.  Individuals who contact the study will undergo the same procedures for telephone or in-person screening, consent and enrollment as in the case-based method, described above.  In order to optimize recruitment, we will keep the location for the interview as flexible as possible.  This may be important if some of the PMPs are extremely noisy bars, parking lots that serve as social hangouts, or “strolls” where people gather outside socially. PMPs with walls will be facilities open to the general public.  In both metropolitan areas, commercial establishments that serve food or beverages to the public are required by law to have restrooms available  for their customers’ use.  For PMPs without walls such as parking lots or strolls and for facilities of other kinds that do not have customer rest rooms, we will identify and make arrangements in advance for the use of a nearby restroom where individuals can provide the urine sample in privacy.  This type of outreach screening is increasingly common in non-research outreach urine screening programs sponsored by STD programs in the US.  Experience in many cities has shown outreach urine screening  to be both feasible and acceptable in nongovernmental organizations (NGOs), pickup sandlot sports locations, street settings, and “hangouts.”  Since participants in PMPs will be offered, but are not required as a condition of their participation, urine screening tests, we do not anticipate that this will be problematic.  If there is no restroom in the vicinity or if arrangements for the use of a restroom cannot be made, then the interview will be scheduled to take place off the PMP in a location where restrooms are available in order to protect the privacy of participants who provide a urine sample.
All consent processes and interviews will be conducted only in settings where privacy can be assured.  We will interview consecutive individuals until the target number of 150 participants sampled from places in each city is reached.  
Variables 

Using standardized interviews, we will collect data regarding demographic characteristics such as age, race, ethnicity, and socioeconomic status of participants, as well as those of their partners.  Indicators of sexual and other risk behaviors and related psychosocial variables will be collected, as they may be proximal or distal correlates of risk.   Individuals’ sexual risk behaviors directly influence their risk for transmitting infections if they are infected.  Risk of acquiring infection is a function of the behaviors of one’s sexual partners in addition to one’s own sexual behaviors.  We will also collect data regarding behaviors that are not causal but rather serve as indicators of risk.  For instance, commercial sex and substance abuse are correlated with disease risk but most likely serve as proxies for involvement in communities or smaller social networks of individuals who are more likely to be infected with one or more STDs.  

Although collection of extensive psychosocial information may not be feasible for surveillance purposes, certain types of information may be particularly useful indicators.  To determine which factors may be most useful for on-going surveillance, we will collect data regarding several psychosocial (e.g., symptom recognition) factors.  For instance, lack of symptom recognition and other STD knowledge may prolong infections and increase the risk for transmission.  We will assess relevant social context factors measurable at the individual level, including recent incarceration and access to health care.  Incarceration is of interest, due to the potential role recently incarcerated individuals may play in bridging sexual networks inside and outside of correctional facilities.  Rates of gonorrhea and chlamydia are high among incarcerated populations and individuals, particularly males, who report a history of incarceration are more likely to have concurrent partnerships (24).  Please see Appendix 9 for the interview instrument.

As individuals tend to form sexual partnerships within the context of their geographic milieu, we will also request individuals’ zip codes in order to subsequently append administrative data (e.g., census, disease surveillance) and evaluate differential risk across social contexts.  At the time of the interview, we will offer but not require for participation, urine tests for gonorrhea and chlamydia to place-based participants.  Participants will be assured that at no time will their specimen be tested for anything other than gonorrhea and chlamydia , and will specifically be informed that their specimen will not be tested for HIV or illegal substances.  Participants will be informed that positive results will be reported to the local public health department.  Private restrooms will be available for participants who agree to provide urine samples.  Urine specimens will be tested for infection with gonorrhea and chlamydia , using an FDA-licensed nucleic acid amplification test for GC that can be performed on urine. In Baltimore, the Johns Hopkins Research Laboratory will analyze specimens using the Becton Dickenson Probetec test.  In Houston, the City of Houston Health Department Laboratory will analyze specimens using the Genprobe Aptima test.  Both urine-based tests have comparable sensitivity and specificity for the diagnosis of gonorrhea and chlamydia.  Positive results will be reported to participants and reported to the public health departments via standard reporting procedures.  All urine specimens collected for study purposes will be discarded after lab testing is complete and results have been entered into the confidential database.

Quality assurance 
All study personnel in each city are required to take courses on human subjects protection and the Health Insurance Portability and Accountability Act (HIPAA), receive training in interacting and communicating with patient populations and in maintaining confidentiality of risk behaviors.  All personnel also receive training cultural competency, including interacting and communicating with individuals in diverse populations.  All study personnel who assume responsibility for obtaining informed consent and conducting study interviews will be trained by the principal investigators regarding confidentiality, informed consent procedures, and conduct of the interview. Because the interview data will be obtained by the same computer-assisted interview procedures in both locations, we do not anticipate that study staff members will vary their interview procedures within each city or between city sites.  Computers will be transported daily back to the project offices for data downloading onto the secure server.  The computers will not be left unattended during transport , during the time they are in use in the participating clinics or PMPs, or during the downloading of the data into the primary data storage computer. 
The following process measures will be tracked for each city, reviewed by the local PI and then compared by the CDC project officers and local PIs to track comparable recruitment success in each city. Process measures that will be tracked include the following:

· Number of consenting participants completing interview per sampling strategy (Case vs. Place).

· Number of consenting participants successfully completing the interview as a fraction of those eligible.

· Number of cards distributed per recruitment method.

· Participants level of comfort with the study procedures (as assessed through feedback from front-line interview staff)

Data analysis and management  

Data will be collected using a Computer-Assisted Personal Interview (CAPI) on laptop computers, programmed using QDSTM software.  Analysis plans include use of standard statistical packages (SAS, SPSS) to conduct both traditional epidemiological and network analyses. Data from both sites will be combined and compared to establish whether there is equivalence between study locations.  If there are no significant differences, the data will be blended for all subsequent analyses.  If there are significant between-city differences, city will remain a covariate in the analyses.   For epidemiological analyses, we will produce descriptive statistics of the participants as well as test for statistical associations among key variables.  Descriptive statistics (e.g., proportions, frequencies, measures of central tendency) will be produced for the total sample and separately by sampling strategy.  Statistical tests will be conducted to detect univariate and multivariable associations, using odds ratios, t-tests, and general estimating equations, where appropriate.  

