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Part 1. Overview Information 
Participating Organization(s)
Centers for Disease Control
Components of Participating Organizations
National Center for Chronic Disease Prevention and Health Promotion Extramural Research Program Office (NCCDPHP ERPO) 
National Center for Chronic Disease Prevention and Health Promotion (NCCDPHP) 
Funding Opportunity Announcement (FOA) Title
PPHF 2015: Nutrition, Physical Activity & Obesity Based Activities - Health Promotion and Disease
Prevention Research Centers: Special Interest Project Competitive Supplements (SIPS) - financed in part by 2015 Prevention and Public Health Funds 
Activity Code
U48
AMENDMENT 3 (7.13.2015)
NOTIFICATION FOR INCLUSION OF APPROPRIATE INFORMATION REGARDING THE PREVENTION AND PUBLIC HEALTH FUND (PPHF). NO ACTION REQUIRED BY APPLICANTS.
Selections will be made based on applications previously received.
Amendment 2 (1.) Notice of withdrawal of SIP 15-008 “Mycoplasma Genitalium Among Men With Non-gonococcal Urethritis (NGU) Attending STD Clinics in the US”. Note: CDC will not be able to receive any applications to SIP-008, and (2.) CDC answers to Questions submitted regarding the SIP FOA.  The Q&As are located at the end Section VIII Other Information.
 Amendment 1 to increase funds for SIPs15-007, 15-008, & 15-009.
 
Funding Opportunity Announcement Type
New 
Funding Opportunity Announcement Number
RFA-DP-15-008 
Catalog of Federal Domestic Assistance (CFDA) Number(s)
93.135 
93.542
Category of Funding Activity:
Health
FOA Purpose
This RFA will provide supplemental funding to Prevention Research Centers (PRCs) to design, test, and disseminate effective applied public health prevention research strategies to include behavioral interventions, environmental or system-wide solutions, and strategies that address major causes of disease and disability. Research strategies align with public health priorities such as the Healthy People 2020 topic areas: Cancer; Community Health; HIV and Sexual Health; and Nutrition, Obesity, and Physical Activity.
Key Dates
Publication Date:	To receive notification of any changes to RFA-DP-15-008, return to the synopsis page of this announcement at www.grants.gov and click on the "Send Me Change Notification Emails" link. An email address is needed for this service.
Letter of Intent Due Date: N/A Application Due Date:	09/30/2016
On-time submission requires that electronic applications be error-free and made available to CDC for processing from eRA Commons on or before the deadline date. Applications must be submitted to and validated successfully by Grants.gov/eRA Commons no later than 5:00 PM U.S. Eastern Time. Note: HHS/CDC grant submission procedures do not provide a period of time beyond the application due date to correct any error or warning notices of noncompliance with application instructions that are identified by Grants.gov or eRA systems (i.e., error correction window).
Scientific Merit Review:	05/15/2015 Secondary Review:	06/15/2015 Estimated Start Date:	09/30/2015 Expiration Date:	04/09/2015
Due Dates for E.O. 12372: Executive Order 12372 does not apply to this program. 
Required Application Instructions
It is critical that applicants follow the instructions in the SF 424 (R&R) Application Guide except where instructed to do otherwise in this FOA. Conformance to all requirements (both in the Application Guide and the FOA) is required and strictly enforced. Applicants must read and follow all application instructions in the Application Guide as well as any program-specific instructions noted in Section IV. When the program-specific instructions deviate from those in the Application Guide, follow the program-specific instructions. 
Note: The Research Strategy component of the Research Plan is limited to 12 pages.
Applications that do not comply with these instructions may be delayed or not accepted for review. 
Telecommunications for the Hearing Impaired: TTY 1-888-232-6348 
Executive Summary
Purpose. This RFA will provide supplemental funding to Prevention Research Centers (PRCs) to design, test, and disseminate effective applied public health prevention research strategies to include behavioral interventions, environmental or system-wide solutions, and strategies that address major causes of disease and disability.
Mechanism of Support. Cooperative agreement.
Funds Available and Anticipated Number of Awards. The CDC intends to commit a total of approximately $4,300,000 (direct and indirect) for the entire project period.The estimated total funding (direct and indirect) for the first year (12 month budget period) for all SIP proposals is
$ 1,975,000. It is estimated that $910,000 will be PPHF funds: $660,000 NCHHSTP and $250,000 DNPAO. It is anticipated that up to 11 awards will be made. Awards issued under this FOA are contingent upon availability of funds and a sufficient number of meritorious applications. Because the nature and scope of the proposed research will vary from application to application, it is also anticipated that the size and duration of each award may also vary. The total amount awarded and the number of awards will depend upon the number, quality, duration, and cost of the applications received.
Budget and Project Period. The total funding (direct and indirect) for the first year (12 month budget period) is approximately $1,975,000. It is estimated that $910,000 will be PPHF funds. The estimated total funding (direct and indirect) for the entire project period is $4,300,000. The estimated project period will run from 09/30/2015 to 09/29/2019.
Application Research Strategy Length. Page limits for the Research Strategy are clearly specified in Section IV. Application and Submission Information of this announcement. Eligible Institutions/Organizations. Institutions/organizations listed in Section III, 1 are eligible to apply.
Eligible Project Directors/Principal Investigators (PDs/PIs). Individuals with the skills, knowledge, and resources necessary to carry out the proposed research are invited to work with their institution/organization to develop an application for support. NOTE: CDC does not make awards to individuals directly, but to institutions/organizations. Individuals from underrepresented racial and ethnic groups as well as individuals with disabilities are always encouraged to apply.
Number of PDs/PIs. Applications may include more than one PI; however, the first PI listed on the application will be the “contact PI” for all correspondence. Any additional PIs are permitted, but would be referred to as Co-PIs.
Number of Applications.A PRC may apply for multiple SIPs; however, a separate application must be submitted for each SIP. A PRC may submit only one application per SIP.
Application Type. New
Special Date(s). A summary of the questions and answers will be published as an FOA amendment prior to the application receipt date. Questions and answers will be shared via e-mail with the PRC PI’s and any additional e-mail contacts.
Application Materials. See Section IV.1 for application materials. 
Hearing Impaired. Telecommunications for the hearing impaired are available at: TTY: (770) 488-2783. 
This FOA will be posted at  http://www.cdc.gov/chronicdisease/about/foa.htm.
 
Part 2. Full Text
Section I. Funding Opportunity Description 
Statutory Authority 
Awards for this FOA are made under the authorization of Section 1706 of the Public Health Service Act, 42 U.S.C. 300u-5.
Section 4002 of the Patient Protection and Affordable Care Act, Public
Law 111-148. (as amended.)
 
1. Background and Purpose 
The purpose of the Prevention Research Centers (PRC) program’s Special Interest Projects (SIPs) is to support supplemental projects in health promotion and disease prevention research. A major focus of this supplemental funding program is to design, test, and disseminate effective applied public health prevention research strategies.
 1.      Background and Purpose
The PRC Program was established by Congress in 1984 (Public Law 98-551) to conduct research in The PRC Program was established by Congress in 1984 (Public Law 98-551) to conduct research in health promotion, disease prevention, and methods of appraising health hazards and risk factors. Congress mandated that the centers be located at academic health centers capable of providing multidisciplinary faculties with expertise in public health, relationships with professionals in other relevant fields, graduate training and demonstrated curricula in disease prevention, and a capability for residency training in public health or preventive medicine. 1 The PRCs also serve as demonstration sites for the use of new and innovative applied public health research and activities for disease prevention and health promotion. CDC administers the PRC Program and provides leadership, technical assistance, and oversight.2 Funded PRCs are able to compete for SIPs, research projects sponsored by CDC, HHS, and other federal agencies, to conduct research and other activities in priority areas. Funded PRCs are encouraged to apply for SIPs that expand and strengthen their PRC’s mission and increase their applied public health research activities.
The SIP mechanism, created in 1993, allows the PRCs to compete for research projects sponsored by CDC organizational units and other HHS agencies. A SIP is a health promotion and disease prevention research project that focuses on a topic of interest or a gap in knowledge or research. It can also support the development of effective state and local public health strategies. 
Prevention research includes applied public health research that develops and evaluates health promotion and disease prevention and control strategies that are community- and population-based. It can involve testing interventions for efficacy, effectiveness, or translational power; may focus on primary, secondary, or tertiary prevention; or may improve health and prevent disease through approaches that involve changes to individual behavior, policy or environmental structure, health systems, or socio-economic factors. Prevention research may provide initial evidence of the efficacy or effectiveness of a health promotion or prevention strategy, raise current evidence to a higher level, or provide evidence of the effectiveness of a practice-based strategy.
 This FOA is expected to fund research that will focus on developing and evaluating the evidence for strategies that improve population health outcomes in the Healthy People 2020 topic areas of Cancer; HIV and Sexual Health; and Nutrition, Obesity, and Physical Activity. The following are the current SIPS and associated topic areas:
 Cancer Prevention and Care: SIP 15-001, 15-002, 15-003, 15-004, and 15-005;
 Community Health: SIP 15-006;
 HIV and Sexually Transmitted Disease (STD): SIP 15-007, 15-008, and 15-009
 Nutrition, Obesity, and Physical Activity: SIP 15-010 and 15-011
Healthy People 2020 and other National Strategic Priorities 
The US Department of Health and Human Services (HHS), Centers for Disease Control and Prevention (CDC), National Center for Chronic Disease Prevention and Health Promotion (NCCDPHP) seeks competitive supplement cooperative agreement applications for the Health Promotion and Disease Prevention Research Centers Program. This FOA aligns with the following public health priorities: 
1. Healthy People 2020 Objectives related to health promotion and disease prevention3.
2. The National Prevention Strategy4.
3. CDC’s Winnable Battles which cover health topics of HIV; motor vehicle injuries; nutrition, physical activity, and obesity; teen pregnancy; and tobacco5.
4. The NCCDPHP Domains of a) epidemiology and surveillance, b) environmental approaches that promote health and support and reinforce healthful behaviors, c) health system interventions to improve the effective delivery and use of clinical and other preventive services, and d) strategies to improve community-clinical linkages.
            
Public Health Impact 
Accomplishing the objectives of these projects will: 
SIP 15-001 Integrating Self-Management Education with Cancer Survivorship Care Planning
Understanding the feasibility of referring cancer survivors to self-management (SM) programs at the time care plans are delivered and identifying the barriers and facilitators associated with scalability of a SM program to a larger, diverse population of cancer survivors may be used to guide modifications to existing SM programs and inform best practices in survivorship care for cancer survivors.
 SIP 15-002 Economic Impact of Clinical Trials Among Children Diagnosed with Cancer
Understanding the long-term economic impact of health benefits related to clinical trial enrollment among children aged 0-19 years with a cancer diagnosis can be used to help the decision process of whether to enroll children with cancer in clinical trials decrease morbidity and mortality.
 SIP 15-003 Using Cancer Registry Data to Promote Proactive Tobacco Cessation among Adult Cancer Survivors
Using cancer registry data to understand the effectiveness of proactive tobacco cessation interventions in groups of cancer survivors at high risk of tobacco use identified can inform the development of tobacco cessation services in cancer survivorship plans.
 SIP 15-004 Utilizing Targeted Community Interventions to Increase Breast and Cervical Cancer Screening Among Muslim Women
Provide the public health community (including clinicians) with culturally appropriate materials and strategies that are effective in serving Muslim women; provide evidence-based risk-reduction messages and strategies for increasing breast and cervical cancer screening among Muslim women; and increase public health capacity of community health workers to serve as healthcare navigators for Muslim communities.
 SIP 15-005 Economic Costs of Quality Assurance in Lung Cancer Screening Programs
Provide an economic conceptual model that can be applied in multiple practice settings, for the costs of implementing and maintaining quality assurance and medical outcomes audit programs for lung cancer screening with low dose computed tomography (LDCT).
 SIP 15-006 Building Local Community Health Leadership for Action on Preventing Chronic Disease
Increase the knowledge, skills, attitudes, perceptions, and a leadership capacity of participants to mitigate the negative effects of social determinates of health to achieve community-wide outcomes and impact.
 SIP 15-007 HPV Vaccine Impact among Men who have Sex with Men (MSM)
Understanding of the impact of HPV vaccine among young men who have sex with men (MSM), and the prevalence of oral, anal, and serologic HPV infections among MSM aged 18-26 years, can inform policy decisions for HPV vaccination and assist in the development of new policy. Increasing knowledge of HPV-associated diseases and uptake of HPV vaccine among MSM aged 18-26 years knowledge of HPV-associated diseases and uptake of HPV vaccine among MSM aged 18-26 years can reduce the risk of HPV associated cancers in this population.
 SIP 15-008 Mycoplasma genitalium Among Men with Non-gonococcal Urethritis (NGU) Attending STD Clinics in the US
These findings from this project will have important implications for screening and treatment recommendations of M. genitalium infections in the United States.
 SIP 15-009 Serosorting and Other Seroadaptive Behaviors Among Men Who Have Sex With Men (MSM) in the US-designing a Brief Survey Tool for Use in Clinical Practice
This survey tool will enable clinical providers and DIS to quickly and accurately determine seroadaptive behaviors and practices among MSM patients and provide targeted and tailored HIV prevention messaging and risk-reduction strategies.
 SIP 15-010 Planning, Implementing and Evaluating Physical Activity and Public Health Training Courses
Build a well-trained group of researchers and practitioners that can advance the field of physical activity and CDC’s mission by increasing public awareness and knowledge about the importance of physical activity, and increasing physically active behaviors among the general population.
 SIP 15-011 Implementation and Evaluation of a Mall Walking Program
Increase access to mall walking programs in a community or neighborhood without an existing program, and determine the costs, barriers and facilitating factors associated with implementation of mall walking programs.
 References 
1. Health Promotion and Disease Prevention Amendments of 1984, Pub. L. no. 98-551, 98 Stat. 2815,October 30, 1984. Available at: http://history.nih.gov/research/downloads/PL98-551.pdf. Accessed March 1, 2013.
2. National Center for Chronic Disease Prevention and Health Promotion, Prevention ResearchCenters At-a-Glance 2011. Centers for Disease Control and Prevention Website. http://www.cdc.gov/chronicdisease/resources/publications/aag/prc.htm. Accessed March 1, 2013. 
3. Topics and Objectives Index. Healthy People 2020 Website.http://www.healthypeople.gov/2020/topicsobjectives2020/default.aspx. Accessed March 1, 2013.
4. National Prevention Strategy: America's Plan for Better Health and Wellness. Centers for Disease Controland Prevention Website. http://www.cdc.gov/features/preventionstrategy/. Accessed March 1, 2013.
5. Winnable Battles. Centers for Disease Control and Prevention Website. http://www.cdc.gov/winnablebattles/. Accessed March 1, 2013
 
Relevant Work 
2. Approach 
The experimental approach and research objectives for each SIP are detailed in the individual descriptions contained in Section IX. Special Interest Project Descriptions of this announcement.
Objectives/Outcomes 
Target Population 
Collaboration/Partnerships 
Evaluation/Performance Measurement 
Translation Plan 
Section II. Award Information 
Funding Instrument Type:	Cooperative Agreement 
 	A support mechanism used when there will be substantial Federal
scientific or programmatic involvement. Substantial involvement means
that, after award, scientific or program staff will assist, guide,
coordinate, or participate in project activities. Application Types Allowed:
New - An application that is submitted for funding for the first time. Includes multiple submission attempts within the same round. 
 
