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Abstract
This request for proposal seeks participation from rural health care facilities and practitioners to investigate attitudes and perceptions regarding treatment options for early stage prostate cancer. Methodology will include both qualitative research (focus groups for both men and their wives/significant others) and quantitative research (completion of on-line questionnaires).  The data provided by these subjects will be reported to the lead institution, Emory University in Atlanta, and to the sponsor, the national Centers for Disease Control (CDC)  to develop a deeper understanding of the barriers encountered by rural men, and in particular African American men (AA), and their families regarding prostate cancer and prostate disease.    
Background
Prostate cancer remains the most common cancer diagnosed for U.S. males, and ranks second among tumor site-specific mortality.  The widespread use of screening with prostate specific antigen (PSA) has resulted in increased incidence of prostate cancer due to the early detection of the disease. Treatment options for early stage prostate cancer include surgery, radiation therapy, and “active surveillance” (AS).  For AS, a prescribed protocol is used to monitor patients; however more aggressive therapy options are utilized if signs of progression occur. For men with low-risk disease or a life expectancy of <10 years, AS is considered an appropriate treatment option. 
While overall survival outcomes associated with varied treatment approaches, including AS, are similar, retrospective studies have reported differences in prostate cancer care delivered to specific populations. Controlling for age, tumor grade, socioeconomic status (SES), and co-morbidities, AA men have been reported to receive aggressive therapy significantly less often than Caucasians although prostate tumors in AA are often at higher risk for poor outcomes. Thus, the more frequent selection of AS as a treatment option for AA raises questions of health disparities in treatment selection and of quality of informed decision-making (IDM). Lack of access to specific therapy due to geographic location, insurance, and SES has also been shown to impact treatment selection in prostate cancer and may lead to less appropriate selection of AS for these populations.  Rural populations often face similar barriers to care, and similar health outcomes can thus be expected.  The impact of factors characteristic to male residents of rural communities can reinforce the understanding regarding the diagnosis and subsequent treatment of patients suffering from prostate disorders, including prostate cancer.    

Purpose of Study
The overall goal of this research study is to engage rural men who, due to various demographic characteristics, are at an elevated risk for or face additional barriers to obtain treatment for early stage prostate cancer.  Using a mixed-methods design and a national sample of men, this study will pursue the following specific aims: 
1) Assessment of the perceptions and attitudes of this sample towards informed decision-making (IDM) related to active surveillance and other therapies for early stage prostate cancer; 
2) Evaluation of the information and communication needs as expressed by the sample to promote and support IDM for early stage prostate cancer treatment, with a specific focus on the needs of AA and men who reside in rural communities; 
3) Examination of the patient, spousal, provider, facility and community characteristics that impact IDM for early stage prostate cancer, particularly the choice of AS.
This study will explore attitudes and perceptions of men who have undergone PSA screening, and their significant others, towards treatment options for early stage prostate cancer using qualitative (focus groups) and quantitative methodology. Six studies sites (3 community; 3 VA) will be used to recruit a national sample of which >50% of subjects will be AA and half will represent rural/underserved communities. An innovative aspect of this proposal is its integration of health disparities due to race/ethnicity, geographic setting, and/or SES into the evaluation of prostate cancer treatment IDM.  The findings will elucidate information needs and preferences for men and their families potentially facing a diagnosis of early stage prostate cancer.  Future research and interventions will target providers and patients to enhance IDM and reduce health disparities in prostate cancer, with possible application to other cancers as well.
Methods
This research study will employ a mixed methods approach to generating data pertaining to attitudes and perceptions associated with prostate disease.
Qualitative Methodology- Focus group established in coordination with NRHA will convene in the second year of this larger study.  In total, 60 focus groups will contribute the necessary information needed to craft a national portrait of prostate health related issues. 

Quantitative Methodology- Researchers will encompass validated questionnaires to be completed by focus group participants.  The triangulation of data with both qualitative and quantitative elements is proposed in order to provide a more robust, informed perspective to research questions that are known to involve multiple variables and complex decisions. The projected sample size will allow robust analyses of key research questions that would not be possible with smaller numbers of subjects.
Award Information
The basic award for each study site will be $49,000 for the study period of 10/1/10 to 9/30/11.  These funds will be allocated in order to cover expenses for the following:
1) food for focus group meetings 
2) a $25 incentive for each participant, to cover postage, additional mailings and follow-up 
3) printing and distribution of recruitment materials  

Additionally, each study site will designate research staff to implement the project.  A portion of the $49,000 award will be used as compensation for these staff and to provide travel for staff to Emory University in Atlanta, GA for training in the research methods and project requirements. 