Project staff will be trained to administer the CAPI interview and will be responsible for transfer of data to the project offices. Data from completed interviews will be downloaded onto disks that will be couriered to the secured centralized study location.  The data manager will receive the floppy disks and place the data in the secure, password protected folder to which only the data manager will have access.  After transferring the data to the back-up disks, field interviewers will erase the data from the laptop hard drive.  Following transfer of the floppy disk data to the secure server at the centralized study location for each city, the study coordinator will destroy the floppy disks.  Secured servers for data support will be backed up nightly.  . Back up data files will be locked in secure cabinets with the laptop computers when not in use.  The data manager at each site will be responsible for maintaining all data files on password-protected computers.  Data files will include unique identifiers but no individually identifying information.  Materials with identifying information (e.g., consent forms) will be maintained in separate locked files in locked offices; only the project coordinators will have access to identifiable data.  No identifiable data will be sent to CDC.  Project cities will strip any identifying data (name, unique study number, date of birth, address, census tract, zip code) from files prior to electronic transfer to CDC, where they will be combined into a complete delimited data file to be sent to each project city before data analysis. 
Human Subjects Procedures
Informed consent


All participants recruited from both the place-and case-based methodologies will give signed, informed consent for study participation.  Eligible individuals will be informed about the study and given opportunities to ask questions before they decided upon their participation.  All participants will be assured that their participation is voluntary and that whether or not they take part will have no bearing on any care or services they may receive.  Eligible individuals  will be asked to read and sign a consent form and will receive a copy (without their signature) to take with them.  The two cities have different consent forms (Appendix 7 and 8), reflecting the required template language of their respective institutions.  Each consent form has a reading level at grade eight and includes all necessary elements of informed consent, as required by 45 CFR 46.116.  See “Enrollment” above for specific procedural details. 
Waiver of written parental consent for minors’ participation  

In accordance with the provisions of 45 CFR 46.408(c), we also request a waiver of parental permission for participants who are ages 16 to 17 in the Baltimore site.  Houston will not enlist participants under the age of 18; hence parental consent is not an issue for Houston.  Adolescents bear a disproportionate burden of STDs and their developmental stage and associated social and sexual interactions and behaviors are substantively different and cannot be inferred from those of adult populations.  Thus, it is important for them to be represented within the samples.  Obtaining parental permission for participants under age 18 could pose risk to the adolescent participants for this study.  Participants recruited using the case-based strategy will have been diagnosed with gonorrhea; a medical condition that they may have diagnosed and treated without parental knowledge or consent (as parental consent is not required for STD services for minors).  In Maryland, the relevant statute is the MD HEALTH-GENERAL Code Ann.§ 20-102 (2002).  In Texas, all participants will be 18 or older and parental permission is not an issue for that site.
Thus, for adolescents recruited using this strategy, obtaining parental consent would violate the confidentiality clinics routinely provide for their adolescent STD patients, and more important, may jeopardize the adolescents’ mental or physical health, depending upon her parents’ reaction.  Similarly, for adolescents recruited using the place-based method, notifying parents of the youths’ presence in these venues could put youth in jeopardy, depending upon a parent’s reaction to their adolescent’s involvement in locations or with individuals of whom the parent disapproves.  

We will obtain informed assent from participants under age 18 using the same procedures and consent forms as those used for those aged 18 or older.  As the only minor participants to be recruited for this study are aged 16 and 17 in Baltimore (Houston will recruit individuals over the age of 18), their age and maturity will not differ substantially from those of the adolescents who do not require parental permission (i.e., those aged 18 and 19). The study procedures  involve no more than minimal risk and we make numerous provisions to protect the autonomy and rights (privacy, confidentiality, etc.) of all participants.  Thus, we request that individuals aged 16 to 17 in Baltimore be allowed to serve as their own agents for deciding whether to take part and providing informed consent.  All investigators and project officers will ensure that the procedures comply with applicable local laws. 
Risks

Potential risks from participation include possible mild discomfort while being asked questions related to sexual behavior.  This possible discomfort is likely to be experienced for only a brief duration, that is, during the computerized interview.  In addition, this risk is minimal, i.e., no greater than that which participants might experience during the course of a case interview with a Disease Intervention Specialist or health care provider.  Nevertheless, to minimize the likelihood and magnitude of any possible harm, we will make clear in the consent process and in the interview that participants are free to stop their participation at any time and may decline to answer any question.  Social risk, embarrassment, is unlikely but possible if confidentiality were breached.  However, we will implement procedures to ensure that protect participants’ privacy and the confidentiality of any information they give us, to the extent allowed by law.  Procedures to protect privacy and confidentiality are described below.  This study involves no physical risks to participants.  
Anticipated benefits