Estimated Total Funding:	$1,975,000 
Awards issued under this FOA are contingent on the availability of funds and submission of a sufficient number of meritorious applications. The CDC intends to commit a total of approximately $4,300,000 (direct and indirect) for the entire project period (09/30/2015 to 09/29/2019).
In 2015 the CDC intends to commit a total of approximately $1,975,000 (direct and indirect). The SIPs addressing Nutrition, Physical Activity, and Obesity (NPAO) are financed by 2015 Prevention and Public Health Funds. Anticipated number of awards is 11.
SIP 15-001 Integrating Self-Management Education with Cancer Survivorship Care Planning
It is anticipated that approximately $825,000 is available to fund 1 Prevention Research Center(s) for the 3-year project period. The average award for the recipient is expected to be approximately $275,000. Funding may vary and is subject to change. The year one ceiling is $275,000.
SIP 15-002 Economic Impact of Clinical Trials Among Children Diagnosed with Cancer
It is anticipated that approximately $250,000 is available to fund 1 Prevention Research Center for the 2-year project period. The average award for the recipient is expected to be approximately $125,000. Funding may vary and is subject to change. The year one ceiling is $125,000.
SIP 15-003 Using Cancer Registry Data to Promote Proactive Tobacco Cessation among Adult Cancer Survivors
It is anticipated that approximately $600,000 is available to fund 1 Prevention Research Center(s) for the
3-year project period. The average award for the recipient is expected to be approximately $200,000 for FY2015, $250,000 for FY2016, and $150,000 for FY2017. Funding may vary and is subject to change. The year one ceiling is $200,000.
SIP 15-004 Utilizing a Targeted Media Campaign and Community Health Workers to Increase Breast and Cervical Cancer Screening Among Muslim Women
It is anticipated that approximately $500,000 is available to fund 1 Prevention Research Center for the 3-year project period. The average award for the recipient is expected to be approximately $100, 000 for year one, $150,000 for year two, and $250,000 for year three. Funding may vary and is subject to change. The year one ceiling is $100,000.
SIP 15-005 Economic Costs of Quality Assurance in Lung Cancer Screening Programs
It is anticipated that approximately $250,000 is available to fund 1 Prevention Research Center for the 1-year project period. The award for the recipient is expected to be approximately $250,000. Funding may vary and is subject to change. The year one ceiling is $250,000.
SIP 15-006 Building Local Community Health Leadership for Action on Preventing Chronic Disease 
It is anticipated that approximately $300,000 is available to fund 1 Prevention Research Center for the 2-year project period. The award for the recipient is expected to be approximately $150,000. Funding may vary and is subject to change. The year one ceiling is $150,000. 
SIP 15-007 HPV Vaccine Impact among Men who have Sex with Men (MSM)
It is anticipated that approximately $660,000 will be available to fund 1 Prevention Research Center for the 2-year project period. The average award for the recipient is expected to be approximately $280,000. Funding may vary and is subject to change. The year one ceiling is $330,000. 
SIP 15-008 Mycoplasma Genitalium Among Men With Non-gonococcal Urethritis (NGU) Attending STD Clinics in the US
It is anticipated that approximately $375,000 is available to fund 1 Prevention Research Center for the 2 year project period. The average award for the recipient is expected to be approximately $225,000 for the first year and $150,000 for the second year. Funding may vary and is subject to change. The year one ceiling is $250,000.
SIP 15-009 Serosorting and Other Seroadaptive Behaviors Among Men Who Have Sex With Men (MSM) in the US-designing a Brief Survey Tool for Use in Clinical Practice
It is anticipated that approximately $225,000 is available to fund 1 Prevention Research Center(s) for the 1-year project period. The average award for the recipient is expected to be approximately $225,000. Funding may vary and is subject to change. The year one ceiling is $225,000.
SIP 15-010 Planning, Implementing and Evaluating Physical Activity and Public Health Training Courses
It is anticipated that approximately $400,000 is available to fund 1 Prevention Research Center for the 4-year project period. Year 1 and Year 3 funding will be approximately $150,000 to support planning and delivery of the courses, Year 2 and Year 4 funding will be approximately $50,000 to support evaluation and course assessment, and close out of course delivery. Funding may vary and is subject to change. The Year one ceiling is $150,000.
SIP 15-011 Implementation and Evaluation of a Mall Walking Program
It is anticipated that approximately $200,000 is available to fund 1 Prevention Research Center for the 2-year project period. The average award for the recipient is expected to be approximately $100,000 - $150,000. Funding may vary and is subject to change.The year one ceiling is $150,000. Note: Any purchase of equipment will need to be returned to CDC at the conclusion of the study.
Funding may vary and is subject to change.
Awards issued under this FOA are contingent upon the availability of funds and submission of a sufficient number of meritorious applications. The total number of awards will depend upon the quality, duration, and costs of the applications received. Because the nature and scope of the proposed research will vary from application to application, it is anticipated that the size and duration of each award may vary.
Funding varies by SIP and a range of $100,000 to $275,000 (total costs); amount that you will not exceed. This ceiling is for the first 12-month project period. Ceilings for individual SIPs are noted above.
 
Anticipated Number of Awards:	11 
Awards issued under this FOA are contingent on the availability of funds and submission of a sufficient number of meritorious applications. 
Award Ceiling:	$275,000 Per Budget Period 
Award Floor:	$100,000 Per Budget Period 
Total Project Period Length:	4 year(s) 
Throughout the project period, CDC's commitment to continuation of awards will depend on the availability of funds, evidence of satisfactory progress by the recipient (as documented in required reports), and CDC’s determination that continued funding is in the best interest of the Federal government.
HHS/CDC grants policies as described in the HHS Grants Policy Statement
(http://www.hhs.gov/sites/default/files/grants/grants/policies-regulations/hhsgps107.pdf) will apply to the applications submitted and awards made in response to this FOA.
Section III. Eligibility Information 
1. Eligible Applicants 
Eligibility Category: 	Others (see text field entitled "Additional Information on Eligibility" for clarification) 
 
Additional Eligibility Category:
 
2. Foreign Organizations 
Foreign Organizations are not eligible to apply. 
 
Foreign components of U.S. Organizations are not eligible to apply. 
 
For this announcement, applicants may include collaborators or consultants from foreign institutions. All applicable federal laws and policies apply. 
3. Special Eligibility Requirements 
Only applicants funded as PRCs under CDC Program Announcement DP14-001 are eligible to compete for Special Interest Projects (SIPS) supplemental funding. Competition is limited to Prevention Research Centers funded under CDC Program Announcement DP14-001 because they are uniquely positioned to perform, oversee, and coordinate applied public health research that promotes the field of health promotion and chronic disease prevention research due to their established relationships with community partners.
 
4. Justification for Less than Maximum Competition 
Competition is limited to Prevention Research Centers funded under CDC Program Announcement DP14-001 because they are uniquely positioned to perform, oversee, and coordinate applied public health research that promotes the field of health promotion and chronic disease prevention research due to their established relationships with community.
5. Responsiveness 
An application will be responsive if it meets the following requirements:
Complies with items 1, 2, 3, and 10 of this section (see Section III. Eligibility Information). The budget for the application Budget Year does not exceed the ceiling amount for the specific SIP (see Section II. Award Information).
Unresponsive applications will not be entered into the review process. You will be notified that your application did not meet the submission requirements.
6. Required Registrations 
Applicant organizations must complete the following registrations as described in the SF 424 (R&R)
Application Guide to be eligible to apply for or receive an award. Applicants must have a valid Dun and Bradstreet Universal Numbering System (DUNS) number in order to begin each of the following registrations.
(Foreign entities only): Special Instructions for acquiring a Commercial and Governmental Entity
(NCAGE) Code: https://eportal.nspa.nato. int/AC135Public/Docs/US%20Instructions%2
0for%20NSPA%20NCAGE.pdf
System for Award Management (SAM) – must maintain current registration in SAM (the replacement system for the Central Contractor Registration) to be renewed annually, https://www.sam.gov/portal/SAM/#1. Grants.gov
eRA Commons
All applicant organizations must register with Grants.gov. Please visit www.Grants.gov at least 30 days prior to submitting your application to familiarize yourself with the registration and submission processes. The “one-time” registration process will take three to five days to complete. However, it is best to start the registration process at least two weeks prior to application submission.
All Program Directors/Principal Investigators (PD/PIs) must also work with their institutional officials to register with the eRA Commons or ensure their existing eRA Commons account is affiliated with the eRA Commons account of the applicant organization. All registrations must be successfully completed and active before the application due date. Applicant organizations are strongly encouraged to start the registration process at least four (4) weeks prior to the application due date.
7. Universal Identifier Requirements and System for Award Management (SAM) 
All applicant organizations must obtain a DUN and Bradstreet (D&B) Data Universal Numbering System (DUNS) number as the Universal Identifier when applying for Federal grants or cooperative agreements. The DUNS number is a nine-digit number assigned by Dun and Bradstreet Information Services. An AOR should be consulted to determine the appropriate number. If the organization does not have a DUNS number, an AOR should complete the US D&B D-U-N-S Number Request Web Form or contact Dun and Bradstreet by telephone directly at 1-866-705-5711 (toll-free) to obtain one. A DUNS number will be provided immediately by telephone at no charge. Note this is an organizational number. Individual Program Directors/Principal Investigators do not need to register for a DUNS number.
Additionally, all applicant organizations must register in the System for Award Management (SAM). Organizations must maintain the registration with current information at all times during which it has an application under consideration for funding by CDC and, if an award is made, until a final financial report is submitted or the final payment is received, whichever is later. SAM is the primary registrant database for the Federal government and is the repository into which an entity must provide information required for the conduct of business as a recipient. Additional information about registration procedures may be found at the SAM internet site at https://www.sam.gov/index.html.
If an award is granted, the grantee organization must notify potential sub-recipients that no organization may receive a subaward under the grant unless the organization has provided its DUNS number to the grantee organization.
8. Eligible Individuals (Project Director/Principal Investigator) in Organizations/Institutions Any individual(s) with the skills, knowledge, and resources necessary to carry out the proposed research as
the Project Director/Principal Investigator (PD/PI) is invited to work with his/her organization to develop an application for support. Individuals from underrepresented racial and ethnic groups as well as individuals with disabilities are always encouraged to apply for HHS/CDC support.
9. Cost Sharing 
This FOA does not require cost sharing as defined in the HHS Grants Policy Statement (http:// www.hhs.gov/ asfr/ ogapa/ aboutog/ hhsgps107.pdf). 
10. Number of Applications As defined in the HHS Grants Policy
Statement,(http://www.hhs.gov/sites/default/files/grants/grants/policies-regulations/hhsgps107.pdf), applications received in response to the same funding opportunity announcement generally are scored individually and then ranked with other applications under peer review in their order of relative programmatic, technical, or scientific merit. HHS/CDC will not accept any application in response to this FOA that is essentially the same as one currently pending initial peer review unless the applicant withdraws the pending application.
Only applicants affiliated with institutions funded as PRCs under CDCProgram Announcement
DP14-001 are eligible to compete for Special Interest Projects (SIPs) supplemental funding. A Prevention Research Center may apply for multiple SIPs; however, a separate application must be submitted for each SIP. A PRC may submit only one application per SIP.
Although the financial plans of the CDC provide support for this program, awards pursuant to this funding opportunity are contingent upon the availability of funds and the receipt of a sufficient number of meritorious applications. Continuation of awards will be conditioned on the availability of funds, evidence of satisfactory progress by the recipient (as documented in required reports), and the determination that continued funding is in the best interest of the Federal Government.
Section IV. Application and Submission Information 
1. Address to Request Application Package 
Applicants must download the SF424 (R&R) application package associated with this funding opportunity from www.Grants.gov. 
If access to the Internet is not available or if the applicant encounters difficulty accessing the forms on-line, contact the HHS/CDC Office of Grants Services (OGS) Technical Information Management Section (TIMS) staff at (770) 488-2700 or ogstims@cdc.gov for further instructions. Hours: Monday - Friday, 7am – 4:30pm U.S. Eastern Time. CDC Telecommunications for the hearing impaired or disabled is available at:  TTY 1-888-232-6348.
2. Content and Form of Application Submission 
It is critical that applicants follow the instructions in the SF424 (R&R) Application Guide
(http://grants.nih.gov/grants/funding/ 424/SF424_RR_Guide_General_VerC.pdf),  except where instructed in this Funding Opportunity Announcement to do otherwise. Conformance to the requirements in the Application Guide is required and strictly enforced. Applications that are out of compliance with these instructions may be delayed or not accepted for review.
The forms package associated with this FOA includes all applicable components, mandatory and optional.
The forms package associated with this FOA includes all applicable components, mandatory and optional.  Please note that some components marked optional in the application package are required for submission of applications for this FOA. Follow the instructions in the SF 424 (R&R) Application Guide to ensure you complete all appropriate “optional” components.
In conjunction with the SF424 (R&R) components, CDC grants applicants should also complete and submit additional components titled “PHS398.” Note the PHS398 should include assurances and certifications, additional data required by the agency for a complete application. While these are not identical to the PHS398 application form pages, the PHS398 reference is used to distinguish these additional data requirements from the data collected in the SF424 (R&R) components. A complete application to CDC will include SF424 (R&R) and PHS398 components. These forms can be downloaded from http://grants.nih.gov/grants/forms.htm
Do not include “hyperlinks” in any part of your submission, as they do not show when the application is uploaded into Grants.gov.
Separate Application Submissions Required
Applicants must submit a separate application package for each selected Special Interest Project (SIP) through www.Grants.Gov, including pertinent, required PDF attachments.
SF424 Research and Related (R&R) Face Page Form
Instructions for completing the SF424 Research and Related (R&R) Face Page form are provided in the SF424 (R&R) Application Guide. In addition, applicants must complete four fields on the Face Page as follows:
Field # 4.a. (Federal Identifier): Enter the 8-character, alpha-numeric portion only of your organization’s grant number (located on the Notice of Grant Award). Example: DP001234 (Do not enter spaces or other characters in this field).
Field # 4.b. (Agency Routing Identifier): Enter the SIP Project Number (for example, SIP 11-040) and a descriptive title for the SIP. Field 4.b. will accommodate a maximum of 75 characters.
Field # 8 (Type of Application): Select “New” only for each submission.
Field # 11 (Descriptive Title of Applicant’s Project): Applicants must enter the exact project title as used in their original PRC application (including spacing and punctuation). The original PRC title can be found on the Notice of Award.
These responses are necessary for SIP applications to be submitted and processed electronically. If your application is incomplete or non-responsive to these four requirements, it will not be processed timely.
3. Letter of Intent 
Due Date for Letter of Intent: 03/06/2015
Although a letter of intent is not required, is not binding, and does not enter into the review of a subsequent application, the information that it contains allows CIO staff to estimate the potential review workload and plan the review. 
 By the date listed in Part 1. Overview Information, prospective applicants are asked to submit a letter of intent that includes the following information:
Name of the Applicant
Descriptive title of proposed research Name, address, and telephone number of the PD(s)/PI(s)
Names of other key personnel Participating institutions SIP number and title of SIP proposal
 The letter of intent should be sent to: 
 
Michael A. Brown, M.P.H. Scientific Program Official
Extramural Research Program Operations and Services
Centers for Disease Control and Prevention
4770 Buford Hwy, NE
Mailstop F-80
Atlanta, GA 30342
Telephone: (770) 488-5118
E-mail: mab5@cdc.gov
4. Required and Optional Components 
A complete application has many components, both required and optional. The forms package associated with this FOA in Grants.gov includes all applicable components for this FOA, required and optional. 
5. PHS 398 Research Plan Component 
The SF424 (R&R) Application Guide includes instructions for applicants to complete a PHS 398 Research
Plan that consists of 16 components.  Not all 16 components of the Research Plan apply to all Funding
Opportunity Announcements (FOAs).  Specifically, some of the following 16 components are for
Resubmissions or Revisions only.  See Part I, Section 5.5 of the SF 424 (R&R) Application
Guide (http://grants.nih.gov/grants/funding/424/SF424_RR_Guide_General_VerC.pdf) for additional information.  Please attach applicable sections of the following Research Plan components as directed in Part
2, Section 1 (Funding Opportunity Announcement Description). 
Follow the page limits stated in the SF 424 unless otherwise specified in the FOA.  As applicable to and specified in the FOA, the application should include the bolded headers in this section and should address activities to be conducted over the course of the entire project, including but not limited to:
1. Introduction to Application (for Resubmission and Revision ONLY) - provide a clear description about the purpose of the proposed research and how it addresses the specific requirements of the FOA. 2. Specific Aims – state the problem the proposed research addresses and how it will result in public health impact and improvements in population health.
3. Research Strategy – the research strategy should be organized under 3 headings: Significance, Innovation and Approach. Describe the proposed research plan, including staffing and timeline.
4. Inclusion Enrollment Report (Renewal and Revision applications ONLY)
5. Progress Report Publication List (for Continuation ONLY)
 
Human Subjects Section
6. Protection of Human Subjects7. Inclusion of Women and Minorities 8. Targeted/Planned Enrollment Table (for New Application ONLY) 9. Inclusion of Children
Other Research Plan Sections
10. Vertebrate Animals 11. Select Agent Research
12. Multiple PD/PI Leadership Plan.
13. Consortium/Contractual Arrangements 14. Letters of Support 15. Resource Sharing Plan(s) 16. Appendix
 
Component 4 (Inclusion Enrollment Report) applies only to Renewal and Revision applications for clinical research. Clinical research is that which is conducted with human subjects (or on material of human origin such as tissues, specimens and cognitive phenomena) for which an investigator (or colleague) directly interacts with human subjects. Excluded from this definition are in vitro studies that utilize human tissues that cannot be linked to a living individual. Patient-oriented research includes: (a) mechanisms of human disease, (b) therapeutic interventions, (c) clinical trials, and (d) development of new technologies). Follow the page limits in the SF 424 unless otherwise specified in the FOA.
All instructions in the SF424 (R&R) Application Guide
(http://grants.nih.gov/grants/funding/424/SF424_RR_Guide_General_VerC.pdf) must be followed along with any additional instructions provided in the FOA.
The Research Plan narrative is comprised of components 2 and 3 above. Note that the Research Strategy is divided into three parts: 1) Significance, 2) Innovation, and 3) Approach.
A research plan for each SIP is located in Section IX Special Interest Project Descriptions.
6. Appendix 
Do not use the appendix to circumvent page limits. A maximum of 10 PDF documents are allowed in the appendix. Additionally, up to 3 publications may be included that are not publically available. Follow all instructions for the Appendix as described in the SF424 (R&R) Application Guide.
7. Page Limitations 
All page limitations described in this individual FOA must be followed. For this specific FOA, the Research
Strategy component of the Research Plan narrative is limited to 12 pages. Supporting materials for the Research Plan narrative included as appendices may not exceed 10 PDF files with a maximum of 35 pages for all appendices. 
8. Format for Attachments 
Designed to maximize system-conducted validations, multiple separate attachments are required for a complete application. When the application is received by the agency, all submitted forms and all separate attachments are combined into a single document that is used by peer reviewers and agency staff. Applicants should ensure that all attachments are uploaded to the system.
CDC requires all text attachments to the Adobe application forms be submitted as PDFs and that all text attachments conform to the agency-specific formatting requirements noted in the SF424 (R&R) Application Guide (Part I, Section 2) (http://grants.nih.gov/ grants/funding/424/ SF424_RR_Guide_General_VerC.pdf).
9. Submission Dates & Times 
Part I. Overview Information contains information about Key Dates. Applicants are encouraged to submit in advance of the deadline to ensure they have time to make any application corrections that might be necessary for successful submission.
Organizations must submit applications via Grants.gov (http://www.grants.gov), the online portal to find and apply for grants across all Federal agencies. The eRA Commons systems retrieve the application from Grants.gov and check the application against CDC business rules. If no errors are found, the application will be assembled in the eRA Commons for viewing by the applicant before moving on for further CDC processing.
If errors are found, the applicant will be notified in the eRA Commons. They must make required changes to the local copy of their application and submit again through Grants.gov. 
Applicants are responsible for viewing their application in the eRA Commons to ensure accurate and successful submission. 
Once you can see your application in the Commons, be sure to review it carefully as this is what the reviewer will see. Applicants must then complete the submission process by tracking the status of the application in the eRA Commons (http:// grants.nih. gov/grants /guide/url_redirect .htm? id=11123). Information on the submission process is provided in the SF424 (R&R) Application Guide.
Note: HHS/CDC grant submission procedures do not provide a period of time beyond the grant application due date to correct any error or warning notices of noncompliance with application instructions that are identified by Grants.gov or eRA systems (i.e. error correction window).
The application package is not complete until it has passed the Grants.gov/eRA Commons validation process. This process and email notifications of receipt, validation or rejection may take two (2) business days.
Applicants are strongly encouraged to allocate additional time prior to the submission deadline to submit their applications and to correct errors identified in the validation process. Applicants are encouraged also to check the status of their application submission to determine if the application packages are complete and error-free. Applicants who encounter system errors when submitting their applications must attempt to resolve them by contacting the Grants.gov Contact Center ( 1-800-518-4726; support@grants.gov). If the system errors cannot be resolved, applicants must contact TIMS at 770-488-2700; ogstims@cdc.gov for guidance at least 3 calendar days before the deadline date.
After submission of your application package, applicants will receive a “submission receipt” email generated by Grants.gov. Grants.gov will then generate a second e-mail message to applicants which will either validate or reject their submitted application package. This validation process may take as long as two (2) business days.  A third and final e-mail message is generated once the applicant’s application package has passed validation and the grantor has confirmed receipt of the application. 
 