Sites will not need to allocate funds for the purchase or usage of recording equipment.  The lead institution, Emory University, will provide this equipment, the training and the necessary digital forms that will be used in this study during the training session in Atlanta.  

Budget
Please submit a detailed budget and budget narrative indicating how grant funds will be allocated including the above provisions and limitations.  

Eligibility
In order to be eligible as a potential study site, facilities will need to obtain appropriate IRB approval from their institution.  If the facility does not have a standing IRB, approval can be obtained through Emory University’s IRB.  
Secondly, study sites will be responsible for providing personnel to recruit subjects, obtain regulatory approvals, and to serve as the focus group moderators and recorders for the focus group sessions, for both the male and female groups.  In the funding proposal, compensation for personnel can be included as a direct cost, however neither Emory University nor the NRHA will be responsible for providing facilitation duties.  
Each focus group will consist of 8-10 members while 12 potential members will be recruited in order to ensure achievement of the target number of participants. A total of 10 groups (5 male, 5 female) or 100-120 subjects will be enrolled during the one year project period. Focus group recruitment will over-sample for AA participants, with a goal of >50% AA per group. Each participant will receive a $25 gift card from a national discount department store or other entity as compensation for time and travel. This incentive has been used successfully in both Southwest Georgia and VA sites.
Participants must be 1) males between the ages of 45-74, who have been screened for prostate cancer (PSA test) in the past 12-24 months, and the test was reported as within normal limits, and 2) their spouse/significant other. Participants will have been screened prior to focus group inclusion at the health care facility.  At the time of enrollment on the study, participant demographics will be collected including age, marital status, race/ethnicity, residence, date and result of last PSA. Demographics will be collected about their spouse/significant other. Questionnaires will be completed online or via phone if the participant does not have internet or computer access. Quantitative data will examine subject attitudes, prior decision-making experiences, 
Applications
Applications to serve as study sites will be evaluated with the following criteria:
1) membership in the the NRHA;
2) sufficient number of potential subjects (males aged 45-74 with prior PSA screening) to allow adequate recruitment and subject participation;
3) affiliation with an institution that hosts an IRB or ability to implement the study in the community by using the Emory University IRB approval;
4) previous documented experience by the site Principal Investigator and proposed staff with qualitative and/or quantitative research that might be applicable to this study;
5) availability of study personnel (coordinator and focus group facilitators) to travel to Atlanta for a one-day training session at Emory University (dates to be arranged);
6) representation of geographic diversity and diversity of study population.


Application Format
Interested study sites should provide the following in an application:
1) Description of qualifications of Site Principal Investigator and a biosketch of the PI and his/her qualifications and experience
2) Description of the site and its resources, population, and environment that would support this research and provide sufficient subjects needed for the study
3) Subject recruitment plan and description of potential subject pool
4) Description of personnel to serve part-time as study coordinator, focus group moderators (2)(for male and female groups), recorders (2) (for male and female groups), person to obtain regulatory approvals, and individual roles, responsibilities, and prior experiences. Multiple responsibilities may be filled by one person, e.g. study coordinator may also obtain regulatory approvals, but descriobe a minimum of 4 personnel who can fill the roles of 2 moderators and 2 recorders for the anticipated 10 focus groups.
5) Budget and budget justification.
6) statement as to ability to complete the study in the one-year project period (10/1/10 to 9/30/11).
Applications should consist of no more than 10 pages and are due on:  08/01/10
Recipients of the awards for the study sites will be announced by 08/15/10 and will be awarded their funds by October 1, 2010.
Contact
For additional information pertaining to this grant opportunity and for grant submissions, please contact:
Dustin Summers, MEd 
National Rural Health Association
Program Services Coordinator 
1108 K Street, NW
Washington, DC 20003
(202) 639-0550
dsummers@nrharural.org
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