With the exception of participants in the place-based method who accept the urine test for gonorrhea and chlamydia infection and may benefit by having an STD diagnosed and treated as a direct benefit from their participation, this study provides no direct benefit to participants; however, the information obtained in this study will help in the design and implementation of STD prevention activities.  For participants in the place-based method where diagnosed with gonorrhea or chlamydia, there is benefit since an infectious disease that will be diagnosed and treated that might have remained undetected without study participation.
Protection of confidentiality and privacy 
All staff will be trained in assuring and maintaining confidentiality.  Study staff conducting eligibility screens over the telephone will be trained not to reveal stigmatizing diagnoses to any callers to minimize the possible risk that anyone other than the intended potential participant calls in to the study offices.  In addition, the referral cards do not mention the criterion of a gonorrhea diagnosis.  Facilities where interviews occur will allow for confidential interviewing. Access to research data will be password-protected and will be restricted to study staff with data analysis responsibilities or other responsibilities for oversight that specifically require access to individual-level data. For other analysis purposes, data will be reviewed only in aggregate form by investigators and CDC collaborators.  Datasets shared between institutions or with CDC collaborators will be stripped of all identifiers into a delimited data set.
Identifying, managing, and reporting adverse events
Potential adverse events include the possibility of any inadvertent disclosure of sensitive interview data.  Staff participating in this research project at each location will only be those staff who have experience in the area of sexual health research and each PI  will monitor possible problems and sensitivities at regular staff meeting where project progress is discussed.  Any possible adverse events and their consequences will be disclosed in writing to all involved IRBs and study procedures will be adjusted, if necessary to prevent recurrences. 
Costs and reimbursements to participants 
Participants will receive $20 in cash or gift of equivalent value after their interview to compensate them for their time and to offset possible transportation or childcare costs.  “Gifts” will be a gift card that can be exchanged for merchandise at either Target or Wal-Mart.  Participants in the place-based recruitment method will have the option of receiving gonorrhea and chlamydia urine screening at no cost to them.  They will be given a phone number to call in for results, and they will be counseled that they can receive expedited (same day walk-in) treatment at no cost to them through the participating health department clinics.  If it is their preference to receive treatment through a private sector provider, research staff will assist them, if desired, in facilitating this access. 
Notifying participants of results
Participants in the place-based strategy who accept the offer of urine screening for gonorrhea or chlamydia will be told in advance that health department staff will try to contact them if any result is positive.  In addition, participants who provide urine specimens also will be given a telephone number to call study staff and access their results with a personal confidential study access code to ensure identity.   Results will be given by telephone only after the caller verifies identity using the password.  Positive cases will be followed up by DIS to ensure they receive treatment.  Treatment for the infection diagnosed through screening as part of this study will be available to participants at no cost through health department clinics.
Notification of public of study results

Findings will be presented to the local health department officials for incorporation, as appropriate in local prevention education activities.

Study timeline

We anticipate that data collection will take approximately 12 months to complete after obtaining IRB approval.  Data analysis and manuscript and report preparation will occur after data collection is completed.
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Appendix 2
Key Informant Interview Protocol
We are interested in hearing from you!

The health department is interested in finding new ways to improve STD prevention in our community.  To do this, we sometimes need to update our information on what is going on in Baltimore and where we should put more posters about sexually-transmitted diseases (STDs) and give out more condoms.  

This survey will not ask you for your name or any other information that could identify you.
Please answer the following questions.  Your answers do not necessarily have to apply to YOU, just to people you know.

What are the places that people you know are likely to meet a new sex partner?  (check all that might be true, and add other places you know about)

Mall _____

Bar _____

Park _____

School ____

Store ____

Other outside location___

Please give specific names of places?  (For example, “The bar on the corner of Broadway and Biddle”)

________________________________________________________________________________________________________________________________________________________
____________________________________________________________________________

Please put your completed survey into the box at the front desk.  Ask  the clerks for a sample of our NEW FLAVORED CONDOMS.  

Thank you!!!!!
Appendix 3.  
Partner Meeting Place Site Visit Form
Instructions:
Use a separate form for each site, noting place, date, and time visited.  Write in relevant information using the topics below as a guide.  Add additional sheets and topics as needed.
Site description:


_____ Bar

_____ Bathhouse

_____ Cruising area (e.g. street/alley)


_____ Party

_____ Disco/dance hall


_____ Other (please specify) ___________________________________
Describe the physical environment noting the following:
Time of day 

Privacy availability


Lighting

Clientele (demographics: age, gender mix, race/ethnicity, SES)


Dress code


Noise (sound, music, levels, etc.)


Furniture, physical layout


Crowding levels


External surroundings (e.g. adjacent bars)


Cost (cover charges)


Condoms (presence or absence)


Alcohol

Drugs


Degree of surveillance (if a public/outdoor setting)


Indoors/outdoors


Temperature


Possibility of sex on-site and incidence


Accompaniments (e.g. sexual toys, S & M/leather items, etc.)

Appendix 4.  Recruitment Cards
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Appendix 5.  Participant screening form – Case based sample
Do you speak and understand English well enough to be interviewed?






YES

NO

What is your race/ethnicity?




___  American Indian or Alaska Native 
____Asian 
____Black or African American 
____Hispanic or Latino 
____Native Hawaiian or Other Pacific Islander 
____White 








How old are you?
16-20




21-25




26-30




31-35




36-40




41-45




46+

What is your city/county of residence?_________________________________________

WHERE DID YOU GET THE REFERRAL CARD?  _____________________________
WHEN DID YOU GET IT?  _________________________________________________
Have you had sex with a person of the opposite sex in the last 12 months?
YES
    NO

Have you been diagnosed with gonorrhea in the last 12 months?

YES
   NO

At which clinic did you seek treatment?  _________________________________

Card CODE.___________ [ INITIALS FOR SOURCE OF CARD]

Explain study.

Would you like to take part in this study?

YES
      NO

***Houston site only***

Would you rather be interviewed at the Community Based Organization or the University?
__
CBO

___ 
University

Appendix 6:  Screening Form (Place-based sample)

Can you speak and understand English well enough to be interviewed?






YES

NO

What is your sex?

FEMALE

MALE

TRANSGENDER

What is your race/ethnicity?




__  WHITE       
__   NATIVE ALASKAN/NATIVE AMERICAN 

__  AFRICAN-AMERICAN/BLACK

__  ASIAN/PACIFIC ISLANDER

__  HISPANIC/LATINO/A


How old are you?
16-20




21-25




26-30




31-35




36-40




41-45




46+

What is your city/county of residence?_________________________________

WHERE DID YOU GET THE REFERRAL CARD?

WHEN DID YOU GET IT?

Have you had sex with a person of the opposite sex in the last 12 months?
YES
    NO

Card CODE.___________ [ INITIALS FOR WHICH SOURCE OF CARD]

Explain study.
Would you like to take part in this study?

YES
      NO

***Houston site only***

Would you rather be interviewed at the Community Based Organization or the University?
__
CBO

___ 
University

Appendix 7:  Baltimore Consent Form
Flesh Kincaid reading level for the portion of the consent form that explains this study = 6.9
(Note:  This is based on the text exclusive of mandatory Johns-Hopkins template language.)