Unsuccessful Submissions:  If an application submission was unsuccessful, the applicant must:
1. Track his/her submission and verify the submission status (tracking should be done initially regardless ofrejection or success).
a. If the status states “rejected,” do #2a or #2b.
2. Check his/her emails from both Grants.gov and eRA Commons for rejection notices.
a. If the deadline has passed, he/she should email the Grant Management Specialist listed in the FOA(pgotim@cdc.gov) explaining why the submission failed. b. If there is time before the deadline, he/she should correct the problem(s) and resubmit as soon as possible.
[bookmark: _GoBack]Due Date for Applications: 09/30/2016 
Electronically submitted applications must be submitted no later than 5:00 p.m., ET, on the listed application due date. 
10. Intergovernmental Review (E.O. 12372) 
This initiative is not subject to intergovernmental review (http:// www. whitehouse.gov/ omb/ grants_spoc). 
11. Funding Restrictions 
Applicants are advised that any activities involving standard information collection (i.e., surveys, questionnaires, data requests, etc.) from 10 or more non-federal individuals/entities are subject to Paperwork Reduction Act (PRA) requirements and may require the CDC to coordinate an OMB/PRA approval request.
General FY 15 Appropriations Act Provisions
HHS recipients must comply with all terms and conditions outlined in their grant award, including grant policy terms and conditions contained in applicable Department of Health and Human Services (HHS) Grant Policy Statements, requirements imposed by program statutes and regulations, and HHS grant administration regulations, as applicable; as well as any requirements or limitations in any applicable appropriations acts.
 
Consolidated Appropriations Act: General Provisions
Departments of Labor, Health and Human Services, and Education, and Related Agencies Appropriations Act
 
Cap on Researchers Salaries
Section 203: None of the funds appropriated in this title shall be used to pay the salary of an individual, through a grant or other extramural mechanism, at a rate in excess of Executive Level II.
 
Gun Control Prohibition
Section 217: None of the funds made available in this title may be used, in whole or in part, to advocate or promote gun control.
 
Prevention and Public Health Fund Reporting Requirements SEC. 218:
(a) The Secretary shall establish a publicly accessible Web site to provide information regarding the uses offunds made available under section 4002 of the Patient Protection and Affordable Care Act of 2010 (‘‘ACA’’).
(b) With respect to funds provided under section 4002 of the ACA, the Secretary shall include on theWebsite established under subsection (a) at a minimum the following information:
(1) In the case of each transfer of funds under section 4002(c), a statement indicating the program or activityreceiving funds, the operating division or office that will administer the funds, and the planned uses of the funds, to be posted not later than the day after the transfer is made.
(2) Identification (along with a link to the full text) of each funding opportunity announcement, request forproposals, or other announcement or solicitation of proposals for grants, cooperative agreements, or contracts intended to be awarded using such funds, to be posted not later than the day after the announcement or solicitation is issued.
(3) Identification of each grant, cooperative agreement, or contract with a value of $25,000 or more awardedusing such funds, including the purpose of the award and the identity of the recipient, to be posted not later than 5 days after the award is made.
(4) A report detailing the uses of all funds transferred under section 4002(c) during the fiscal year, to beposted not later than 90 days after the end of the fiscal year.
(c) With respect to awards made in fiscal years 2013 through 2015, the Secretary shall also include on theWebsite established under subsection (a), semi-annual reports from each entity awarded a grant, cooperative agreement, or contract from such funds with a value of $25,000 or more, summarizing the activities undertaken and identifying any sub-grants or sub-contracts awarded (including the purpose of the award and the identity of the recipient), to be posted not later than 30 days after the end of each 6-month period.
(d) In carrying out this section, the Secretary shall:
(1) Present the information required in subsection (b)(1) on a single webpage or on a single database;
(2) Ensure that all information required in this section is directly accessible from the single webpage ordatabase; and
(3) Ensure that all information required in this section is able to be organized by program or State.
 
Lobbying
SEC. 503.
(a) No part of any appropriation contained in this Act or transferred pursuant to section 4002 of Public Law111–148 shall be used, other than for normal and recognized executive-legislative relationships, for publicity or propaganda purposes, for the preparation, distribution, or use of any kit, pamphlet, booklet, publication, electronic communication, radio, television, or video presentation designed to support or defeat the enactment of legislation before the Congress or any State or local legislature or legislative body, except in presentation to the Congress or any State or local legislature itself, or designed to support or defeat any proposed or pending regulation, administrative action, or order issued by the executive branch of any State or local government, except in presentation to the executive branch of any State or local government itself.
(b) No part of any appropriation contained in this Act or transferred pursuant to section 4002 of Public Law111–148 shall be used to pay the salary or expenses of any grant or contract recipient, or agent acting for such recipient, related to any activity designed to influence the enactment of legislation, appropriations, regulation, administrative action, or Executive order proposed or pending before the Congress or any State government, State legislature or local legislature or legislative body, other than for normal and recognized executive-legislative relationships or participation by an agency or officer of a State, local or tribal government in policymaking and administrative processes within the executive branch of that government.
(c) The prohibitions in subsections (a) and (b) shall include any activity to advocate or promote anyproposed, pending or future Federal, State or local tax increase, or any proposed, pending, or future requirement or restriction on any legal consumer product, including its sale or marketing, including but not limited to the advocacy or promotion of gun control.
 
Needle Exchange
SEC. 521. Notwithstanding any other provision of this Act, no funds appropriated in this Act shall be used to carry out any program of distributing sterile needles or syringes for the hypodermic injection of any illegal drug.
Consolidated Appropriations Act: General Provisions Government Wide
 
Funding Prohibition – Delinquent Tax Debts – Restricts Dealings with corporations with unpaid federal tax liability
SEC. 744. None of the funds made available by this or any other Act may be used to enter into a contract, memorandum of understanding, or cooperative agreement with, make a grant to, or provide a loan or loan guarantee to, any corporation that has any unpaid Federal tax liability that has been assessed, for which all judicial and administrative remedies have been exhausted or have lapsed, and that is not being paid in a timely manner pursuant to an agreement with the authority responsible for collecting the tax liability, where the awarding agency is aware of the unpaid tax liability, unless a Federal agency has considered suspension or debarment of the corporation and has made a determination that this further action is not necessary to protect the interests of the Government.
The SIPs addressing nutrition, physical activity, and obesity are financed by 2015 Prevention and Public Health Funds.
Funding Prohibition – Restrictions Dealings with corporations with recent felonies
SEC. 745. None of the funds made available by this or any other Act may be used to enter into a contract, memorandum of understanding, or cooperative agreement with, make a grant to, or provide a loan or loan guarantee to, any corporation that was convicted of a felony criminal violation under any Federal law within the preceding 24 months, where the awarding agency is aware of the conviction, unless a Federal agency has considered suspension or debarment of the corporation and has made a determination that this further action is not necessary to protect the interests of the Government.
12. Other Submission Requirements and Information 
 
Applicants must complete all required registrations before the application due date. Section III. Eligibility Information contains information about registration.
For assistance with your electronic application or for more information on the electronic submission process, visit Applying Electronically (http​://grant​s​.nih​.gov​/grant​s​/guide​/url_r​edire​ct​.htm​?id​=11144​ ). 
Important reminders: 
All PD/PIs must include their eRA Commons ID in the Credential fieldof the Senior/Key Person Profile Component of the SF 424(R&R) Application Package. Failure to register in the Commons and to include a valid PD/PI Commons ID in the credential field will prevent the successful submission of an electronic application to CDC. 
The applicant organization must ensure that the DUNS number it provides on the application is the same number used in the organization’s profile in the eRA Commons and for the Central Contractor Registration (CCR). Additional information may be found in the SF424 (R&R) Application Guide. 
Applicants are reminded to enter the approved Federal Wide Assurance (FWA) that the applicant has on file with the Office for Human Research Protections, if available. If the applicant has a FWA
number, enter the 8-digit number. Do not enter the FWA before the number. If a Project/Performance Site is engaged in research involving human subjects, the applicant organization is responsible for ensuring that the Project/Performance Site operates under and appropriate Federal Wide Assurance for the protection of human subjects and complies with 45 CFR Part 46 and other CDC human subject related policies described in Part II of this Application Guide and in the HHS Grants Policy Statement.
See more resources to avoid common errors and submitting, tracking, and viewing applications: http​
://grant​s​.nih​.gov​/grant​s​/Elect​ronic​Recei​pt​/avoid​ing_e​rrors​.htm​ or http​://grant​s​.nih​.gov​/grant​s​/Elect​ronic​ Recei​pt​/submi​t_app​.htm​
Upon receipt, applications will be evaluated for completeness by the CDC Procurement and Grants Office (PGO) and responsiveness by PGO and the Center, Institute, or Office of the CDC. Applications that are incompleteand/or nonresponsive will not be reviewed.
Application Submission 
Applications must be submitted electronically following the instructions described in the SF 424 (R&R)
Application Guide. PAPER APPLICATIONS WILL NOT BE ACCEPTED. 
Applicants must complete all required registrations before the application due date. Section III.6 "Required Registrations" contains information about registration.
For assistance with your electronic application or for more information on the electronic submission process, visit Applying Electronically (http://grants.nih.gov/grants/guide /url_ redirect.htm? id=11144). 
Important reminders: All PD/PIs must include their eRA Commons ID in the Credential field of the
Senior/Key Person Profile Component of the SF 424(R&R) Application Package. Failure to register in
the Commons and to include a valid PD/PI Commons ID in the credential field will prevent the successful submission of an electronic application to CDC.
The applicant organization must ensure that the DUNS number it provides on the application is the same number used in the organization’s profile in the eRA Commons and for the System for Award Management (SAM). Additional information may be found in the SF424 (R&R) Application Guide.
If the applicant has an FWA number, enter the 8-digit number. Do not enter the letters “FWA” before the number.  If a Project/Performance Site is engaged in research involving human subjects, the applicant organization is responsible for ensuring that the Project/Performance Site operates under and appropriate Federal Wide Assurance for the protection of human subjects and complies with 45 CFR Part 46 and other CDC human subject related policies described in Part II of the SF 424 (R&R) Application Guide and in the HHS Grants Policy Statement.
See more resources to avoid common errors and submitting, tracking, and viewing applications: http:// grants.nih. gov/grants/ Electronic Receipt /avoiding _errors.htm or http:// grants. nih.gov/grants/
Electronic Receipt/submit _app.htm
Upon receipt, applications will be evaluated for completeness by the CDC Office of Grants Services (OGS) and responsiveness by OGS and the Center, Institute or Office of the CDC. Applications that are incomplete and/or nonresponsive will not be reviewed.
Section V. Application Review Information 
1. Criteria 
Only the review criteria described below will be considered in the review process. As part of the CDC mission (http:// www.cdc.gov/ about/ organization/ mission.htm), all applications submitted to the CDC in support of public health research are evaluated for scientific and technical merit through the CDC peer review system.
Overall Impact 
Reviewers will provide an overall impact/priority score to reflect their assessment of the likelihood for the project to exert a sustained, powerful influence on the research field(s) involved, in consideration of the following review criteria and additional review criteria (as applicable for the project proposed). 
Scored Review Criteria 
Reviewers will consider each of the review criteria below in the determination of scientific merit, and give a separate score for each. An application does not need to be strong in all categories to be judged likely to have major scientific impact. For example, a project that by its nature is not innovative may be essential to advance a field.
Significance 
Does the project address an important problem or a critical barrier to progress in the field? If the aims of the project are achieved, how will scientific knowledge, technical capability, and/or clinical practice be improved? How will successful completion of the aims change the concepts, methods, technologies, treatments, services, or preventative interventions that drive this field?
Investigator(s) 
Are the PD/PIs, collaborators, and other researchers well suited to the project? Have they demonstrated an ongoing record of accomplishments that have advanced their field(s)? If the project is collaborative or multi-PD/PI, do the investigators have complementary and integrated expertise; are their leadership approach, governance and organizational structure appropriate for the project?
Innovation 
Does the application challenge and seek to shift current research or clinical practice paradigms by utilizing novel theoretical concepts, approaches or methodologies, instrumentation, or interventions? Are the concepts, approaches or methodologies, instrumentation, or interventions novel to one field of research or novel in a broad sense? Is a refinement, improvement, or new application of theoretical concepts, approaches or methodologies, instrumentation, or interventions proposed? 
Approach 
Are the overall strategy, methodology, and analyses well-reasoned and appropriate to accomplish the specific aims of the project? Are potential problems, alternative strategies, and benchmarks for success presented? If the project is in the early stages of development, will the strategy establish feasibility and will particularly risky aspects be managed?
If the project involves clinical research, are there plans for 1) protection of human subjects from research risks, and 2) inclusion of minorities and members of both sexes/genders, as well as the inclusion of children, justified in terms of the scientific goals and research strategy proposed?   
Environment 
Will the scientific environment in which the work will be done contribute to the probability of success? Are the institutional support, equipment and other physical resources available to the investigators adequate for the project proposed? Will the project benefit from unique features of the scientific environment, subject populations, or collaborative arrangements? 
Additioinal Review Criteria for each SIP are located in Section IX. Special Interest Project Descriptions
2. Additional Review Criteria 
As applicable for the project proposed, reviewers will evaluate the following additional items while determining scientific and technical merit, and in providing an overall impact/priority score, but will not give separate scores for these items.
Protections for Human Subjects If the research involves human subjects but does not involve one of the six categories of research that are exempt under 45 CFR Part 46 , the committee will evaluate the justification for involvement of human subjects and the proposed protections from research risk relating to their participation according to the following five review criteria: 1) risk to subjects, 2) adequacy of protection against risks, 3) potential benefits to the subjects and others, 4) importance of the knowledge to be gained, and 5) data and safety monitoring for clinical trials.
For research that involves human subjects and meets the criteria for one or more of the six categories of research that are exempt under 45 CFR Part 46, the committee will evaluate: 1) the justification for the exemption, 2) human subjects involvement and characteristics, and 3) sources of materials. For additional information on review of the Human Subjects section, please refer to the HHS/CDC Requirements under
AR-1 Human Subjects Requirements
(http://www.cdc.gov/grants/additionalrequirements/index.html).
If your proposed research involves the use of human data and/or biological specimens, you must provide a justification for your claim that no human subjects are involved in the Protection of Human Subjects section of the Research Plan.
 
Inclusion of Women, Minorities, and Children  When the proposed project involves clinical research, the committee will evaluate the proposed plans for inclusion of minorities and members of both genders, as well as the inclusion of children. For additional information on review of the Inclusion section, please refer to the policy on the Inclusion of Women and Racial and Ethnic Minorities in Research (http:// www.cdc.gov /maso
Policy /Policy_women.pdf and http:// www.gpo.gov /fdsys /pkg /FR-1995-09-15 /pdf/95-22950.pdf #page=1) and the policy on the Inclusion of Persons Under 21 in Research (http:// www.cdc.gov /maso /Policy /policy496.pdf).
 
Vertebrate Animals The committee will evaluate the involvement of live vertebrate animals as part of the scientific assessment according to the following five points: 1) proposed use of the animals, and species, strains, ages, sex, and numbers to be used; 2) justifications for the use of animals and for the appropriateness of the species and numbers proposed; 3) adequacy of veterinary care; 4) procedures for limiting discomfort, distress, pain and injury to that which is unavoidable in the conduct of scientifically sound research including the use of analgesic, anesthetic, and tranquilizing drugs and/or comfortable restraining devices; and 5) methods of euthanasia and reason for selection if not consistent with the AVMA Guidelines on Euthanasia. For additional information on review of the Vertebrate Animals section, please refer to the Worksheet for Review of the Vertebrate Animal Section
(http://grants.nih.gov/grants/guide/url_redirect.htm?id=11150). 
 
