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B.
Statistical Methods

1.
Respondent Universe and Sampling Methods 

The purpose of this study is to conduct formative research to inform the development of a CDC-sponsored social marketing campaign that will be aimed at increasing HIV testing rates among young, single, African American heterosexual men. Qualitative methods are well suited to this kind of research because they allow flexible, in-depth exploration of individual perceptions and experiences. In addition, both individual and group interviews yield descriptions in participants’ own words. By design, qualitative interviews allow flexibility to pursue relevant and important issues as they arise during a discussion. Unlike quantitative survey methods, in which questions must be asked in the same way and the same order to ensure comparability of findings, qualitative methods allow researchers to tailor their approach and to be sensitive to the needs, interests, and concerns of each participant. 
Furthermore, a qualitative approach will allow us to capture subtle nuances in participants’ attitudes, beliefs, and feelings related to HIV and HIV testing that would not be practical through quantitative approaches. Our focus group and interview discussion guides include probes to ensure that we obtain input on specific items of interest, while open-ended questions ensure that participants’ responses and perceptions are fully addressed and captured.

Our sample will be one of convenience as opposed to probability based. The total estimated sample size for this study is about 216 participants across all twelve cities. Statistical power is not applicable because this is a qualitative study.
2.
Study Population

Our study will include a sample of  African American heterosexual men, aged 18-44, with less than a 4 year college degree, who make less than $35,000 per year, report having more than one sexual partner in the past 12 months and report having unprotected sex with a woman in the past 12 months. Recruitment criteria for the study population were based on data obtained from the US Census and CDC’s HIV/AIDS surveillance data. According to the August 2005 US Census report, “We The People: Blacks in the United States”, approximately 85% African Americans 25 and older had less than a 4 years of college education. African Americans were also reported to have a median income of $30,000 compared with $37,100 for all men. CDC’s HIV/AIDS surveillance data (CDC MMWR, 2007) indicated that approximately 48% of the new HIV/AIDS diagnosis occurred among African Americans aged 25-44 years and approximately 44% of these new cases were African American men.  By transmission category, most HIV/AIDS diagnoses of African American male adults and adolescents were classified as men who have sex with men, followed by high-risk heterosexual contact, IDU, MSM with IDU, and other. For purposes of this study, we are targeting African American men in the high-risk heterosexual category.

3.
Procedures for the Collection of Information
RTI will select and reserve focus group facilities (with CDC’s approval) in each of the twelve research cities. RTI will oversee the local focus group facilities’ recruitment of participants. At each facility, recruitment staff will sign a confidentiality agreement (Attachment 8).  In addition, the professional focus group facilities will use the IRB approved screening instrument (Attachment 7) to identify eligible participants.
Once initial contact is made with a potential participant, the individual will be told that we are conducting a research study about HIV. Participants will be told that we will need to ask them some personal questions, including questions about their sexual behavior and HIV to see if they qualify for the study. We will then obtain verbal consent from the potential participants to screen them for eligibility. If the potential participant agrees to be asked the verbal screener questions and meets the eligibility requirements, he will be invited to participate in the study, and told the location, time and date of the focus group or interview. 

As participants are recruited, recruitment grids will be prepared. The recruitment grids will list the participants’ first name and some demographic information obtained from the screener (age, marital status, income, education, and whether or not the person has tested for HIV). The recruitment grids will allow RTI and the focus group facilities to keep track of recruitment. The recruitment grids will be stored in a locked file cabinet at RTI and at each focus group facility. The focus group facilities will destroy their copies of the recruitment grids after data collection is completed in that city. RTI and CDC will have copies of the recruitment grids in order to describe the study sample. These copies of the recruitment grids will be kept in locked file cabinets at RTI and CDC for the duration of the study. 

Recruitment will begin at least four weeks before the focus groups and interviews are scheduled. Once recruitment has begun, RTI will closely monitor the recruitment, helping to troubleshoot as problems arise, and identifying potential problems and/or issues before they arise. RTI will keep CDC apprised of the recruitment progress. If there is a problem with recruiting participants, RTI will work with the facilities and with CDC to make any necessary adjustments. 

Personal information from the potential participants will be maintained and protected in a secure manner. At each facility, the screeners will be kept in locked file cabinets. All identifying information (name, address, telephone number) will be recorded on the last page of the screener, which will enable the facility to send reminder letters/emails and make reminder phone calls. The last page of the screener will be torn off and destroyed after the focus groups and interviews are conducted. Local focus group facilities will send the screeners (without the last page) to RTI. The screeners will be stored in a locked file cabinet at RTI throughout the duration of the project. Once the project ends, the screeners will be transferred into a locked RTI storage facility for three years. After three years, RTI staff will destroy the screeners. No identifying information about participants will be kept at the focus group facilities after the groups/interviews are completed and no identifying information will be sent to RTI or CDC.
Reminder letters/e-mails will be sent to potential participants prior to the focus group/interview giving them directions to the facility. Confirmation calls will also be made 1–2 days prior to the group/interview to assure that all recruits are confirmed.

Once the potential participant comes to the study site and checks in, he will be given a consent form (see Attachment 6). The individual will be given time to read the consent form on his own and a trained RTI staff member will be available to answer any questions. If the participant agrees to be in the study, he will sign the consent form. The participant will be given a copy of the consent form to keep for his records. Participants will be reminded that they can refuse to answer any question and they can stop being in the study at any time, without penalty. RTI staff will FedEx or personally take these forms back to RTI after the focus groups/interviews are completed in a particular city. The consent forms will be stored in a locked file cabinet at RTI for the duration of the project. Once the project ends, the forms will be transferred to a locked RTI storage facility for three years. After three years, RTI staff will destroy the forms.
For this formative research project, RTI will conduct 12 focus groups and 108 individual interviews with African American heterosexual men. The data collection with be conducted in four rounds (exploratory, message testing, concept testing, and final materials testing) in twelve cities over the course of a one year period. The focus groups and interviews will be conducted in-person at focus group facilities by a professionally trained moderator. Each focus group will be scheduled for two hours and each interview for one hour. In addition to the moderator/interviewer, an additional RTI staff member will attend the focus groups and interviews to take notes on a laptop computer from behind a one-way mirror and to coordinate logistics of checking in participants and obtaining informed consent. CDC staff member(s) may also attend and observe the focus groups and interviews from behind a one-way mirror. All focus groups and interviews will be audiotaped and professionally transcribed. The audiotapes and transcribed documents will be stored in a locked file cabinet at RTI accessible only by select project staff for the duration of the project. At the end of the project, the tapes will be destroyed.
4.
Methods to Maximize Response Rates and Deal with Nonresponse 

The following procedures will be used to maximize cooperation and to achieve the desired participation rates:

· Recruitment through professional focus group facility recruitment firms. 
· Reminder letters/e-mails will be sent with directions to the research site and reminder phone calls placed 1-2 days prior to the scheduled group/interview.

· Provision of honoraria to thank participants for their time and effort in the study.
5.
Test of Procedures or Methods to Be Undertaken

To estimate the burden for administering the screening questionnaire, two different project team members were consulted. The project team members conducted mock screening interviews and provided affirmative responses to most or all questions that branched to further follow-up questions. In this way, the burden estimate most closely resembles a maximum average burden, since almost all screening questions were presented in the interview. In addition, the project team members deliberately read each item at a slow rate of speed. The project team members estimated the maximum average burden to be 10 minutes for the screening instrument. The screening instrument is shown in Attachment 7. 
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