Flesh Kincaid reading level for the mandatory template language ONLY = 10.0
Please see explanation on the response to the IRB that is attached
Sites of Research:

Baltimore City Health Department STD Clinics

RESEARCH PARTICIPANT INFORMED CONSENT AND PRIVACY AUTHORIZATION FORM

Protocol Title: 
Cases and Places:  STD-risk Behavioral Surveillance Among High Risk Heterosexual Populations 

Application No.:

Sponsor:
Centers for Disease Control and Prevention
Principal Investigator:
Emily Erbelding, MD
Date: 
V2 October 17, 2003
1.
What you should know about this study:
· You are being asked to join a research study.  

· This consent form explains the research study and your part in the study.  

· Please read it carefully and take as much time as you need. 

· Ask questions about anything you do not understand now, or when you think of them later.  

· You are a volunteer.  If you do join the study and change your mind later, you may quit at any time without fear of penalty or loss of benefits.  
2.
Why is this research being done?

This research is being done to learn more about behaviors that might put people at risk for getting a sexually transmitted disease (STD).  People may be asked to join this study if they recently tested positive for gonorrhea.  They may also join this study if they might be at risk for getting an STD because they go to certain social hang-outs to meet their sex partners.  Approximately 600 in Baltimore, Maryland, or in Houston, Texas, will be asked to join this study. 

3.
What will happen if you join this study?


If you agree to be in this study, we would ask you to do the following things:

· Take a confidential computer interview on sexual behaviors, what you might know about the behaviors of your sex partner, where you usually get healthcare, and other general questions about your education and work situation.

· If you have not been tested for gonorrhea recently, we will ask you to give a urine sample. This sample will only be tested for gonorrhea and chlamydia.  No other tests, like HIV or drug tests, will be done on this urine sample. 

· There are no extra visits to complete the study after the interview. If you have a positive urine test today, we will try to contact you through the health department.

4.
What are the risks or discomforts of the study?

In this study, the computer will ask you questions about your sexual behavior and other personal issues.  These questions may make you feel embarrassed or uncomfortable. However, you do not have to answer any questions that you do not want to answer. 

5.
Are there benefits to being in the study?

There is no direct benefit to you from being in this study. Your being in this study may help health departments learn new ways to prevent STDs in communities in the future.

6.
What are your options if you do not want to be in the study?

You do not have to join this study.  If you do not join, your care at Baltimore City Health Department or at Johns Hopkins will not be affected.

7.
Will it cost you anything to be in this study?

All study procedures are at no cost to you except for your time.
 8.
Will you be paid if you join this study?

You will be given a gift worth $20 value if you complete this study.

9.
What information about you will be kept private and what information may be given out?

Johns Hopkins has a policy to protect health information that may identify you.  This section tells you what information about you may be used and given out in this study and who may give and receive the information.  By signing this consent form, you agree that health information that identifies you may be used and/or given out as described in this form. Federal and state laws also protect your privacy.  Johns Hopkins has procedures in place to support these policies and laws.

a.
What information about you may be used or given out in this study?

Information that identifies you and relates to your health or medical condition may be used or given out in this study.  Information that identifies you can include your name, address, telephone number, date of birth, Social Security number and other details about you.  Information that relates to your health or medical condition includes:

· Information obtained from the activities and procedures outlined in this consent form, which may include:


 i)
     Things done to see if you can join this study; and

ii) Information obtained during the study such as results of the urine test for gonorrhea and chlamydia.

iii) Information that you give in the interview related to your financial or social circumstances.

b. Who may use and give out information about you?

Some people may see your health information and may give out your health information as needed to conduct this study.  These people include the researcher and the research staff, the institutional review boards and their staff, legal counsel, audit and compliance staff, officers of the organization and other people who need to see the information to help this study or make sure it is being done as it should.



c.
Who may see your health information?


Other organizations may see your health information during this study.  These include:


•
Governmental entities that have the right to see or review your health information, such as the Office of Human Research Protections and the Food and Drug Administration

•
Doctors and staff at other places that are participating in this study.

•    An outside institutional review board.


d.
Why will this information be used and given out?
Your information will be used and given out to carry out this study and to evaluate the results of this study. Your information may also be used to meet the reporting requirements of governmental agencies.


e.
What if you decide not to give your permission to use and give out your health information?

You do not have to give your permission to use or give out your health information.  However, if you do not give permission, you may not participate in this study.


f.
How long does this privacy authorization last?

This authorization to use and give out health information does not end unless you cancel it.  You may cancel your agreement to allow your health information to be used or given out as described in this form by sending a written notice to the Institutional Review Board Office, 1620 McElderry Street, Reed Hall, Suite B130, Baltimore, MD 21205-1911.  If you do this, you are leaving this study.  If you leave this study, no new health information about you will be gathered after the date that you leave.  However, information gathered before that date may be used or given out if it is needed for this study or any follow-up for this study.


g.
Is your health information protected after it has been given to others?



Even though Johns Hopkins has agreements with other organizations to protect the use of health information, if your health information is given to someone not covered by these policies and laws, that information may no longer be protected, and might be used or given out without your permission.

10.
What other things should you know about this research study?

a.  
What is the Institutional Review Board (IRB) and how does it protect you?
The Johns Hopkins Medicine IRB is made up of doctors, nurses, ethicists, non-scientists, and people from the local community.  The IRB’s purpose is to review human research studies and to protect the rights and welfare of the people participating in those studies.  You may contact the IRB if you have questions about your rights as a participant or if you think you have not been treated fairly.  The IRB office number is 410-955-3008.

b.   What do you do if you have questions about the study?

Call the principal investigator, Dr. Emily Erbelding at (410)_614-3737.

c. What should you do if you are injured or ill as a result of being in this study?

If you have an urgent medical problem related to your participation in this study, call  Dr. Emily Erbelding at 410-283-3995.

If you think you are injured or ill as a result of being in this study, call the principal investigator, Dr.  Dr. Emily Erbelding at (410)_614-3737.

The medical services at Johns Hopkins will be open to you as they are to all sick or injured individuals.  Johns Hopkins does not have a program to pay you if you are hurt or have other bad results from being in the study.  You are financially responsible for payment of any treatment or hospitalization.  At your request, your insurance provider will be billed for payment of any treatment or hospitalization.  As the funding agency, CDC also does not pay for any harm resulting from participation in a research study.
d.   What are the Organizations that are part of Johns Hopkins?