Biohazards Reviewers will assess whether materials or procedures proposed are potentially hazardous to research personnel and/or the environment, and if needed, determine whether adequate protection is proposed.
 
Dual Use Research of Concern Reviewers will identify whether the project involves one of the agents or toxins described in the US Government Policy for the Institutional Oversight of Life Sciences Dual Use Research of Concern, and, if so, whether the applicant has identified an IRE to assess the project for DURC potential and develop mitigation strategies if needed. 
For more information about this Policy and other policies regarding dual use research of concern, visit the U.S. Government Science, Safety, Security (S3) website at: http://www.phe.gov/s3/dualuse. Tools and guidance for assessing DURC potential may be found at: http://www.phe.gov/s3/dualuse/Pages/companion-guide.aspx.
 
3. Additional Review Considerations 
As applicable for the project proposed, reviewers will consider each of the following items, but will not give scores for these items, and should not consider them in providing an overall impact/priority score. Sub-awards and Community Involvement
Reviewers will consider an applicant’s proposed plan to competitively award subcontracts through an open process that is available to all qualified entities, including nonprofit organizations, small businesses, and for-profit organizations as well as involve such entities in community-based collaborative efforts relevant to the SIP’s objective and public health priorities.
Resource Sharing Plans HHS/CDC policy requires that recipients of grant awards make research resources and data readily available for research purposes to qualified individuals within the scientific community after publication. Please see: http://www.cdc.gov/grants/additionalrequirements/index.html. Investigators responding to this funding opportunity should include a plan on sharing research resources and data.
Budget and Period of Support Reviewers will consider whether the budget and the requested period of support are fully justified and reasonable in relation to the proposed research. The applicant can obtain guidance for completing a detailed justified budget on the CDC website, at the following Internet address: http://www.cdc.gov/grants/interestedinapplying/applicationresources.htm 	l
4. Review and Selection Process 
Applications will be evaluated for scientific and technical merit by an appropriate peer review group, in accordance with CDC peer review policy and procedures, using the stated review criteria. 
As part of the scientific peer review, all applications: 
Will undergo a selection process in which all responsive applications will be discussed and assigned an overall impact/priority score. 
Will receive a written critique. 
Applications will be assigned to the appropriate HHS/CDC Center, Institute, or Office. Applications will compete for available funds with all other recommended applications submitted in response to this FOA. Following initial peer review, recommended applications will receive a second level of review. The following will be considered in making funding decisions:
Scientific and technical merit of the proposed project as determined by scientific peer review.
Availability of funds.
Relevance of the proposed project to program priorities. 
Applications will compete for available funds with all other recommended applications submitted in response to this FOA. Following initial peer review, recommended applications will receive a second level of review. Additionally the following will be considered with those above in funding decisions: 
Additional criteria and funding preferences for each SIP as detailed in the individual project descriptions contained in Section IX Special Interest Project Descriptions of this announcement.
5. Anticipated Announcement and Award Dates 
After the peer review of the application is completed, the PD/PI will be able to access his or her Summary
Statement (written critique) and other pertinent information via the eRA Commons. 
Section VI. Award Administration Information 
1. Award Notices 
Any applications awarded in response to this FOA will be subject to the DUNS, SAM Registration, and Transparency Act requirements.  If the application is under consideration for funding, HHS/CDC will request "just-in-time" information from the applicant as described in the HHS Grants Policy Statement (http://www.hhs.gov/sites/default/files/grants/grants/policies-regulations/hhsgps107.pdf).
A formal notification in the form of a Notice of Award (NoA) will be provided to the applicant organization for successful applications. The NoA signed by the Grants Management Officer is the authorizing document and will be sent via email to the grantee’s business official.
Awardees must comply with any funding restrictions as described in Section IV.11. Funding Restrictions. Selection of an application for award is not an authorization to begin performance. Any costs incurred before receipt of the NoA are at the recipient's risk. These costs may be allowable as an expanded authority, but only if authorized by CDC.
2. CDC Administrative Requirements 
Overview of Terms and Conditions of Award and Requirements for Specific Types of Grants All HHS/CDC grant and cooperative agreement awards include the HHS Grants Policy Statement as part of the NoA. For these terms of award, see the HHS Grants Policy Statement Part II: Terms and Conditions of Award 
(http://www.hhs.gov/sites/default/files/grants/grants/policies-regulations/hhsgps107.pdf).
Awardees must comply with the administrative requirements (AR) outlined in 45 Code of Federal Regulations (CFR) Part 75, as appropriate, as well as any additional requirements included in the FOA. Specific requirements that apply to this FOA are the following:
Specific requirements that apply to this FOA are the following: 
Generally applicable ARs:                                     
AR​-1​: Human​ Subje​cts​ Requi​remen​ts​
AR​-2​: Inclu​sion​ of​ Women​ and​ Racia​l​ and​ Ethni​c​ Minor​ities​ in​ Resea​rch​
AR​-9​: Paper​work​ Reduc​tion​ Act​ Requi​remen​ts​
AR​-10​: Smoke​-Free​ Workp​lace​ Requi​remen​ts​
AR​-11​: Healt​hy​ Peopl​e​ 2020​
AR​-12​: Lobby​ing​ Restr​ictio​ns​
AR​-13​: Prohi​bitio​n​ on​ Use​ of​ CDC​ Funds​ for​ Certa​in​ Gun​ Contr​ol​ Activ​ities​
AR​-14​: Accou​nting​ Syste​m​ Requi​remen​ts​
AR​-22​: Resea​rch​ Integ​rity​
AR​-24​: Healt​h​ Insur​ance​ Porta​bilit​y​ and​ Accou​ntabi​lity​ Act​ Requi​remen​ts​
AR​-25​: Relea​se​ and​ Shari​ng​ of​ Data​
AR​-26​: Natio​nal​ Histo​ric​ Prese​rvati​on​ Act​ of​ 1966​
AR​-28​: Inclu​sion​ of​ Perso​ns​ Under​ the​ Age​ of​ 21​ in​ Resea​rch​
AR​-29​: Compl​iance​ with​ EO135​13​, “​;Feder​al​ Leade​rship​ on​ Reduc​ing​ Text​ Messa​ging​ while​ Drivi​ng​”​;, Octob​er​ 1​, 2009​
AR​-30​: Infor​matio​n​ Lette​r​ 10​-006​, - Compl​iance​ with​ Secti​on​ 508​ of​ the​ Rehab​ilita​tion​ Act​ of​ 1973​
AR​ 31​ - Disti​nguis​hing​ Publi​c​ Healt​h​ Resea​rch​ and​ Publi​c​ Healt​h​ Non​-resea​rch​
AR​ 32​ –​; FY​ 2012​ Enact​ed​ Gener​al​ Provi​sions​
ARs applicable to HIV/AIDS Awards:
AR​-4​: HIV​/AIDS​ Confi​denti​ality​ Provi​sions​
AR​-5​: HIV​ Progr​am​ Revie​w​ Panel​ Requi​remen​ts​
AR​-6​: Patie​nt​ Care​
Organization Specific ARs:
AR​-8​: Publi​c​ Healt​h​ Syste​m​ Repor​ting​ Requi​remen​ts​
AR​-15​: Proof​ of​ Non​-profi​t​ Statu​s​
AR​ 23​: Compl​iance​ with​ 45​ C​.F​.R​. Part​ 87 ​
Requirements that apply to this FOA include the following:
AR-12: Publicity and Propaganda (Lobbying)
No part of any appropriation may be used for:
•    Recipients may not use funds for any kind of impermissible lobbying activity designed to influence proposed or pending legislation, appropriations, regulations, administrative actions, or Executive Orders (“legislation and other orders.”) These restrictions include grass roots lobbying efforts and direct lobbying. Certain activities within the normal and recognized executive-legislative relationships within the executive branch of that government are permissible. See Additional Requirement (AR) 12 for further guidance on this prohibition.  http​://www​.cdc​.gov​/od​/pgo​/fundi​ng​
/grant​s​/Anti​-Lobby​ing_R​estri​ction​s_for​_CDC_​Grant​ees_J​uly_2​012​.pdf​
 AR-13: Prohibition on Use of CDC Funds for Certain Gun Control Activities
The Departments of Labor, Health and Human Services, and Education, and Related Agencies Appropriations Act specifies that: "None of the funds made available, in whole or in part, may be used to advocate or promote gun control."
3. Additional Policy Requirements 
The following are additional policy requirements relevant to this FOA:
HHS Policy on Promoting Efficient Spending:  Use of Appropriated Funds for Conferences and Meetings, Food, Promotional Items and Printing Publications This policy supports the Executive Order on Promoting Efficient Spending (EO 13589), the Executive Order on Delivering and Efficient, Effective, and Accountable Government (EO 13576) and the Office of Management and Budget Memorandum on Eliminating Excess Conference Spending and Promoting Efficiency in Government (M-35-11).  This policy apply to all new obligations and all funds appropriated by Congress.  For more information, visit the HHS website at: http://www.hhs.gov/grants/contracts/contract-policies-regulations/efficient-spending/index.html.
 
Federal Funding Accountability and Transparency Act of 2006 Federal Funding Accountability and Transparency Act of 2006 (FFATA), P.L. 109–282, as amended by section 6202 of P.L. 110–252, requires full disclosure of all entities and organizations receiving Federal funds including grants, contracts, loans and other assistance and payments through a single, publicly accessible website, www.usaspending.gov. For the full text of the requirements, please review the following website: https://www.fsrs.gov/.
 
Plain Writing Act The Plain Writing Act of 2010, Public Law 111-274 was signed into law on October 13, 2010. The law requires that federal agencies use "clear Government communication that the public can understand and use" and requires the federal government to write all new publications, forms, and publicly distributed documents in a "clear, concise, well-organized" manner. For more information on this law, go to: http://www.plainlanguage.gov/plLaw/index.cfm.
 
Tobacco and Nutrition Policies The CDC supports implementing evidence-based programs and policies to reduce tobacco use and secondhand smoke exposure, and to promote healthy nutrition.  CDC encourages all awardees to implement the following optional evidence-based tobacco and nutrition policies within their organizations. These policies build on the current federal commitment to reduce exposure to secondhand smoke, which includes The Pro-Children Act, 20 U.S.C. 7181-7184 that prohibits smoking in certain facilities that receive federal funds.
Tobacco:
Tobacco-free indoors – no use of any tobacco products (including smokeless tobacco) or electronic cigarettes in any indoor facilities under the control of the applicant.
Tobacco-free indoors and in adjacent outdoor areas – no use of any tobacco products or electronic cigarettes in any indoor facilities, within 50 feet of doorways and air intake ducts, and in courtyards under the control of the applicant.
under the control of the applicant.
Tobacco-free campus – no use of any tobacco products or electronic cigarettes in any indoor facilities and anywhere on grounds or in outdoor space under the control of the applicant.
Nutrition:
Healthy food service guidelines that at a minimum align with Health and Human Services and General
Services Administration Health and Sustainability Guidelines for Federal Concessions and Vending Operations for cafeterias, snack bars, and vending machines in any facility under the control of the recipient organization and in accordance with contractual obligations for these services. The following are resources for healthy eating and tobacco free workplaces:
· http://www.gsa.gov/graphics/pbs/ Guidelines_for_Federal_Concessions_and_Vending_Operations.pdf
· http://www.cdc.gov/nccdphp/dnpao/hwi/toolkits/tobacco/index.htm
· http://www.cdc.gov/obesity/strategies/food-serv-guide.html
Applicants should state whether they choose to participate in implementing these two optional policies. However, no applicants will be evaluated or scored on whether they choose to participate in implementing these optional policies.
 
Pilot Program for Enhancement of Employee Whistleblower Protections All applicants will be subject to a term and condition that applies the terms of 48 CFR section 3.908 to the award and requires that grantees inform their employees in writing (in the predominant native language of the workforce) of employee whistleblower rights and protections under 41 U.S.C. 4712.
 
Copyright Interests Provision This provision is intended to ensure that the public has access to the results and accomplishments of public health activities funded by CDC. Pursuant to applicable grant regulations and CDC’s Public Access Policy, Recipient agrees to submit into the National Institutes of Health (NIH) Manuscript Submission (NIHMS) system an electronic version of the final, peer-reviewed manuscript of any such work developed under this award upon acceptance for publication, to be made publicly available no later than 12 months after the official date of publication. Also at the time of submission, Recipient and/or the Recipient’s submitting author must specify the date the final manuscript will be publicly accessible through PubMed Central (PMC). Recipient and/or Recipient’s submitting author must also post the manuscript through PMC within twelve (12) months of the publisher's official date of final publication; however the author is strongly encouraged to make the subject manuscript available as soon as possible. The recipient must obtain prior approval from the CDC for any exception to this provision.
The author's final, peer-reviewed manuscript is defined as the final version accepted for journal publication, and includes all modifications from the publishing peer review process, and all graphics and supplemental material associated with the article. Recipient and its submitting authors working under this award are responsible for ensuring that any publishing or copyright agreements concerning submitted articles reserve adequate right to fully comply with this provision and the license reserved by CDC. The manuscript will be hosted in both PMC and the CDC Stacks institutional repository system. In progress reports for this award, recipient must identify publications subject to the CDC Public Access Policy by using the applicable NIHMS identification number for up to three (3) months after the publication date and the PubMed Central identification number (PMCID) thereafter.
 
Language Access for Persons with Limited English Proficiency Recipients of federal financial assistance from HHS must administer their programs in compliance with federal civil rights law. This means that recipients of HHS funds must ensure equal access to their programs without regard to a person’s race, color, national origin, disability, age and, in some circumstances, sex and religion. This includes ensuring your programs are accessible to persons with limited English proficiency. Recipients of federal financial assistance must take the reasonable steps to provide meaningful access to their programs by persons with limited English proficiency.
 