Johns Hopkins refers to The Johns Hopkins University and The Johns Hopkins Hospital.

11.  What does your signature on this consent form mean?

By signing this consent form, you are not giving up any legal rights.  Your signature means that you understand the information given to you in this form, you accept the provisions in the form, and you agree to join the study.
WE WILL GIVE YOU A COPY OF THIS SIGNED AND DATED CONSENT FORM

NOT VALID WITHOUT THE IRB STAMP OF CERTIFICATION

Do not sign after the expiration date of: _______
FOR ADULTS AND CHILDREN CAPABLE OF GIVING  CONSENT:

______________________________________________________________________________

Participant's Signature
Date
FOR ADULTS NOT CAPABLE OF GIVING CONSENT:

______________________________________________________________________________

Signature of Surrogate/Guardian/Health Care Agent for Participant
Date

           Relationship of Surrogate to Participant: ________________________________________
FOR CHILDREN NOT CAPABLE OF GIVING CONSENT:

______________________________________________________________________________

Signature of Parent
Date

______________________________________________________________________________

Signature of Parent # 2 (45 CFR 406 and 407 studies)
Date

______________________________________________________________________________

Signature of Legal Guardian (when applicable)
Date

SIGNATURE(S):

___________________________________________________________________________________

Signature of Person Obtaining Consent 
Date


(Investigator or IRB Approved Designee)
______________________________________________________________________________

Witness to Consent Procedures (Optional unless IRB or Sponsor required) 
Date

NOTE: A COPY OF THE SIGNED, DATED CONSENT FORM MUST BE KEPT BY THE PRINCIPAL INVESTIGATOR; A COPY MUST BE GIVEN TO THE PARTICIPANT; AND, IF APPROPRIATE A COPY OF THE CONSENT FORM MUST BE PLACED IN THE PARTICIPANT’S MEDICAL RECORD. 

	FOR OFFICE USE ONLY:
STUDY APPROVED FOR ENROLLMENT OF:    __  Adults Only    __ Adults and Children      __ Children Only
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Appendix 8.  Houston Consent Form
Flesh Kincaid reading level of the study description is 6.9. 
 Flesh Kinkaid reading level of the entire consent form (sections with latitude and sections that are mandatory and cannot be modified by the investigator) is 7.8.
[image: image1.png]= THE UNIVERSITY of TEXAS
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CONSENT FORM
Title:

Cases and Places:  STD-risk Behavioral Surveillance Among High Risk Heterosexual Populations 

INVITATION TO TAKE PART:


We are asking you to take part in this research study. The study will be led by Dr. Michael W. Ross. It is funded by Centers for Disease Control and Prevention (CDC).

It is your choice to take part in this study. You may choose not to take part, or to stop, at any time. If you choose not to take part, or to stop being a part of the study it will not affect your care for those who may be joining the study from a clinic. This consent form explains the study and your part in it. If you have any doubts about what you read, ask questions at any time.

You will not be forced to answer any questions asked or written on any forms.

This research project has been reviewed by the Committee for the Protection of Human Subjects (CPHS) of the University of Texas Health Science Center at Houston (UTHSC-H) as HSC-SPH-03-085.

CPHS is the Institutional Review Board (IRB) for UTHSC-H. It is made up of persons of various interests, lines of work and skills from Houston as well as the UTHSC-H community. Its function is to protect those asked to take part in research. 

DESCRIPTION OF RESEARCH:


PURPOSE:
This research is being done to learn more about what people do that puts them at risk for a sexually transmitted disease (STD).  Some people asked to join this study may have a recent positive test for gonorrhea. Others may be asked to join this study if they hang-out where others go to meet sex partners. Close to six hundred people will be asked to join this study. These people will come from both Houston, Texas and Baltimore, Maryland.


PROCEDURE:


If you choose to be in this study, you would take a private computer interview about your sexual habits and your partner(s). Other questions about your health care, your school and your work will be asked. You would also be screened for gonorrhea if you have not been lately. Your urine will be tested for gonorrhea and Chlamydia only; no other tests will be done. Your sample will be labeled with your name so that we can contact you if the test is positive. If you have a positive urine test today, we will try to contact you through the health department. We will also give you a number to call to find out your result. 

TIME COMMITMENT:



We request 30 minutes of your time for the interview.



BENEFITS:

There is no direct benefit to you for being in this study. By taking part, you may help health departments come up with new ways to prevent STDs in the future.

RISKS AND/OR DISCOMFORTS:

Some of the questions asked by the computer may make you feel uncomfortable. You will not be forced to answer these questions.

ALTERNATIVES:

The only other choice is not to take part in this study.

STUDY WITHDRAWAL:

You may quit at any time.

IN CASE OF INJURY:

If you suffer any injury as a result of taking part in this research study, please understand that nothing has been arranged to provide free treatment of the injury or any other type of payment. However, all needed facilities, emergency treatment and professional services will be available to you, just as they are to the community in general. CDC does not normally pay for harm done to you as a result of being in a research study. You should report any injury to Dr. Michael Ross at (713)500-9652 and to the Committee for the Protection of Human Subjects at (713)500-5827. You will not give up any of your legal rights by signing this consent form.

COSTS, REIMBURSEMENT, AND COMPENSATION:

There is no charge to take part in this study. You will be given a cash gift of $20 if you complete this study. If you decide to stop before the end of the study, you will be paid based on the amount of time spent.
CONFIDENTIALITY:


The data from this study may be published. You will not be recognized by name. You will be acknowledged by a number and only the research team will know your name. Your personal information will not be given out unless required by law. 
QUESTIONS:

If you have questions about this study, you should call Dr. Michael Ross at (713)500-9652.
CPHS STATEMENT:

This study (HSC-SPH-03-085) has been reviewed by CPHS of UTHSC-H. For any questions about research subject's rights, or to report a research-related injury, call the CPHS at (713) 500-5827. 
SIGNATURES:

It is important to understand what this study is about before you sign below. Be sure that all your questions have been answered. If you have read the information given to you about the study and want to take part, write and sign your name below. You will be given a copy of this signed form to keep. 