Dual Use Research of Concern On September 24, 2014, the US Government Policy for the Institutional Oversight of Life Sciences Dual Use Research of Concern was released.  Grantees (foreign and domestic) receiving CDC funding on or after September 24, 2015 are subject to this policy.  Research funded by CDC involving the agents or toxins named in the policy, must be reviewed to determine if it involves one or more of the listed experimental effects and if so, whether it meets the definition of DURC. This review must be completed by an Institutional Review Entity (IRE) identified by the funded institution. 
Recipients also must establish an Institutional Contact for Dual Use Research (ICDUR). The award recipient must maintain records of institutional DURC reviews and completed risk mitigation plans for the term of the research grant, cooperative agreement or contract plus three years after its completion, but no less than eight years, unless a shorter period is required by law or regulation.
If a project is determined to be DURC, a risk/benefit analysis must be completed. CDC will work collaboratively with the award recipient to develop a risk mitigation plan that the CDC must approve.  The USG policy can be found at http://www.phe.gov/s3/dualuse.
Non-compliance with this Policy may result in suspension, limitation, restriction or termination of USG funding, or loss of future USG funding opportunities for the non-compliant USG-funded research project and of USG funds for other life sciences research at the institution, consistent with existing regulations and policies governing USG funded research, and may subject the institution to other potential penalties under applicable laws and regulations.
4. Cooperative Agreement Terms and Conditions of Award 
Recipient Rights and Responsibilities
The PD(s)/PI(s) will have the primary responsibility for:
The rights and responsibilities of the Principal Investigator are delineated in each special interest project description contained in Section IX Special Interest Project Descriptions of this announcement.
Recipient Organization will obtain appropriate Institutional Review Board approvals for research involving human subjects for all participating sites.
Awardees will retain custody of and have primary rights to the data and software developed under these awards, subject to Government rights of access consistent with current DHHS, PHS, and CDC policies.
HHS/CDC Responsibilities
An HHS/CDC Project Scientist will have substantial programmatic involvement that is above and beyond the normal stewardship role in awards, as described in each of the special interest project descriptions contained in Section IX of this announcement. Each SIP has specific requirements and applicants should refer to Section IX Special Interest Project Descriptions of this announcement for details.
ERPOS will provide overall oversight to the research portfolio for NCCDPHP. Additionally, a CDC Scientific Program Official (SPO) will be responsible for the normal scientific and programmatic stewardship of the award. The SPO will: 
Be named in the Notice of Grant Award (NGA) as the Program Official to provide oversight and assure overall scientific and programmatic stewardship of the award;
Monitor performance against approved project objectives; and
Assure assessment of the public health impact of the research conducted under this funding opportunity announcement and promote translation of promising practices, programs, interventions, and other results from the research.
interventions, and other results from the research.
 Areas of Joint Responsibility
 Each SIP has specific collaborative responsibilities. The SIP sponsoring organization will provide scientific oversight for research design and methodology, program implementation, measurement selection, and dissemination of study findings. Please refer to the specific SIP descriptions in Section IX Special Interest Project Descriptions of this announcement.
NCCDPHP’s Prevention Research Centers Program will provide administrative oversight and technical assistance to the SIPs.
5. Reporting 
Awardees will be required to submit the Non-Competing Continuation Grant Progress Report (PHS 2590) annually and financial statements as required in the HHS Grants Policy Statement. 
A final progress report, invention statement, equipment inventory list and the expenditure data portion of the Federal Financial Report are required for closeout of an award, as described in the HHS Grants Policy Statement.
Although the financial plans of the HHS/CDC CIO(s) provide support for this program, awards pursuant to this funding opportunity depend upon the availability of funds, evidence of satisfactory progress by the recipient (as documented in required reports) and the determination that continued funding is in the best interest of the Federal government.
The Federal Funding Accountability and Transparency Act of 2006 (Transparency Act), includes a requirement for awardees of Federal grants to report information about first-tier subawards and executive compensation under Federal assistance awards issued in FY2011 or later. 
Compliance with this law is primarily the responsibility of the Federal agency. However, two elements of the law require information to be collected and reported by recipients: 1) information on executive compensation when not already reported through the SAM Registration; and 2) similar information on all sub-awards/ subcontracts/ consortiums over $25,000. It is a requirement for awardees of Federal grants to report information about first-tier subawards and executive compensation under Federal assistance awards issued in FY2011 or later.  All awardees of applicable CDC grants and cooperative agreements are required to report to the Federal Subaward Reporting System (FSRS) available at www.fsrs.gov on all subawards over $25,000.  See the HHS Grants Policy
Statement (http://www.hhs.gov/sites/default/files/grants/grants/policies-regulations/hhsgps107.pdf).  Prevention and Public Health Fund
General Provisions Title II 
Section 220 - Prevention Fund Reporting Requirements 
(a) The Secretary shall establish a publicly accessible website to provide information regarding the uses offunds made available under section 4002 of Public Law 111-148.
(b) With respect to funds provided for fiscal year 2012, the Secretary shall include on the websiteestablished under subsection (a) at a minimum the following information:
(1) In the case of each transfer of funds under section 4002(c), a statement indicating the program or activityreceiving funds, the operating division or office that will administer the funds, the planned uses of the funds, to be posted not later than the day after the transfer is made.
(2) Identification (along with a link to the full text) of each funding opportunity announcement, request forproposals for grants, cooperative agreements, or contracts intended to be awarded using such funds, to be posted not later than the day after the announcement or solicitation is issued.
(3) Identification of each grant, cooperative agreement, or contract with a value of $25,000 or more awardedusing such funds, including the purpose of the award and the identity of the recipient, to be posted not later using such funds, including the purpose of the award and the identity of the recipient, to be posted not later than 5 days after the award is made.
(4) A report detailing the uses of all funds transferred under section 4002(c) during the fiscal year, to beposted not later than 90 days after the end of the fiscal year.
(5) Semi-annual reports from each entity awarded a grant, cooperative agreement, or contract from suchfunds with a value of $25,000 or more, summarizing the activities undertaken and identifying any sub-grants or subcontracts awarded (including the purpose of the award and the identity of the recipient), to be posted not later than 30 days after the end of each 6-month period.
Recipients are responsible for contacting their HHS grant/program managers for any needed clarifications. 
Responsibilities for Informing Sub-recipients:
(a) Recipients agree to separately identify to each sub-recipient, and document at the time of sub-award andat the time of disbursement of funds, the Federal award number, any special CFDA number assigned for 2012 PPHF fund purposes, and amount of PPHF funds.
(b) Recipients agree to separately identify to each sub-recipient, and document at the time of sub-award andat the time of disbursement of funds, the Federal award number, CFDA number, and amount of 2012 PPHF funds. When a recipient awards 2012 PPHF funds for an existing program, the information furnished to sub-recipients shall distinguish the sub-awards of incremental 2012 PPHF funds from regular sub-awards under the existing program.
Reporting Requirements under Section 203 of the 2012 Enacted Appropriations Bill for the Prevention and Public Health Fund, Public Law 111-5:
This award requires the recipient to complete projects or activities which are funded under the 2012
Prevention and Public Health Fund (PPHF) and to report on use of PPHF funds provided through this award. Information from these reports will be made available to the public.
Recipients awarded a grant, cooperative agreement, or contract from such funds with a value of $25,000 or more shall produce reports on a semi-annual basis with a reporting cycle of January 1 - June 30 and July 1 December 31; and email such reports (in 508 compliant format) to the CDC website (template and point of contact to be provided after award) no later than 20 calendar days after the end of each reporting period (i.e. July 20 and January 20, respectively). Recipient reports shall reference the notice of award number and title of the grant or cooperative agreement, and include a summary of the activities undertaken and identify any sub-grants or sub-contracts awarded (including the purpose of the award and the identity of the sub-recipient). 
Responsibilities for Reporting on Sub-recipients:
· Recipients agree to separately identify each sub-recipient, and document at the time of sub-award and atthe time of disbursement of funds, the Federal award number, any special CFDA number assigned for 2014 PPHF purposes and the amount of PPHF funds
· Recipients agree to separately identify each sub-recipient, and document at the time of disbursement offunds, the Federal award number, any special CFDA number assigned for 2014 PPHF purposes and the amount of PPHF funds. When a recipient awards PPHF funds for an existing program, the information furnished to sub-recipients shall distinguish the sub-awards of incremental 2014 PPHF funds from regular sub-awards under the existing program.
This award requires the recipient to complete projects or activities which are funded under the 2014
Prevention and Public Health Fund (PPHF) and to report on use of PPHF funds provided through this award. Information from these reports will be made available to the public.
Recipients awarded a grant, cooperative agreement, or contract from such funds with a value of $25,000 or more shall produce reports on a semi-annual basis with a reporting cycle of January 1- June 30 and July1more shall produce reports on a semi-annual basis with a reporting cycle of January 1- June 30 and July1December 31, and email such reports to pphfsio@cdc.gov no later than 20 calendar days after the end of each reporting period (i.e., July 20 and January 20, respectively). Recipient reports shall reference the notice of award number and title of the grant or cooperative agreement, and include a summary of the activities undertaken and identify any sub-grants or sub-contracts awarded (including the purpose of the award and the identity of the [sub] recipient).
A. Submission of Reports 
The Recipient Organization must provide HHS/CDC with an original, plus one hard copy of the following reports:
1. Yearly Non-Competing Grant Progress Report, (use form PHS 2590, posted on the HHS/CDC website, www.grants.gov and at http:// grants.nih.gov/grants/ funding/2590/ 2590.htm, is due 90 to 120 days prior to the end of the current budget period. The progress report will serve as the non-competing continuation application. Although the financial plans of the HHS/CDC CIO(s) provide support for this program, awards pursuant to this funding opportunity are contingent upon the availability of funds, evidence of satisfactory progress by the recipient (as documented in required reports) and the determination that continued funding is in the best interest of the Federal government.
2. Annual Federal Financial Report (FFR) SF 425 is required and must be submitted through eRA Commons within 90 days after the end of the calendar quarter in which the budget period ends.
3. A final progress report, invention statement, equipment/inventory report, and the final FFR are required 90 days after the end of the project period.
B. Content of Reports 
 
1. Yearly Non-Competing Grant Progress Report: The grantee’s continuation application/progress report should include:
Description of Progress during Annual Budget Period: Current Budget Period Progress reported on the PHS 2590 (http:// grants1.nih.gov/ grants/funding/ 2590/2590.htm) http:// grants.nih.gov/grants/ funding/2590/2590.htm: Detailed narrative report for the current budget period that directly addresses progress towards the Measures of Effectiveness included in the current budget period proposal.
Research Aims: list each research aim/project 
a) Research Aim/Project: purpose, status (met, ongoing, and unmet), challenges, successes, andlessons learned
b) Leadership/Partnership: list project collaborations and describe the role of external partners.
Translation of Research (1 page maximum). When relevant to the goals of the research project, the PI should describe how the significant findings may be used to promote, enhance, or advance translation of the research into practice or may be used to inform public health policy. This section should be understandable to a variety of audiences, including policy makers, practitioners, public health programs, healthcare institutions, professional organizations, community groups, researchers, and other potential users. The PI should identify the research findings that were translated into public health policy or practice and how the findings have been or may be adopted in public health settings. Or, if they cannot be applied yet, this section should address which research findings may be translated, how these findings can guide future research or related activities, and recommendations for translation. If relevant, describe how the results of this project could be generalized to populations and communities outside of the study. Questions to consider in preparing this section include: 
communities outside of the study. Questions to consider in preparing this section include: 
How will the scientific findings be translated into public health practice or inform public health policy?
How will the project improve or effect the translation of research findings into public health practice or inform policy?
How will the research findings help promote or accelerate the dissemination, implementation, or diffusion of improvements in public health programs or practices?
How will the findings advance or guide future research efforts or related activities?
Public Health Relevance and Impact (1 page maximum). This section should address improvements in public health as measured by documented or anticipated outcomes from the project. The PI should consider how the findings of the project relate beyond the immediate study to improved practices, prevention or intervention techniques, inform policy, or use of technology in public health. Questions to consider in preparing this section include:
How will this project lead to improvements in public health?
How will the findings, results, or recommendations been used to influence practices, procedures, methodologies, etc.?
How will the findings, results, or recommendations contributed to documented or projected reductions in morbidity, mortality, injury, disability, or disease?
Current Budget Period Financial Progress: Status of obligation of current budget period funds and an estimate of unobligated funds projected provided on an estimated FFR.
New Budget Period Proposal:
Detailed operational plan for continuing activities in the upcoming budget period, including updated Measures of Effectiveness for evaluating progress during the upcoming budget period.
Report listed by Research Aim/Project.
Project Timeline: Include planned milestones for the upcoming year (be specific and provide deadlines).
New Budget Period Budget: Detailed line-item budget and budget justification for the new budget period. Use the CDC budget guideline format.
Publications/Presentations: Include publications/presentations resulting from this CDC grant only during this budget period. If no publication or presentations have been made at this stage in the project, simply indicate “Not applicable: No publications or presentations have been made."
IRB Approval Certification: Include all current IRB approvals to avoid a funding restriction on your award. If the research does not involve human subjects, then please state so. Please provide a copy of the most recent local IRB and CDC IRB, if applicable. If any approval is still pending at time of APR due date, indicate the status in your narrative.
Section VII. Agency Contacts 
We encourage inquiries concerning this funding opportunity and welcome the opportunity to answer questions from potential applicants.
Application Submission Contacts 
 