____________________________________________________

Printed Name of Participant


____________________________________________________            __________  

Participant's Signature
                         Date/ Time


 ____________________________________________________

Printed Name of Person Obtaining Consent


______________________________________________________     ​​________________________

Signature of Person Obtaining Consent 
                Date/Time
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Appendix 9.  Interview instrument content (administered by CAPI)

Thanks for taking the time to fill out this survey.  It will only take a few minutes for you to give us important information that will lead to better ways to prevent STD and HIV infections.

We would like you to take this survey now. Your answers will be confidential. Once you have finished, your responses will be entered into a computer - without your name. 

The decision to complete the survey is voluntary. However, we hope you will take part. Your decision to complete the survey will not affect the attention or services you receive today.   (The sentence in italics applies only to the case-based sample.
*Please answer the questions honestly and try to answer all the questions.  You are free to omit any question you do not want to answer.*

The study has been approved by the Committee for the Protection of Human Subjects of The University of Texas Health Science Center at Houston. If you have any questions now or later you can call the Committee for the Protection of Human Subjects at the University of Texas at (713)-500-5828.

	Today’s Date

	

	______/______/____

	Month    Day    Year

	


CAPI Interview
Please answer each question by placing a checkmark (() in the box.  

	1. What is your sex?
	( Female [0]
	( Male [1]
	( Transgender [3]

	
	
	
	


    2.   If Female:
What form of contraception are you using?


( The pill    ( IUD    ( Female condom    ( Diaphragm    Other:…………………………….
3. How old are you?  _______________


4. What zip code do you live in?  _______________

5. Your racial or ethnic background is:
	( Black or African    American [0]
	( White [1]
	( Asian [2]

	( Hispanic/Latino [3]
	( American Indian/Alaska Native [4]
	( Native Hawaiian or Other Pacific Islander

	( Other (specify)_________________________________[6]
	


6. What is the highest level of schooling you completed?  

	( Elementary school [1]
	( Junior high [2]
	( High school/GED [3]
	( College [4]


	7. Have you ever been tested for HIV?


	( No [0]

	( Yes [1]
	If yes, what was the result of your HIV test
	( HIV positive [1]

	
	
	( HIV negative [2]

	
	
	( Don’t have result [3]

	
	
	( Prefer not to answer [4]

	
	
	( Indeterminate [5]

	( HIV positive [1]

	( HIV negative [2]

	( Don’t have result [3]

	( Prefer not to answer [4]

	( Indeterminate [5]


	8.  Do you usually have sex with . . .
	( Women [0]
	( Men [1]
	( Both men and women [2]


	8. Do you have a person that you call your regular (main) partner, who is a partner who you feel committed to above anyone else (like a husband, wife, lover, boyfriend, girlfriend, etc.)?
	( No [0]
	( Yes [1]


9. How many people have you had sex with in the past 12 months? …………..

10. During the last 4 weeks, have you… (check all that apply)

	( Had sex with your (main) partner (someone who is like a husband, wife, lover, boyfriend, girlfriend, etc.)?
	

	( Had sex with a casual partner (someone who is NOT like a husband, wife, lover, boyfriend, girlfriend, etc.)?
	

	     If yes, how many casual partners in the last 4 weeks? …………
	

	( Ever traded sex for drugs or money (you got the drugs or money in exchange for your giving sex)? 

( Ever traded drugs or money for sex (you gave someone drugs or money to have sex with them)?
	


11.     ( In the last year have you traded sex for drugs or money (you got the drugs or money in exchange for your giving sex)? 

12.     ( In the last year have you traded drugs or money for sex (you gave someone drugs or money to have sex with them)?

13.  During the last 4 weeks, FOR EACH DIFFERENT PARTNER, how many times did you have… (check ( none if you had no sex). 

A) LAST partner in past 4 weeks:

	
	
	Total number of times
	about how many times WITHOUT a condom/barrier?
	Please write 0 if you used a condom every time

	a. vaginal sex (penis to vagina)?
	( none [0]
	________
	________
	

	b. oral sex (mouth to penis/vagina/anus)?
	( none [0]
	________
	________
	

	c. anal sex (penis to anus)
	( none [0]
	________
	________
	


This partner was:
(  Male
(  Female

This partner was: 
(  Spouse/regular partner




(  Casual partner




(  Sex for drugs/money, or money for drugs/sex partner

How emotionally close did you feel to this partner? Very close (     Somewhat close (     Not close (
Approximate age of this partner………

What drugs or alcohol did you use with this partner?.................................................................................

Does this partner have any friends who deal drugs?   ( Yes     ( No     ( Don’t know

Has this partner ever been in jail, prison or detention center?  ( Yes     ( No     ( Don’t know

How much do you think you know about this partner’s other sexual activities?


( Everything     ( A lot     ( Some information     ( A little information     ( Nothing

B) SECOND-TO-LAST partner in past 4 weeks:

	
	
	Total number of times
	about how many times WITHOUT a condom/barrier?
	Please write 0 if you used a condom every time

	a. vaginal sex (penis to vagina)?
	( none [0]
	________
	________
	

	b. oral sex (mouth to penis/vagina/anus)?
	( none [0]
	________
	________
	

	c. anal sex (penis to anus)
	( none [0]
	________
	________
	

	


This partner was:
(  Male
(  Female

This partner was: 
(  Spouse/regular partner




(  Casual partner




(  Sex for drugs/money or money for drugs/sex partner

How emotionally close did you feel to this partner? Very close (     Somewhat close (     Not close (
Approximate age of this partner………

What drugs or alcohol did you use with this partner?.................................................................................

Does this partner have any friends who deal drugs?   ( Yes     ( No     ( Don’t know

Has this partner ever been in jail, prison or detention center?  ( Yes     ( No     ( Don’t know

How much do you think you know about this partner’s other sexual activities?


( Everything     ( A lot     ( Some information     ( A little information     ( Nothing

C) THIRD-TO-LAST partner in past 4 weeks:

	
	
	Total number of times
	about how many times WITHOUT a condom/barrier?
	Please write 0 if you used a condom every time

	a. vaginal sex (penis to vagina)?
	( none [0]
	________
	________
	

	b. oral sex (mouth to penis/vagina/anus)?
	( none [0]
	________
	________
	

	c. anal sex (penis to anus)
	( none [0]
	________
	________
	

	


This partner was:
(  Male
(  Female

This partner was: 
(  Spouse/regular partner




(  Casual partner




(  Sex for drugs/money or money for drugs/sex partner

How emotionally close did you feel to this partner? Very close (     Somewhat close (     Not close (
Approximate age of this partner………

What drugs or alcohol did you use with this partner?.................................................................................