Grants.gov Customer Support (Questions regarding Grants.gov registration and submission, downloading or navigating forms)
Contact Center Phone: 800-518-4726 
Email: support@grants.gov
Hours: 24 hours a day, 7 days a week; closed on Federal holidays
eRA Commons Help Desk (Questions regarding eRA Commons registration, tracking application status, post submission issues, FFR submission)
Phone: 301-402-7469 or 866-504-9552 (Toll Free)
TTY: 301-451-5939
Email: commons@od.nih.gov
Hours: Monday - Friday, 7am - 8pm U.S. Eastern Time
CDC Technical Information Management Section (TIMS)
Telephone 770-488-2700
Email: ogstims@cdc.gov
Hours: Monday - Friday, 7am – 4:30pm U.S. Eastern Time Scientific/Research Contact(s) Michael A. Brown, M.P.H. Scientific Program Official
Extramural Research Program Operations and Services
Centers for Disease Control and Prevention
4770 Buford Hwy, NE
Mailstop F-80
Atlanta, GA 30342
Telephone: (770) 488-5118
E-mail: mab5@cdc.gov Peer Review Contact(s) Chris Langub, Ph.D.
Scientific Review Official
Extramural Research Program Operations and Services
Centers for Disease Control and Prevention
4770 Buford Hwy, NE
Mailstop F-80
Atlanta, GA 30342
Telephone: (770) 488-3584
E-mail: ee06@cdc.gov 
Financial/Grants Management Contact(s)
Veronica Davis
Grants Management Specialist
Procurement and Grants Office (PGO)
Centers for Disease Control and Prevention
Telephone: 770 488-2743 Email: vad4​@cdc​.gov​
Section VIII. Other Information 
Other CDC funding opportunity announcements can be found at www.grants.gov.
All awards are subject to the terms and conditions, cost principles, and other considerations described in the HHS Grants Policy Statement.
Authority and Regulations 
Awards are made under the authorization of Sections of the Public Health Service Act as amended and under the Code Federal Regulations. 
Awards for this FOA are made under the authorization of Sections 301(a) of the Public Health Service Act as amended, 42 U.S.C. 241(a), and Section 1706 of the Public Health Service Act, 42 U.S.C. 300u-5.
 Section IX. Special Interest Project Descriptions
SIP 15-001 Integrating Self-Management Education with Cancer Survivorship Care Planning
Project Description and Objectives
Chronic-disease self-management (SM) support is a strategy for supporting individuals dealing with chronic health conditions to manage their own care and take steps to improve their quality of life. According to the Institute of Medicine:
Self-management support is defined as the systematic provision of education and supportive interventions by healthcare staff to increase patients’ skills and confidence in managing their health problems, including regular assessment of progress and problems, goal setting, and problem-solving support.
Self-management is defined as the tasks that individuals must undertake to live well with one or more chronic conditions. These tasks include having the confidence to deal with medical management, role management, and emotional management of their conditions.1
Well-designed SM educational programs are multifaceted, teach a variety of skills and improve confidence to deal with medical conditions. SM educational programs are conducted in-person or online, with trained facilitators who help patients go through instructional materials that focus on different aspects of SM at each session.
Research shows that SM educational programs can be helpful to cancer survivors. The benefits that have been found to result from these programs include improvements in emotional distress, satisfaction, knowledge, quality of life, health behavior, functioning, symptom severity, and pain2-5. However, the work that has been done in this area is in its nascence and there are many unanswered questions about translating the work that has been done in specialized controlled trials to larger and more diverse populations. There also remain questions about integrating referrals for SM education into routine practice and measuring its lasting effects, costs, and cost-effectiveness.
In 2006, The Institute of Medicine (IOM) released a landmark publication, “From Cancer Patient to Cancer Survivor: Lost in Transition,”6 in which they recommended that every cancer patient completing primary treatment for cancer be provided with a comprehensive treatment summary and a written follow-up plan, referred to as a survivorship care plan (SCP), that details standards of care for healthy living after cancer. According to the IOM publication, key elements of SCPs include descriptions of recommended follow-up and surveillance, tips on maintaining and improving health, information on employment and insurance, and the availability of psychological and support services 6. In 2012, the Commission on Cancer (CoC) issued a requirement that all of its accredited cancer centers issue a SCP to cancer patients who complete cancer treatment, a phase-in requirement to be partially in place by 20157. The proposed project will take advantage of the momentum behind this new requirement and will test the feasibility and outcomes associated with including referrals to self-management programs at the time care plans are delivered to cancer survivors.
The purpose of this project is to use an existing, multifaceted self-management educational program and to refer patients to that program at the completion of cancer treatment, during or around the time that cancer survivorship care plans are developed. The educational program should reflect the definition and aims of self-management education and address a variety of issues—including medical, emotional, and role management of survivorship. Research goals should focus on assessing: (1) the feasibility of referring cancer survivors to SM program(s) within the context of cancer survivorship care planning, (2) the barriers and facilitators to uptake of SM programs among a diverse population of cancer survivors, (3) benefits to the cancer survivor and his/her family associated with completing SM training (as compared to not completing training), and (4) the costs and cost-savings associated with completing SM education at the completion of cancer treatment. This project will identify the barriers and facilitators associated with scalability of a self-management program that has been found to be beneficial in smaller settings to a larger, more diverse population of cancer survivors recruited just after the completion of cancer treatment. The findings provided by this project could guide modifications to existing SM programs to make them more usable and effective for the broader population of cancer survivors. The findings also may have implications for informing best practices in SM and survivorship care planning.
Public Health Priorities Healthy People 2020 Objective
C-14  Prioritizes increasing the mental and physical health-related quality of life of cancer survivors, which is also the primary objective of the present study,
C-1  To reduce the overall cancer death rate,
C-13  To increase the proportion of cancer survivors who are living 5 years or longer after diagnosis,
C-15, C-16, and C-17 Focus on increasing the proportion of the population who receive cervical, colorectal or breast cancer screening based on the most recent guidelines.
National Prevention Strategy Key Direction/Priority
This project is linked to the National Prevention Strategic Direction of Clinical and Community Preventive Services which is to ensure that prevention-focused health care and community prevention efforts are available, integrated, and mutually reinforcing.
CDC Winnable Battle
Depending on the proposal that is selected, this SIP could address the following winnable battles:
Tobacco- Prevent the initiation of tobacco use, promote quitting, and ensure smoke-free environments, and
Nutrition, Physical Activity & Obesity - Support all Americans in achieving optimal health by making nutritious foods and physical activity easy, attractive, and affordable choices.
NCCDPHP Domain
Health Systems Interventions/Clinical Preventive Services –SM programs aim to improve skills related to a wide range of activities. From teaching patients how to improve physical health to training in relaxation skills, SM programs aim to provide individuals with a wide range of skills and resources needed to manage a comprehensive plan for improving health and well-being after cancer.
Project Activities and Submission Requirements
Applications submitted in response to this SIP should present information that address the activities listed below:
Briefly describe the benefits of providing multifaceted SM support to cancer survivors and explain how SM programs might compliment or be used to partially fulfill cancer survivorship care planning requirements.
Describe their prior work with and access to a diverse sample of cancer survivors. Describe the research goals and proposed study design that will be used to refer a diverse sample of cancer survivors to SM program(s) at the completion of cancer treatment. Describe which existing SM training program(s) will be used and explain how the selected program fits the IOM’s definition of SM support, including education on the medical, role changes, and emotional aspects of cancer survivorship.
Describe any modifications that will be made to the chosen SM program(s) and the rationale for making these modifications.
Describe plans for referring survivors to a SM program and comparing the characteristics and experiences of those who complete the program with those who choose not to participate. Describe plans for collecting data from participants to measure immediate and longer-term (e.g., 6-month, 12-month) outcomes associated with completing SM training. Outcomes might include knowledge about recommendations for medical follow-up and surveillance, quality of life, mental and physical health, and health behaviors (e.g., exercise, healthy eating habits). Outcomes might also include satisfaction with cancer care, pain, disability, use of healthcare system, health behaviors, and financial and/or employment variables.
Describe plans for measuring the costs associated with offering SM programs to cancer survivors and for identifying potential cost effectiveness (e.g., to the survivor, family, healthcare system, insurer, and/or employer) associated with completing the training. Identify key staff who will be devoted to the project. For each person describe their demonstrated knowledge and experience related to research involving cancer survivors. Describe and provide evidence of sufficient institutional and other necessary support for carrying out this project.
Describe ability to successfully collaborate with public and/or private partners in the proposed research study.
Describe relationships with proposed clinical health settings providing care for people with cancer both during and after cancer treatment (e.g., oncology offices, cancer survivor clinics, CoC-accredited cancer centers, hospitals, etc.) and with the developers or license-holders of the selected SM training program.
Provide a detailed timeline for completing the proposed activities within the 3-year project
period.
Describe the plan for disseminating study results.
Public Health Impact
The proposed research will translate previous work on effective SM programs and evaluate the feasibility of offering SM training to all patients completing cancer treatment. This work may also be used to guide modifications to existing SM programs, making them more usable and effective for the broader population of cancer survivors. Demonstrating benefits associated with referring patients to SM training at the completion of cancer treatment as part of the care planning process may have implications for informing best practices in survivorship care, with potential to improve the health and well-being of millions of cancer survivors.
Eligibility Criteria
The following criteria specific to this SIP will be used to determine the institution’s eligibility:
The institution must show evidence of access to the study population in the form of Letters of Support assuring access to a diverse sample of cancer survivors who have recently completed treatment for cancer.
The institution must provide evidence that the project team will include researchers with documented expertise in behavioral science or psychology, cancer survivorship, chronic disease self-management, and cancer prevention and control as evidenced in the Research & Related Senior/Key Person Section of the SF424 (R&R).
Additional Review Criteria
In addition to the standard review criteria used to evaluate the scientific and technical merit of research applications (Significance, Approach, Innovation, Investigators, and Environment) the following additional review criteria specific to this SIP will be considered in the determination of scientific merit and the priority score:
Does the applicant demonstrate experience: o   Conducting psychosocial interventions with cancer survivors? o   Evaluating the impact of psychosocial interventions? o   Working in the area of cancer survivorship care planning? o   Extending research on existing promising evidence-based interventions? o   Working with racially/ethnically diverse or economically disparate populations?
o   Measuring intervention costs and cost-effectiveness?
Does the applicant propose novel ways of estimating costs and potential economic benefits of SM programs?
Funding Preferences
The following preferences specific to this SIP will be considered in the funding decision:
Diversity of study population.
Geographic diversity of recruitment sites.
Research Plan Length and Supporting Material
The Research Strategy Section of the Research Plan is limited to a maximum of 12 pages. Supporting material included as appendices may not exceed 10 PDF attachments. The appendices should include materials that show evidence of the applicant’s ability to successfully conduct the proposed project and other evidence deemed necessary to support the contents of the proposal.
Availability of Funds
It is anticipated that approximately $825,000 is available to fund 1 Prevention Research Center(s) for the 3-year project period. The average award for the recipient is expected to be approximately $275,000. Funding may vary and is subject to change. The year one ceiling is $275,000.
Research Status
It is expected that this project will be non-exempt research. It is anticipated that this project will require local IRB approval. Applicants should provide a federal-wide assurance number for each performance site included in the project.
Applicants are advised that any activities involving standard information collection (i.e, surveys, questionnaires, data requests, etc.) from 10 or more non-federal individuals/entities are subject to Paperwork Reduction Act (PRA) requirements and may require the CDC to coordinate an OMB/PRA approval request.
Award Administration
CDC Project Scientist will have substantial programmatic involvement that is above and beyond the normal stewardship role in awards. CDC staff will serve as consultants on this project, and will provide technical assistance to assist the awardee in achieving stated objectives on activities such as developing the study design and data collection instruments, analyzing data, co-authoring manuscripts (if invited) within the CDC authorship guidelines, disseminating results, and will participate in on-going meetings and activities. References
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SIP 15-002 Economic Impact of Clinical Trials Among Children Diagnosed with Cancer
Project Description and Objectives
Cancer is the leading cause of disease-related death among children in the United States1. Nearly​
15,000 children are diagnosed with cancer and nearly 2,000 children die of cancer each year1​,2.​ Because there is no effective primary or secondary prevention for childhood cancers, improving clinical treatment for children diagnosed with cancer is the principal mechanism for increasing survival. Improving clinical treatment for children is best achieved through increasing enrollment in clinical trials. Clinical trials allow more effective therapeutic treatments to be identified and provided to patients 3​-7​. Despite evidence demonstrating that clinical trials increase the survival of children with cancer, less than 50% of all children with cancer are enrolled onto National Cancer Institute-sponsored clinical trials8. This may be driven in part by the perception that patients​ enrolled in clinical trials incur substantially higher financial costs compared with those who receive treatment outside of a clinical trial. While the direct costs of cancer treatment in a clinical trial may be marginally higher compared to cancer treatment outside of a clinical trial, the long-term economic impact of clinical trials is largely unknown9. The potential health benefits of clinical trial​ enrollment, such as improved prognosis, functioning, quality of life, and survival over time likely extend beyond the time of cancer treatment and lead to long-term economic benefits.
The purpose of this SIP is to estimate the long-term economic impact of health benefits related to clinical trial enrollment among children with cancer, defined as persons from 0 to 19 years of age with a cancer diagnosis. Reluctance to offer clinical trials may be driven in part by the perception that clinical trials are not cost-effective. Results of this project can be used to address this concern by providing evidence of the long-term economic benefit of clinical trials. This will result in increased clinical trials, leading to decreased mortality among children with cancer.
Public Health Priorities Healthy People 2020 Objectives
C-1: Reduce the overall cancer death rate
C-13: Incre​ase​ the​ propo​rtion​ of​ cance​r​ survi​vors​ who​ are​ livin​g​ 5​ years​ or​ longe​r​ after​ diagn​osis​ C-14 (developmental): Incre​ase​ the​ menta​l​ and​ physi​cal​ healt​h​-relat​ed​ quali​ty​ of​ life​ of​ cance​r​ survi​ vors​ 
Increasing clinical trial enrollment among children with cancer will contribute to increased long-term survival as well as increasing quality of life for cancer survivors.
National Prevention Strategy
Clinical and Community Preventive Services: Reduce barriers to accessing clinical and community preventive services, especially among populations at greatest risk
Improving clinical treatment is best achieved through increasing enrollment in clinical trials4​ ,10​,11. Reducing barriers to clinical trials enrollment is needed to improve survival for this​ vulnerable population.
Winnable Battle
N/A
NCCDPHP Domain
Health systems interventions
Project Activities and Submission Requirements
Applications submitted in response to this SIP should present information that address the activities listed below:
Describe methods to identify two populations: 1) Persons with a history of childhood cancer
(defined as persons diagnosed with cancer from age 0 to 19 years) treated on a National Cancer Institute-sponsored pediatric cancer clinical trial and 2) Persons with a history of childhood cancer not treated on a National Cancer Institute-sponsored pediatric cancer clinical trial.
Describe methods to measure the following among the two populations: 
Direct costs of cancer treatment
Long-term healthcare-associated costs after the completion of cancer treatment. These may include, but not be limited to, costs related to morbidity, quality of life, and mortality associated with cancer treatment.
Describe methods to quantify the long-term economic impact of clinical trials enrollment among children with cancer, making sure to describe the sample size needed to determine differences among children on a trial compared to those not on a trial, and how that sample will be obtained.
Provide a plan for disseminating the methodology and results of this project through peer-reviewed manuscripts and other types of communication.
Identify key staff who will be devoted to the project. For each person, describe their demonstrated knowledge, experience, and ability in conducting the project described above. Provide a detailed timeline for completing the project.
Public Health Impact
Clinical trials are primarily responsible for the reduction in mortality among children with cancer from approximately 60% in the 1970’s to over 80% today. However, less than 50% of children with cancer are enrolled onto National Cancer Institute-sponsored clinical trials. The results of this study will provide additional evidence for the benefit of clinical trial enrollment among children with cancer. This enhancement will lead to an improvement in survival among children with cancer.
Eligibility Criteria 
The following criteria specific to this SIP will be used to determine the institution’s eligibility:
Evidence that the project team will include staff with cancer-related and economic expertise as evidenced in the Research & Related Senior/Key Person Section of the SF424(R&R). Evidence, in the form of Letters of Support or Memoranda of Agreement or other documents that the project team has access to data sources with the defined study population.
Additional Review Criteria
In addition to the standard review criteria used to evaluate the scientific and technical merit of research applications (Significance, Approach, Innovation, Investigators, and Environment) the following additional review criteria specific to this SIP will be considered in the determination of scientific merit and the priority score:
Does the applicant demonstrate experience with economic analyses on the research team?
Does the approach described include a sample size sufficient to determine differences between children who were treated on a clinical trial and children who were not treated on a clinical trial?
Does the approach include a diverse population in terms of race/ethnicity, age, and sex?
 Funding Preferences
None
Research Plan Length and Supporting Material
The Research Strategy Section of the Research Plan is limited to a maximum of 12 pages. Supporting material included as appendices may not exceed 10 PDF attachments. The appendices should include materials that show evidence of the applicant’s ability to successfully conduct the proposed project and other evidence deemed necessary to support the contents of the proposal.
Availability of Funds
It is anticipated that approximately $250,000 is available to fund 1 Prevention Research Center for the 2-year project period. The average award for the recipient is expected to be approximately $125,000. Funding may vary and is subject to change. The year one ceiling is $125,000.
Research Status
It is expected that this project will be non-exempt research. It is anticipated that this project will require local IRB approval. Applicants should provide a federal-wide assurance number for each performance site included in the project.
Applicants are advised that any activities involving standard information collection (i.e, surveys, questionnaires, data requests, etc.) from 10 or more non-federal individuals/entities are subject to Paperwork Reduction Act (PRA) requirements and may require the CDC to coordinate an OMB/PRA approval request.
Award Administration
CDC staff will serve as consultants on this project, and will provide technical assistance on activities as needed such as co-authoring peer-reviewed manuscripts (if invited), and disseminating results by preparing presentations for scientific meetings.
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SIP 15-003 Using Cancer Registry Data to Promote Proactive Tobacco Cessation among Adult Cancer Survivors
Project Description and Objectives
Tobacco smoking is linked with increased risk of developing cancers throughout the body (USDHHS 2014). Cancer survivors who smoke tobacco experience higher risks of developing subsequent cancers as well as higher risks of dying (USDHHS 2014). Some studies suggest that smoking is associated with poorer response to cancer treatment and treatment-related toxicity (USDHHS 2014). Cancer survivors who quit smoking tobacco improve their prognosis (USDHHS 2014). During 2000-2010, among adults age 18-44 years, the prevalence of tobacco smoking was higher among cancer survivors (~40%) than among persons who did not have cancer (~25%) (NCI 2012). Because smoking is prevalent among cancer survivors and is detrimental to their health, promoting tobacco cessation among cancer survivors is important.
The U.S. Preventive Services Task Force recommends that clinicians ask all adults about tobacco use and provide tobacco cessation interventions, including behavioral counseling and/or pharmacotherapy, for those who use tobacco products (Fiore et al 2008). Counseling and pharmacotherapy are each effective tobacco cessation treatments and are even more effective when used together (Fiore et al 2008). Tobacco cessation interventions can be “reactive” where the smoker initiates the quit attempt or “proactive” where the smoker is offered help in quitting (Fiore et al 2008). Proactive tobacco cessation interventions may result in higher quit rates as evidenced by a randomized clinical trial in VA hospitals where smokers given proactive tobacco cessation treatment had quit rates of 13.5%, compared with 11% for usual care (Fu et al 2014).
The Affordable Care Act of 2010 expanded access to tobacco cessation treatment coverage for many individuals. However, some individuals may not know that they are covered and others may not have adequate coverage (Jamal et al 2012). Smokers may benefit from a patient navigation program to increase their knowledge about available tobacco cessation treatment services and how to access them (Ostroff et al 2011).
Information about tobacco use is not routinely collected as a required data element by all cancer registries, but is collected as a required data element by 10 state cancer registries as part of the CDC’s National Program of Cancer Registries Comparative Effectiveness Research project (http​
://www​.cdc​.gov​/cance​r​/npcr​/cer_d​ata_c​ollec​tion​.htm​). Additionally, some state cancer registries may collect information about tobacco use as meaningful use in electronic health records (http​://www​.ctri​
.wisc​.edu​/HC​.Provi​ders​/refor​m​/aca​/tobus​enati​onal2​013​.pdf​). However, because information about tobacco use has not been routinely collected, questions remain about the quality, validity, and tobacco use has not been routinely collected, questions remain about the quality, validity, and usefulness of these data.
Population-based cancer registries have been used to successfully recruit participants into intervention studies (Arora et al 2007, Carpentier et al 2013, Katapodi et al 2013).
This project will examine the potential of using cancer registry data to identify a high risk population [cancer survivors who smoke cigarettes (the largest and most easily identifiable group of tobacco users) or other combustible tobacco products such as cigars, cigarillos, pipes, or hookahs] and deliver a behavior change intervention (proactive tobacco cessation services). Results of this research may be valuable in developing cancer survivorship care plans, particularly those developed using cancer registry data.
The objective of this project is to develop a proactive tobacco cessation intervention (including behavioral counseling and patient navigation), building on available evidence, including recommendations from the U.S. Preventive Services Task Force which does not include the use of e-cigarettes; test the intervention on cancer survivors identified through cancer registry data; identify patient characteristics as well as barriers and facilitators associated with a successful intervention; and evaluate the usefulness of using cancer registries to facilitate the intervention.
Public Health Priorities Healthy People 2020 Objective
This proposal addresses “Healthy People 2020” focus areas of: increasing the proportion of cancer survivors who are living 5 years or longer after diagnosis
C-13; reducing the overall cancer death rate;
C-1; and increasing smoking cessation attempts;
TU-4 and recent smoking cessation success; and
TU-5 by adult smokers. Increasing tobacco cessation attempts and successes among cancer survivors will contribute to decreased morbidity and mortality.
National Prevention Strategy Key Direction/Priority
This proposal aligns with one of the seven priorities “Tobacco Free Living,” particularly with the recommendation to “Expand use of tobacco cessation services.”
CDC Winnable Battle
This proposal aligns with CDC Winnable Battle “Reducing tobacco use.” 
NCCDPHP Domain
Using cancer surveillance data to identify high risk populations and guide cancer control efforts is related to Center Domain 1, Epidemiology and Surveillance. 
Project Activities and Submission Requirements
Applications submitted in response to this SIP should present information that address the activities listed below:
Define population characteristics of cancer survivors and justify rationale for the selection. Propose methodology, including appropriate sample size and power calculations, for using cancer registries to identify potential study participants.
Propose a proactive tobacco cessation intervention with behavioral counseling and patient navigation components and an appropriate comparison intervention. Provide evidence for effectiveness and justification for selection. Propose methodology for implementation of the selected interventions. Describe how these interventions will be evaluated.
Describe planned collaborative relationship with cancer registry and provide evidence that cancer registry has agreed to participate; include human subjects review and IRB requirements and how and on what timeline these requirements will be met.
Describe any partnerships or collaborations utilized for implementation of intervention. Provide a detailed action plan for year 1 activities and provide a more general action plan for years 2 and 3 of the project.
Provide plan for disseminating the recruitment plan, intervention protocol, and project results.
Public Health Impact
Improving the success rates of tobacco cessation through more effective treatments will lead to better health outcomes among cancer survivors. The findings from this study can inform the development of tobacco cessation services in cancer survivorship plans.
Cancer survivors make up approximately 4% of the US population but 16% of new cancers (Wood et al, 2012). Addressing the health needs of cancer survivors, including tobacco cessation, is one of the priorities outlined in the National Action Plan for Cancer Survivorship: Advancing Public Health Strategies ( www​.cdc​.gov​/cance​r​/survi​vorsh​ip​/pdf​/plan​.pdf​). Although 69% of smokers in 2010 wanted to quit, only 6% were successful (Jamal et al 2011). 
Eligibility Criteria
The following criteria specific to this SIP will be used to determine the institution’s eligibility:
The institution must show evidence of access to the study population in the form of Letters of Support from the NPCR cancer registry assuring use of the cancer registry to identify and contact patients.
The institution must show evidence that the tobacco use data collected by the cancer registry have been evaluated and validated in the form of a table showing a frequency of tobacco use (never/current/former/unknown status by type of tobacco) in the cancer registry compared with the state.
The institution must show evidence that it is able to recruit enough participants into the study in the form of sample size and power calculations and the anticipated number of participants that could be recruited through the cancer registry.
Additional Review Criteria
In addition to the standard review criteria used to evaluate the scientific and technical merit of research applications (Significance, Approach, Innovation, Investigators, and Environment) the following additional review criteria specific to this SIP will be considered in the determination of scientific merit and the priority score:
Does the applicant provide evidence of prior experience developing and implementing behavioral interventions and patient navigation?
Does the proposed intervention include ongoing assessment and repeated intensive intervention as recommended in the Clinical Practice Guideline on Treating Tobacco Use and Dependence?
Does the evaluation of the intervention include common measures of tobacco cessation such as stages of change, 6-month abstinence, and 12-month tobacco abstinence?
Does the dissemination plan include at least 1 presentation and 1 peer-reviewed journal publication for the recruitment plan and intervention protocol and at least 1 presentation and 1 publication for the recruitment plan and intervention protocol and at least 1 presentation and 1 peer-reviewed journal publication for the project results?
Funding Preferences
None
Research Plan Length and Supporting Material
The Research Strategy Section of the Research Plan is limited to a maximum of 12 pages. Supporting material included as appendices may not exceed 10 PDF attachments. The appendices should include materials that show evidence of the applicant’s ability to successfully conduct the proposed project and other evidence deemed necessary to support the contents of the proposal.
Availability of Funds
It is anticipated that approximately $600,000 is available to fund 1 Prevention Research Center(s) for the 3-year project period. The average award for the recipient is expected to be approximately $200,000 for FY2015, $250,000 for FY2016, and $150,000 for FY2017. Funding may vary and is subject to change. The year one ceiling is $200,000.
Research Status
It is expected that this project will be non-exempt research. It is anticipated that this project will require local IRB approval. Applicants should provide a federal-wide assurance number for each performance site included in the project.
Applicants are advised that any activities involving standard information collection (i.e, surveys, questionnaires, data requests, etc.) from 10 or more non-federal individuals/entities are subject to Paperwork Reduction Act (PRA) requirements and may require the CDC to coordinate an OMB/PRA approval request.
Award Administration 
CDC Project Scientist/Scientific Collaborator will have substantial programmatic involvement that is above and beyond the normal stewardship role in awards. CDC staff will serve as consultants on this project, and will participate on this project as needed by providing consultation on the study design, data collection, and data analysis, and may co-author meeting abstracts and manuscripts if invited by the PI and when appropriate within the CDC Authorship Guidelines.
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SIP 15-004 Utilizing a Targeted Media Campaign and Community Health Workers to Increase Breast and Cervical Cancer Screening Among Muslim Women
Project Description and Objectives 
Breast and cervical cancer screening have contributed, in part, to the reduction of mortality rates due to these cancers in the United States,3-5 but screening rates have remained stable or decreased, respectively.6 The passage of the Affordability Care Act7 should remove the financial barrier to breast and cervical cancer screening by expanding coverage and eliminating cost sharing in Medicare and private plans. 8 To improve screening rates, increased education of women and providers through additional targeted outreach to under screened groups, including select minority groups, is needed.8 
There has been little focus on understandingthe knowledge, attitudes, beliefs and practices of breast and cervical cancer screening among Muslim women.9The Muslim population living in the United States is diverse with current estimates ranging from 2 to 9 million.10 There are 65% who are foreign born with Arabs and South Asians (Indians, Pakistanis, Bangladeshis, and Afghanis) as the major ethnic groups.10 Of the 35% who were born in the U.S., more than half are
African-American.10 Research has shown that Islamic beliefs and customs may influence factors that encourage or hinder Muslim women from participating in health seeking behavior, including adherence to breast and cervical screening.12-13,15 Specifically, hejab is an Islamic concept related to modesty, restrictions in dress and beliefs concerning privacy of the body. Hejab forbids revealing private parts of the body or discussing them with the opposite gender.9,11 Islam requires health professionals of the same gender to carry out medical exams and if one is not available, then the exam is permitted only if another female is present.
Limited studies have focused on understanding the knowledge, attitudes, beliefs and practices of Muslim women related to breast and cervical cancer screening. Although, in many cases, they share the same history, political, socio-economic, and health outcomes as non-Muslim women9, 12, due to cultural and religious constraints, there may be a disparity in breast and cervical cancer screening among Muslims. Religious and cultural practices may impact their adherence to breast and cervical screening exams.13-14One study on first-generation immigrant Muslim women in Chicago (Middle
Eastern 51%; South Asian 49%), showed only 52% had a mammogram within the past 2 years.15Because of the uniqueness of this population, educating and navigating Muslim women to receive breast and cervical cancer screening is essential to address the overarching Healthy People 2020 goal to reduce health disparities. The project will use community health workers (CHWs) to educate Muslim women about breast and cervical cancer, breast and cervical cancer screening, and access to breast and cervical cancer screening resources in their communities. The Lay Health Worker model will be used.The CHWs will be the bridge between the diverse group of Muslim women they serve and the health care system. The CHWs will implement a community intervention in communities with high concentration of Muslim women.  All women within the community will have access to the intervention, but data analysis will be focused on Muslim women.
Given the diversity of this disparate population, the goals of this study are to:
1. Increase awareness of breast and cervical cancer screening among Muslim women;
2. Using CHWs, navigate Muslim women into the healthcare system for quality breast and cervicalcancer screening and;
3. Ensure those with or at high risk for breast and cervical cancer have access to quality communityresources through community-clinical linkages.
Public Health Priorities
Healthy People 2020The findings from this project can play a significant role in ensuring women have access to critical breast and cervical cancer screening services for underserved women in the United States. A clearer understanding of how to increase knowledge and awareness of breast and cervical cancer screening in Muslim women will support some cancer goals in Healthy People 2020. 16
C–3      Reduce the female breast cancer death rate 
C-4       Reduce the death rate from cancer of the uterine cervix 
C-10     Reduce invasive uterine cervical cancer 
C-11     Reduce late-stage female breast cancer 
C-15     Increase the proportion of women who receive a cervical cancer screening based on the most recent guidelines
C-17     Increase the proportion of women who receive a breast cancer screening based on the most recent guidelines
National Prevention Strategy
This project also aligns well with the National Prevention Strategy, especially the strategic directions related to empowered people (“provide people with tools and information to make healthy choices”) and the elimination of health disparities (“support research to identify effective strategies to eliminate health disparities”).
NCCDPHP Domains
In addition, this project addresses the Domain 3 and 4 of community-clinical linkages and health systems interventions.
This project also addresses the following Division of Cancer Prevention and Control (DCPC) cancer focus areas of:
1) Breast Cancer for Promotion and Delivery/Quality of Service;
2) Cervical Cancer for primary prevention and screening and promotion; and
3) Congressional initiatives, Patient Protection and Affordable Care Act (Public Law 111-148) forencouraging participation in health systems.
 
Project Activities and Submission Requirements: 
Using appropriate research methods, applicants should design a study plan to do the following:
Describe the study rationale and proposed study design for assessing the impact of a community intervention regarding breast and cervical cancer screening among Muslim women from diverse racial/ethnic groups.
When developing the tailored health education curriculum, applicants may propose to use an existing intervention, adapt an existing intervention to Muslim women, or develop a novel intervention. Applicants must describe the process for development and/or adaptation of the intervention.
Describe the methods for analyzing, synthesizing, and disseminating key findings. 
Describe the methods that will be used to translate the key findings into future interventions for Muslim women.
Describe the evaluation plan to assess the effectiveness of the components of the intervention. Describe and provide evidence (such as supporting letters and publications) of sufficient institutional, community and other necessary support for carrying out this project. Identify key staff assigned to the project as well as any advisors on translation and dissemination of findings. For each person describe their demonstrated knowledge, experience, and ability in planning and conducting the type of research that is described above in complexity, scope and focus as well as experience in working with this population. Describe the resources and expertise that are or may be available to the research staff for conducting research in a timely and culturally appropriate fashion (e.g., consultants, facilities, etc.).
Provide a detailed timeline for completing the proposed activities within the 1-year and 3-year project periods.
Public Health Impact
This project will reduce a gap in knowledge relative to Muslim women’s healthcare and breast and cervical cancer screening among Muslim women. In addition to adding to the literature, these intervention tools and publications will: 
1. Provide the public health community (including clinicians) with culturally appropriate materials and strategies that are effective in serving Muslim women; 
2. Provide evidence-based risk-reduction messages and strategies for increasing breast and cervical cancer screening among Muslim women; and 
3. Increase public health capacity by contributing to increased workforce development of community health workers and increased social support within Muslim communities that will lead to an increased proportion of women who receive breast and cervical cancer screening based on the most recent recommendations.
Eligibility Criteria
The following criteria specific to this SIP will be used to determine the institution’s eligibility:
Applicants must show evidence of access to the study population in the form of Letters of Support from academicians, and clinicians.
Applicants must provide evidence that the project team will include subject matter experts on Muslim women’s health as evidenced in the Research & Related Senior/Key Person Section of the SF424(R&R).
Additional Review Criteria
In addition to the standard review criteria used to evaluate the scientific and technical merit of research applications (Significance, Approach, Innovation, Investigators, and Environment) the following additional review criteria specific to this SIP will be considered in the determination of scientific merit and the priority score:
Does the applicant demonstrate appropriate experience conducting community-based research in Muslim communities?
Does the applicant demonstrate the ability to address research questions about Muslim women and their health outcomes through evidence of current and past research studies on Muslim women?
Does the applicant demonstrate that the project team has successfully participated with previous research and/or has developed practice guidelines for research for Muslim women? Does the applicant demonstrate experience with successful partnerships or activities with diverse Muslim populations?
Does the applicant demonstrate knowledge on breast and cervical cancer screening?
Funding Preferences
None
Research Plan Length and Supporting Material
The Research Strategy Section of the Research Plan is limited to a maximum of 12 pages. Supporting material included as appendices may not exceed 10 PDF attachments. The appendices should include materials that show evidence of the applicant’s ability to successfully conduct the proposed project and other evidence deemed necessary to support the contents of the proposal. 
Availability of Funds
It is anticipated that approximately $500,000 is available to fund 1 Prevention Research Center for the 3-year project period. The average award for the recipient is expected to be approximately $100, 000 for year one, $150,000 for year two, and $250,000 for year three. Funding may vary and is subject to change. The year one ceiling is $100,000. 
Research Status
It is expected that this project will be non-exempt research. CDC staff will serve as consultants on this project. It is anticipated that this project will require local IRB approval. Applicants should provide a federal-wide assurance number for each performance site included in the project.
Applicants are advised that any activities involving standard information collection (i.e, surveys, questionnaires, data requests, etc.) from 10 or more non-federal individuals/entities are subject to Paperwork Reduction Act (PRA) requirements and may require the CDC to coordinate an OMB/PRA approval request.
Award Administration
CDC Project Scientist/Scientific Collaborator will have substantial programmatic involvement that is above and beyond the normal stewardship role in awards. CDC staff will serve as consultants on this project and will provide assistance on activities such as data collection procedures, as well as, this project and will provide assistance on activities such as data collection procedures, as well as, serve as co-authors on manuscripts, as requested.
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SIP 15-005 Economic Costs of Quality Assurance in Lung Cancer Screening Programs
 