Does this partner have any friends who deal drugs?   ( Yes     ( No     ( Don’t know

Has this partner ever been in jail, prison or detention center?  ( Yes     ( No     ( Don’t know

How much do you think you know about this partner’s other sexual activities?


( Everything     ( A lot     ( Some information     ( A little information     ( Nothing

D) FOURTH-TO-LAST partner in past 4 weeks:

	
	
	Total number of times
	about how many times WITHOUT a condom/barrier?
	Please write 0 if you used a condom every time

	a. vaginal sex (penis to vagina)?
	( none [0]
	________
	________
	

	b. oral sex (mouth to penis/vagina/anus)?
	( none [0]
	________
	________
	

	c. anal sex (penis to anus)
	( none [0]
	________
	________
	

	


This partner was:
(  Male
(  Female

This partner was: 
(  Spouse/regular partner




(  Casual partner




(  Sex for drugs/money or money for drugs/sex partner

How emotionally close did you feel to this partner? Very close (     Somewhat close (     Not close (
Approximate age of this partner………

What drugs or alcohol did you use with this partner?.................................................................................

Does this partner have any friends who deal drugs?   ( Yes     ( No     ( Don’t know

Has this partner ever been in jail, prison or detention center?  ( Yes     ( No     ( Don’t know

How much do you think you know about this partner’s other sexual activities?


( Everything     ( A lot     ( Some information     ( A little information     ( Nothing

11. During the last 4 weeks, did you have sex with two different people within 7 days of each other?  (  Yes

(  No


12. During the last 4 weeks, how many times have you used: (Check the box if you used the drug.)

	
	Did not use in past 4 weeks
	1-4 times a week
	5 or more times a week

	alcohol   (
	(
	(
	(

	marijuana/hashish  (
	(
	(
	(

	crack/cocaine (
	(
	(
	(

	heroin/speedball (
	(
	(
	(

	poppers (i.e., nitrites) (
	(
	(
	(

	speed (
	(
	(
	(

	methamphetamines  (
	(
	(
	(

	ecstasy other party drugs such as ketamine and rohypnol  (
	(
	(
	(


14.  Where did you first meet any new casual sexual partners, not your regular (main) partner, in the last 4 weeks? (You can check more than one box)


(  At a bar

(  At a private party

(  At a disco

(  Some public place like on the street, or in a park

(  In a brothel or place where sex workers hang out

(  Crack house

(  Your home

(  Home of someone you know

(  Introduced by friends

(  At work

(  On the internet

(  Other (please say where)……………………………………………………

15.  If you know who you got gonorrhea from: was it a ( Regular partner or ( Casual partner

(For site surveillance sample, this question will be “The last time you had sex:”)

16.  Where did you meet this partner? Give name of place or location…………………………….

Have you been there before? ( Once   ( A few times   ( Occasionally   ( Regularly 
17. How many different times did you have sex with them in the last 4 weeks? ……….

18. What drugs/alcohol did you use when you had sex with them the last time? 

      List:……………………………………………………………………………………………..

19. What day of the week did you have sex with them (the last time if more than once)?...............

20. What time of day/night did you have sex with them (last time if more than once)? …….am/pm

21.  Have you ever been told by a doctor/nurse that you have had any sexually transmitted disease (at any time before your present case of gonorrhea)?  ( Yes       ( No  *  Words is parentheses will be on the clinic based CAPI and not on the place-based CAPI.
22.  What age were you the first time you had sexual intercourse (vaginal or anal sex)?............

23.   Have you ever been in a jail or prison for more than 14 days?  ( Yes     ( No
24.  Have you ever been homeless (living on street or in shelter)?   ( Yes     ( No
25.  In the past 12 months, have you ever been to a clinic to get an HIV or STD test? 

( Yes   ( No
26.  In the past 12 months, have you ever been to a clinic to get any other form of health care.

 ( Yes    ( No
27.  How long have you lived at your present address?


(       Less than 6 months 


(       6 months to a year


(        More than a year

28.  In the past 30 days, how much income did you receive from ALL sources?


(
None


(
Less than $50


(
$50-$99


(
$100-$199


(
$200-$399


(
$400-$599

· $600 or more
29.  How would you describe your sexual orientation?
(
Heterosexual

(
Bisexual

· Homosexual/gay/lesbian
· Ego network questions

Public health workers want to prevent diseases from causing discomfort or sickness so they often try to understand how information is shared among friends and acquaintances.  This helps to develop better disease prevention programs.  So, I would next like to ask you some questions about people you have been in contact with in the last 4 weeks.  Please write only their initials.  This will make it easier for you to remember the different people.
To start, would you please write down the initials of people with whom you 

[Note: if you do more than one of these with anyone just put their initials in the relevant columns across the same row.]

[Interviewer:  Let participant write the initials down on the Participant Initials Recording Sheet (attached), which looks like what follows here.
----------------------------------------------------------------------------


drink/
go shopping/
hang out/
talk about


party
to the mall
have fun
your health

_____
  _____
 _____
   _____


_____
  _____
 _____
   _____


etc.
----------------------------------------------------------------------------

Interviewer: At the end of the interview the 'Participant Initials Recording Sheet' should be torn up and discarded.]

Next, a few questions about the people whose initials you have written down.

Please refer to the 'Participant Initials Recording Sheet' as I ask these questions.

30.  In the last 4 weeks about how many of these people have you 


a.  talked with about good places to party  or meet new partners?
_________


b.  talked with about sex or sex partners?
_________

c.  been drinking with?

_________

d.  had sex with?

_________

e.  seen taking drugs? [illegal drugs]
_________ 


f.  given some form of support to, such as 


        gifts, loans or other help?

_________

31.  In the last 4 weeks how many of these people do you think …


a.  had more than one sex partner
_________

b.  had a STD?
_________


c.  have been treated by a doctor for a STD?
_________

d.  used heroin or cocaine?
_________


e.  sold heroin or cocaine?
_________

f.  exchanged sex for money or drugs?
_________

g.  have been arrested?
_________


h.  have served time in jail or prison?
_________

i.  had a 'conventional' job of some kind (e.g., not

    selling or trading drugs/sex)?
_________


j.  had one really good week?
_________


j.  had one really bad week?
_________

Two more questions about these people.  You may not be sure what other people do.  But please tell us your best guess as you answer the next two questions.… .

32.  How may of these people do you think are friends with each other?


❑
Most are friends with each other

❑
More than half 

❑
About half 

❑
Less than half 

❑
Very few are friends with each other

33.  How may of these people do you think have ever had sex with each other?


❑
Most have had sex with each other


❑
More than half 

❑
About half 

❑
Less than half 

❑
Very few had sex with each other

Finally, some last questions about yourself and any sex partners you may have had in the last 4 weeks.

34.  In the last 4 weeks how many sex partners have you had?


Exactly
____

[Interviewer: enter number on


About
____

 most appropriate line.]

35.  Did you first meet [ this sex partner | these sex partners ] in the last 4 weeks (or have you known [ him | her | them ] for longer)?


If one partner:



❑ Yes, I met in the last 4 weeks


❑ No, I’ve known longer

If more than one partner: How many of these sex partners 


did you meet for the first time in the last 4 weeks?


Exactly
____

[Interviewer: enter number on


About
____

 most appropriate line.]

36.  In the last 4 weeks how many of your sex partners do you think have had other sex partners during this same period?








______

37.  For any sex partner or partners you first met in the last 4 weeks, where exactly did you meet [ him | her | them ] ?


__________________________________________
|
[Interviewer: As much



|
|


__________________________________________
|
detail as possible, e.g., 



|
|


__________________________________________
|
name of place,
|



|


__________________________________________
|
street/cross street, 



|
|


__________________________________________
|
area of city, etc.]
|



|


__________________________________________
|



|
|


__________________________________________
|



|
|


__________________________________________
|

38. In the last 4 weeks how many of your sex partners do you think 

used heroin or cocaine?
______

39. In the last 4 weeks how many of your sex partners do you think 

have sold heroin or cocaine?





 ______

40. In the last 4 weeks how many of your sex partners do you think 
        have been arrested?
 ______

One last question … .

41.  Have you lived at the same address (for example in the same apartment) with the same people for the last 4 weeks?


❑
Yes

❑
No     (  If  ☑  NO 


___
At same address but not the same people


___
More than one address but with the same people


___
At more than one address and not with the same people

That's all, thank you very much for your help.

Appendix 10.  Participant Initials Recording Sheet

Participant Initials Recording Sheet

(Please tear this sheet up yourself when the interview is over.)

This part is about who - if anyone - you drink or party with, go shopping or to the mall with, hang out or have fun with, and who you may have talked to about your health.

In each column [the interviewer will show you]: 

Would you please write down the initials of people with whom you … 

[If you do more than one of these with anyone just put their initials in the relevant columns across the same row.]


drink/
go shopping/
hang out/
talk about


party
to the mall
have fun
your health


_____
  _____
 _____
   _____


_____
  _____
 _____
   _____


_____
  _____
 _____
   _____


_____
  _____
 _____
   _____


_____
  _____
 _____
   _____


_____
  _____
 _____
   _____


_____
  _____
 _____
   _____


_____
  _____
 _____
   _____


_____
  _____
 _____
   _____


_____
  _____
 _____
   _____


_____
  _____
 _____
   _____


_____
  _____
 _____
   _____


_____
  _____
 _____
   _____


_____
  _____
 _____
   _____

Interviewer:  Please tell me the first name of all the people you have had vaginal, oral or anal sex with in the last 14 days, including today.

(The interviewer writes the list of names on a separate sheet of paper for reference while completing the index.  The names are used as prompts to draw the graph and then destroyed as soon as the interview is completed.)
Interviewer:  (Demonstrating while explaining…)  Now I’m going to go through your list of names and ask you to draw a line on this graph between the days you began having sex with each of your partners and when you stopped having sex with each of your partners.  For example, if you started having sex with a partner nine days ago and stopped having sex with that partner 5 days ago, we’ll draw a line between 9 and 5.  If you had sex with a partner on one day only, we’ll put a mark on that day.  For partners you have been having sex with a long time and are still having sex with, will draw a line from 14 to 0.  Before we start, do you have any questions?


[image: image2]
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                               Patient I.D. Plate











Have you had sex with a partner of the opposite sex in the last twelve months?





You may qualify to participate take part  in a research study for the University of Texas-Houston Health Science Center





$20 if you qualify and participate!  No blood draw required!


You will receive a $20 payment for your time if your qualify and take part in the study.





PLEASE CALL


(800) XXX-XXXX


Monday-Friday 9 AM-5 PM











Since this is a research study, not everyone will qualify.
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Have you had sex with a partner of the opposite sex in the last twelve months?





You may qualify to participate take part  in a research study with Baltimore City Health Department and Johns Hopkins University.





$20 if you qualify and participate!  No blood draw required!


You wilwill receive a gift card worth $20 for your time if you qualify and take part in the study.  The gift card can be used at Target or WalmartWal-Mart.  





PLEASE CALL


(XXX) 


Monday-Friday 9 AM-5 PM








Since this is a research study, not everyone will qualify.
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                               Patient I.D. Plate











Have you had sex with a partner of the opposite sex in the last twelve months?





You may qualify to participate in a research study with Baltimore City Health Department and Johns Hopkins University.





$20 if you qualify and participate!  No blood draw required!





PLEASE CALL


(XXX) 


Monday-Friday 9 AM-5 PM








Since this is a research study, not everyone will qualify.
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Had sex with a partner of the opposite sex in the last twelve months?





You may qualify to participate in a research study for the University of Texas-Houston Health Science Center





$20 if you qualify and participate!  No blood draw required!





PLEASE CALL


(800) XXX-XXXX


Monday-Friday 9 AM-5 PM











Since this is a research study, not everyone will qualify.
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