Project Description and Objectives:
Each year in the United States 206,000 people are told that they have lung cancer, and 160,000 die of this disease.1 Lung cancer represents 14% of all invasive cancers diagnosed each year and 28% of all cancer deaths in the United States population.1 Lung cancer screening with low dose computed tomography (LDCT) is an evidence-based strategy to reduce lung cancer mortality.2 In 2013, the US Preventive Services Task Force (USPSTF) recommended annual lung cancer screening with LDCT for individuals ages 55 to 80, with a history of at least 30 pack years of cigarette smoking, and who are either current smokers or had quit within the past 15 years.2 Approximately 10 million people in the United States qualify for lung cancer screening with LDCT based upon these age and smoking criteria. 1
If lung cancer screening with LDCT is implemented following USPSTF recommendations, the estimated reduction in lung cancer–specific mortality is about 14%.2 However, lung cancer screening often detects small nodules that may require follow-up tests or repeat testing over 1-2 years to determine whether lung cancer is present.2 After this additional testing, many screen-detected abnormalities are found to be false positives.2
The USPSTF encouraged standardization of lung cancer screening with LDCT and the follow-up of abnormal findings to enable continuous improvement in screening program quality over time.2 The American College of Radiology (ACR) and the Society for Thoracic Radiology (STR) have published practice parameters for the performance and reporting of lung cancer screening, and recommend that "a rigorous quality assurance and medical outcomes audit program should be established at screening sites." 3 Specifically, ACR-STR recommend that "a lung cancer CT screening program have a documented policy for collecting outcomes data such as positive and negative screen rates, the rate of clinically significant incidental extrapulmonary findings, and false-positive finding rates."
Quality assurance and medical outcomes audit programs for lung cancer screening programs in community practice involve a number of challenges. First, quality is important in multiple aspects of lung cancer screening programs. Examples include: the appropriateness of screening referrals, and the indications and contraindications for the exam; the qualifications of the personnel providing exams; the technical specifications of the LDCT exam, including equipment quality control and radiation safety in imaging; the interpretation and communication of results; equipment specifications; morbidity and mortality associated with false-positive workups and biopsies; and the referral of current smokers for smoking cessation services. Second, different users (e.g., radiologists who provide the lung screening exams, decision makers that pay for lung cancer screening services, and state public health programs interested in lung cancer screening surveillance and tobacco control for current smokers who undergo lung screening exams) may have different perspectives on the relative importance of the specific quality elements. Third, the collection of the medical outcomes data may require information from contact with multiple types of health providers (e.g., radiology, pulmonary medicine, thoracic surgery, pathology, and smoking cessation professionals). Efficient data collection requires proper coding of the data elements for retrieval, and may require considerable effort unless electronic data systems have been established to facilitate retrieval.
The purpose of this SIP is to identify a small number of important and useful measures of quality assurance and medical outcomes for surveillance and evaluation of lung cancer screening with LDCT in community practice, and to estimate the cost of implementing and maintaining a quality assurance program that utilizes those measures.
The specific objectives are to:
(1) Develop an economic conceptual model for the costs of implementing and maintaining a rigorous quality assurance and medical outcomes audit program for lung cancer screening with LDCT and the follow-up of abnormal findings, where the model could be disseminated into community practice and easily applied in multiple practice settings. For this project, special emphasis should be placed on identification of a small number of measures of quality control that would be most important and useful from the perspective of: a) groups that pay for lung cancer screening services; and b) national, state, or local public health programs interested in surveillance of lung cancer screening program quality in community practice.
(2) Estimate the costs of implementing and maintaining a quality assurance and audit program for lung cancer screening with LDCT and the follow-up of abnormal findings, by using existing data to populate the economic conceptual model and to analyze costs. For this project, follow-up of abnormal findings includes additional testing to confirm the presence or absence of lung cancer, and excludes lung cancer treatment and palliative care after diagnosis. At a minimum, this SIP shall estimate costs at the individual practice level. If feasible, state and national cost estimates also are desired. For example, if multiple practice locations within a state are providing lung cancer screening with LDCT, what is the aggregated quality assurance cost for the state across multiple programs? Similarly, if quality assurance data is aggregated at the national level, what is the U.S. estimated total cost for quality assurance across multiple states?
(3) If data are not available for selected elements of the conceptual model, propose potential measures for future consideration by lung cancer screening programs.
Public Health Priorities
Healthy People 2020 Objective
This project will provide information about the costs of implementing and maintaining a quality assurance program for lung cancer screening with LDCT, an evidence-based strategy to reduce lung cancer mortality. Thus, project activities are consistent with  
Healthy People 2020 Objective 
C-2 to "Reduce the lung cancer death rate."
National Prevention Strategy
Improving Clinical and Community Preventive Services.
CDC Winnable Battle
Lung cancer screening is not listed as a CDC Winnable Battle. However, CDC has identified reducing tobacco use as a Winnable Battle, and smoking cessation services should be offered to current smokers who undergo lung cancer screening exams. In this project, the economic conceptual model should include the cost of quality measures for the tobacco-related preventive services that are part of the lung cancer screening program.
NCCDPHP Domain
Project activities also are consistent with the NCCDPHP Core Focus Area of Epidemiology and Surveillance. 
Project Activities and Submission Requirements:
Applications submitted in response to this SIP should present information that address the activities listed below:
Describe the proposed study questions, study rationale, and design.
Describe how the community of health providers who conduct lung cancer screening, groups responsible for payment, and other stakeholders with interests in lung cancer screening, smoking cessation, and surveillance will be engaged in the development of the economic conceptual model, and in the identification of a small number of the most important quality measures.
Provide examples of the specific elements proposed for consideration in the economic conceptual model for the costs of implementing and maintaining a rigorous quality assurance and medical outcomes audit program for lung cancer screening with LDCT and the follow-up of abnormal findings. The following examples are provided for illustrative purposes, but should not be considered as mandatory: rate of adherence to screening; percent of lung cancer screening exams classified as positive; percent of cases with lung cancer detected at an early stage (stage I or II); percent of positive results that were false positive; percent of positive LDCT exams resolved with repeat exam or further diagnostic imaging without an invasive diagnostic procedure; percent of positive exams that required invasive diagnostic procedures
(e.g., bronchoscopy; thoracoscopy; thoracotomy); major adverse events or major complications after the most invasive diagnostic evaluation procedure for a positive screening test when lung cancer was not diagnosed; deaths within 60 days after the most invasive screening related diagnostic procedure; and percent of current smokers referred for smoking cessation.
Describe methods that would be used to reduce the potential measures of quality to a small number that would be most important and useful from the perspective of: a) groups that pay for lung cancer screening services; and b) national, state, or local public health programs interested in surveillance of lung cancer screening program quality in community practice. Describe and provide evidence of access to existing data related to lung cancer screening with LDCT and the follow-up of abnormal findings. Provide examples of how these data could be used to populate the economic conceptual model and to analyze the economic costs of implementing and maintaining a quality assurance and medical outcomes audit program for lung cancer screening with LDCT.
Describe and provide evidence of sufficient institutional and other necessary support for carrying out this project.
Identify key staff who will be devoted to the project. For each person describe their demonstrated knowledge, experience, and ability in planning and conducting research related to this project.
Provide an evaluation plan to assess project performance and progress, including a detailed timeline for completing the proposed activities within the 12 month project period. Include a translation plan to describe how the study results will be: disseminated to the community of health providers who provide lung cancer screening, groups responsible for payment for lung cancer screening, and other stakeholders with interests in lung cancer payment for lung cancer screening, and other stakeholders with interests in lung cancer screening; and used to improve lung cancer screening with LDCT in community practice.
Public Health Impact
Lung cancer is a major cause of death and disability in the United States. Lung cancer screening with LDCT is an evidence-based strategy to reduce lung cancer mortality. This project will provide an economic conceptual model for the costs of implementing and maintaining quality assurance and medical outcomes audit programs for lung cancer screening with LDCT, with input from the community of health providers who provide lung cancer screening and other community stakeholders. The model will be designed to be easily applied in multiple practice settings. Information about the costs of quality assurance and audit programs is essential for clinicians who are planning and providing lung cancer screening services, groups responsible for payment for lung cancer screening, health policy decision makers, and state and local public health programs developing plans for surveillance of lung cancer screening in their communities.
Eligibility Criteria:
The following criteria specific to this SIP will be used to determine the institution’s eligibility:
Provide Letters of Support ensuring access to the study data at one or more of the clinical settings where the research will be conducted.
Demonstrate that at least one principal investigator (PI) or co-investigator of the proposed study team is a clinician knowledgeable about lung cancer screening at one or more of the clinical settings where the research will be conducted. This should be evidenced in the Research and Related Senior/Key Person section of the 424 (R&R).
Additional Review Criteria:
In addition to the standard review criteria used to evaluate the scientific and technical merit of research applications (Significance, Approach, Innovation, Investigators, and Environment) the following additional review criteria specific to this SIP will be considered in the determination of scientific merit and the priority score:
Does the applicant demonstrate prior experience in developing economic evaluation models and estimating costs for clinical services?
Does the applicant demonstrate prior experience in convening community partners to develop consensus on a small number of important and useful quality assurance measures?
Does the applicant demonstrate access to existing data about lung cancer screening with LDCT that could be used to populate the economic conceptual model and to estimate costs of implementing and maintaining a quality assurance and medical audit program?
Funding Preferences:
Does the applicant have letters of support from groups that pay for lung cancer screening services, the state Comprehensive Cancer Control Program, and at least one practice location or health system providing lung cancer screening with LDCT?
Does the applicant demonstrate evidence of access to existing data about lung cancer screening with LDCT that could be used to populate the economic concept model and to estimate costs of implementing and maintaining a quality assurance and medical audit program?
Research Plan Length and Supporting Material
The Research Strategy Section of the Research Plan is limited to a maximum of 12 pages.
The Research Strategy Section of the Research Plan is limited to a maximum of 12 pages. Supporting material included as appendices may not exceed 10 PDF attachments. The appendices should include materials that show evidence of the applicant’s ability to successfully conduct the proposed project and other evidence deemed necessary to support the contents of the proposal.
Availability of Funds
It is anticipated that approximately $250,000 is available to fund 1 Prevention Research Center for the 1-year project period. The award for the recipient is expected to be approximately $250,000. Funding may vary and is subject to change. The year one ceiling is $250,000.
Research Status
It is expected that this project will be non-exempt human subject research. It is anticipated that this project will require local IRB approval. Applicants should provide a federal-wide assurance number for each performance site included in the project.
Applicants are advised that any activities involving standard information collection (i.e, surveys, questionnaires, data requests, etc.) from 10 or more non-federal individuals/entities are subject to Paperwork Reduction Act (PRA) requirements and may require the CDC to coordinate an OMB/PRA approval request.
Award Administration
CDC will have substantial programmatic involvement that is above and beyond the normal stewardship role in awards. CDC staff will serve as consultants on this project and will provide technical assistance on activities associated with this award. The CDC Project Scientist/Scientific Collaborator will serve as the liaison between other scientific, technical, and programmatic staff within CDC and the funded investigators. In this role, the CDC Project Scientist will facilitate communications to enhance the relevance of the funded research to future CDC initiatives in the area of lung cancer screening with LDCT. CDC staff may provide comments as project consultants, but the grantee's decisions about study design and data collection methods will NOT require the approval of the CDC Project Scientist/Scientific Collaborator. CDC staff may be co-authors on manuscripts, but will not be first authors on manuscripts describing the major and most significant research findings associated with the study. CDC staff will not obtain any data with personal identifiers during or at the end of the project.
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SIP 15-006 Building Local Community Health Leadership for Action on Preventing Chronic Disease 
Project Description and Objectives
Many factors affect a wide range of health, functioning, and quality-of-life outcomes and risks.
These include: the availability and accessibility of resources to meet one’s daily needs; community structures; and the natural environment all contribute to positive health outcomes. Environmental conditions where people are born, live, learn, work, play, worship, and age can also have an impact. These social determinants of health and the health inequities that result have no single cause and public health cannot address them alone. It is, therefore, important to increase awareness and engage partners from multiple sectors and fields into the decision making processes that help foster livable, affordable, and healthy communities. 1
Community partnerships (for example, those with communities themselves, education, housing, media, planning and economic development, transportation and business) can work to achieve equitable outcomes by leveraging a diverse set of technical and community expertise. The collective and collaborative efforts of partners can lead to improvements in underlying community conditions that make healthy living easier, especially in underserved communities. 2The impact of these community collaborations are greatly enhanced when the capacity of the partners are themselves enhanced through mutual learning and leadership development opportunities.
Community health leadership programs typically provide support to individuals, organizations, or communities to promote change and build the community’s capacity to act. These programs may focus on a wide range of outcomes depending on the leadership program goal(s) and type of activities implemented. Evaluation of these action-oriented community health leadership programs includes measuring changes in participants’ knowledge, skills, or level of functioning to assessing the programs’ effect on organizations, communities, and the field. 3
The purpose of this SIP is to enhance the knowledge, skills, and capacities of community health advocates and decision makers from multi-sector community-based organizations/agencies/ institutions to assess local assets and needs in order to mitigate the negative effects of local social determinants of health. This SIP will also provide a better understanding of participants’ increased capacity to achieve community-wide outcomes and impact on social determinants of health. More specifically, the intent of this project is to:
Design and implement up to two community health leadership action institute(s). Design and implement an evaluation plan to examine short-, intermediate-, and long-term outcomes and impacts of the training.
Design and implement a dissemination plan for the findings.
Public Health Priorities Healthy People 2020 
This project relates to Healthy People 2020 Objectives4 in the topic area of: Social Determinants of Health. Specifically, these objectives include the following:
AHS-5.1 Increase the proportion of persons of all ages who have a specific source of ongoing care
AHS-6.1 Reduce the proportion of persons who are unable to obtain or delay in obtaining necessary medical care, dental care, or prescription medicines
ECBP-6 Increase the proportion of the population that completes high school
NWS-15 Increase the variety and contribution of vegetables to the diets of the population aged 2 years and older
PA-2 Increase the proportion of adults who meet current Federal physical activity guidelines for aerobic physical activity and for muscle-strengthening activity
PA-4 Increase the proportion of the Nation’s public and private schools that require daily
physical education for all students
PA-10 Increase the proportion of the Nation’s public and private schools that provide access to their physical activity spaces and facilities for all persons outside of normal school hours (that is, before and after the school day, on weekends, and during summer and other vacations)
TU-1 Reduce tobacco use by adults
TU-2 Reduce tobacco use by adolescents
TU-15 Increase tobacco-free environments in schools, including all school facilities, property, vehicles, and school events
National Prevention Strategy This project relates to the National Prevention Strategy: Strategic Directions.5 Specifically, these
Strategic Directions include the following: 
Healthy and Safe Community Environments: Create, sustain, and recognize communities that promote health and wellness through prevention. 
Empowered People: Support people in making healthier choices.
Elimination of Health Disparities: Eliminate disparities, improving the quality of life for all Americans.
Project Activities and Submission Requirements 
The overall purpose of this SIP is to support the implementation of a community health leadership action institute designed to enhance the knowledge, skills, and capacities of resident experts and representatives from multi-sector organizations/agencies to mitigate the negative effects of local social determinants of health. Additionally, this SIP will examine the outcomes and impact of community health advocates and multi-sector decision makers who participate in the institute(s) on local individuals, organizational, community, systems or environmental improvements.
Applications submitted in response to this SIP should present information that address the activities listed below:
Describe a recruitment plan for the community health leadership action institute participants, include how the applicant will ensure attendees are first time community health leadership program participants. 
Provide publications or reports of the institution’s selection criteria, curriculum, and type participants attending their past community health leadership program within the last five years. 
Identify community health leadership action institute candidates and prepare and empower them to develop and participate in health protection and health promotion activities for local improvements.
Develop and implement the community health leadership action institute curriculum and activities designed to effect individual, organizational, community, systems or environmental improvements. 
Design and implement up to two community health leadership action institute(s). Design and implement an evaluation plan to examine short-, intermediate-, and long-term outcomes and impact.
Describe and provide evidence of institutional and other necessary support for carrying out this project.
Describe the applicant’s previous experience with conducting community health leadership programs and describe the outcomes and impact from the community health leadership program described above.
Identify key staff that will be devoted to the project. For each person describe their demonstrated knowledge, experience, and ability in planning and conducting research including evaluation as described above.
Provide a timeline for all proposed activities and a detailed timeline for Year 1 activities. Provide and implement a dissemination plan for the project findings.
Provide a logic model with inputs, activities and their expected short-, intermediate-, and long-term outcomes and impact.
Public Health Impact
Community health leadership programs are designed to either enhance participants’ knowledge and skills or promote collaborations to create healthier environments. While evaluation of these programs may focus on changes in participants’ leadership competencies there are limited findings on the programs’ outcomes and impact on local improvements. The public health impact of this SIP will be demonstrated in the increased skills and leadership capacities of participants and their influence on local improvements in places where people live, learn, work, play, and worship.
Eligibility Criteria 
The following criteria specific to this SIP will be used to determine the institution’s eligibility:
Applicants must show evidence that the institution has previously evaluated a community health leadership program in the form of publications or reports within the last five years. The institution must provide evidence in the Research & Related Senior/Key Person Section of the SF424 (R&R) that the project team includes: 
Experts in implementation of community health leadership programs
An evaluator with experience in community health program evaluation
Additional Review Criteria 
In addition to the standard review criteria used to evaluate the scientific and technical merit of research applications(Significance, Approach, Innovation, Investigators, and Environment) the following additional review criteria specific to this SIP will be considered in the determination of scientific merit and the priority score. Does the applicant: 
Demonstrate ability to conduct up to two community health leadership action institutes per year?
Demonstrate prior experience in conducting community health leadership program evaluation?
Funding Preferences 
The following preference specific to this SIP will be considered in the funding decision:
Access to community health advocates and multi-sector decision makers addressing the health needs of vulnerable sub-populations (i.e., people of color, people with mental or substance use disorders, people in rural communities, people with disabilities, people with low income and those experiencing poverty, older adults, or people who identify as Lesbian, Gay, Bisexual or Transgender, etc.).
Research Plan Length and Supporting Material 
The Research Strategy Section of the Research Plan is limited to a maximum of 12 pages.
Supporting material included as appendices may not exceed 10 PDF attachments. The appendices should include materials that show evidence of the applicant’s ability to successfully implement and evaluate the proposed project and other evidence deemed necessary to support the contents of the proposal.
Availability of Funds 
It is anticipated that approximately $300,000 is available to fund 1 Prevention Research Center for a 2-year project period. The award for the recipient is expected to be approximately $150,000 for year one . Funding may vary and is subject to change based on the availability of funds. The year one ceiling is $150,000.
Research Status 
It is expected that this project will be non-exempt research. It is anticipated that this project will require local IRB approval. Applicants should provide a federal-wide assurance number for each action institute included in the project.
Applicants are advised that any activities involving standard information collection (i.e, surveys, questionnaires, data requests, etc.) from 10 or more non-federal individuals/entities are subject to Paperwork Reduction Act (PRA) requirements and may require the CDC to coordinate an OMB/PRA approval request.
Award Administration 
CDC Project Scientist will have substantial programmatic involvement that is above and beyond the normal stewardship role in awards. CDC staff will serve as a consultant and provide technical assistance to awardees to implement planned activities. At the request of the awardee, the CDC staff may be co-authors on manuscript(s). CDC will not have access to identifiable data collected from human subjects.
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SIP 15-007 HPV Vaccine Impact among Men who have Sex with Men (MSM) Project Description and Objectives
Objectives
Young men who have sex with men (MSM) are at high risk for developing HPV infection and associated disease including anal cancer, and may benefit from receiving HPV vaccine.1, 2In 2011, ACIP recommended routine vaccination of all U.S. males at ages 11 or 12 years, through age 21 years for men not previously vaccinated, and through age 26 years for MSM not previously vaccinated.3 Clinical trials of quadrivalent HPV vaccine in MSM were limited to those with 5 or fewer lifetime sexual partners; however, in practice, MSM seeking care are likely to have had more sexual partners.4  Additional information about type- and site-specific HPV infections in this population would help evaluate current recommendations and guide future policy.
The prevalence of oral, anal, and serologic evidence of HPV infections among young MSM has been occasionally studied 5-7 but impact of HPV vaccine among MSM in the target age range for HPV vaccine has not been established.8 Ongoing determinations of HPV prevalence in this population could be used for monitoring the impact of HPV vaccine introduction among MSM 
The purpose of this SIP is to better understand the impact of HPV vaccine among young MSM. Specifically, the project will determine the prevalence of oral, anal, and serologic HPV infection, as well as knowledge of HPV-associated diseases and uptake of HPV vaccine, among young MSM aged 18-26 years.
HealthyPeople2020 Objectives 
This project relates to Healthy People 2020 objectives in the topic area of Adolescent Health; Lesbian, Gay, Bisexual, and Transgender Health. Specifically, these objectives include the following:
STD-9: Reduce the proportion of with human papillomavirus (HPV) infection.
National Prevention Strategy Key Direction/Priority
N/A
CDC Winnable Battles
This project also relates to the CDC Global Winnable Battle of Global Immunization
NCCDPHP Chronic Disease Prevention and Health Promotion Domains
Furthermore, this project relates to CDC Center/Division goals and priorities in the areas of Community-clinical linkages; Epidemiology and surveillance (NCCDPHP domains), and Men who have sex with men (DSTDP Focus Area).
ProjectActivitiesandSubmission Requirements
Applications submitted in response to this SIP should present information that address the SIP purpose and activities listed below:
Describe the study rationale and proposed study design that will be used to obtain data on HPV vaccine impact from the target population of MSM who are within the age range for this vaccine as recommended by the Advisory Committee on Immunization practices (through age 26 years for MSM).
Design and implement a study to assess what percent of young MSM currently have evidence of current HPV infection (at anal, penile, and/or oropharyngeal sites) and/or prior HPV exposure (i.e., serum antibody), and determine correlates such as demographics, vaccine uptake and number of doses, HIV status, and other risk factors. Study should be sufficiently powered to detect impact of HPV vaccine on HPV prevalence (a ≥25% decrease) among
MSM.
Describe and provide evidence of access to the target population (MSM through age 26). Describe and provide evidence of sufficient institutional and other necessary support for carrying out this project. Identify key staff who will be devoted to the project, and for each person describe their skills and experience in planning and conducting research relevant to the project described above.
Provide a detailed timeline for completing the proposed activities within the project period.
PublicHealthImpact
The aim of this project is to evaluate the early impact of HPV vaccine among MSM, a population at high risk for HPV-associated disease who stand to benefit from vaccination. Information from this project could inform policy decisions for HPV vaccination and assist in the development of new policy.
Eligibility Criteria
The following criteria specific to this SIP will be used to determine the institution’s eligibility
Demonstrate access to at least two clinics with a focus on serving MSM, with the necessary number of patients to support recruitment. This should be evidenced by letters of commitment from the participating clinics; the letter should include information on number of patients available for recruitment.
Additional Review Criteria
In addition to the standard review criteria used to evaluate the scientific and technical merit of research applications (Significance, Approach, Innovation, Investigators, and Environment) the following additional review criteria specific to this SIP will be considered in the determination of scientific merit and the priority score:
Does the applicant demonstrate experience conducting research involving collection of biological specimens?
Does the applicant demonstrate evidence of experience with research involving MSM? Does the applicant demonstrate ability to access the target population of interest? Does the application demonstrate an understanding of the project objectives and an appropriate study design?
What will be the power of the study to detect vaccine impact on HPV prevalence? 
Funding Preferences
The following preferences specific to this SIP may be considered in the funding decision: Racial/ethnic diversity of study population.
ResearchPlanLengthandSupporting Material
The Research Strategy Section of the Research Plan is limited to a maximum of 12 pages. Supporting material included as appendices may not exceed 10 PDF attachments. The appendices should include materials that show evidence of the applicant’s ability to successfully conduct the proposed project and other evidence deemed necessary to support the contents of the proposal.
Availabilityof Funds
It is anticipated that approximately $660,000 will be available to fund 1 Prevention Research Center for the 2-year project period. The average award for the recipient is expected to be approximately $280,000. Funding may vary and is subject to change. The year one ceiling is $330,000.
ResearchStatus
It is expected that this project will be non-exempt research. It is anticipated that this project will require local IRB approval and review by the CDC IRB. Applicants should provide a federal-wide assurance number for each performance site included in the project.
Applicants are advised that any activities involving standard information collection (i.e., surveys, questionnaires, data requests, etc.) from 10 or more non-federal individuals/entities are subject to Paperwork Reduction Act (PRA) requirements and may require the CDC to coordinate an OMB/PRA approval request.
AwardAdministration
CDC Project Scientists will have substantial programmatic involvement that is above and beyond the normal stewardship role in awards. CDC staff will serve as consultants on this project for project design and methodology, implementation, analysis of data, and dissemination of results. CDC staff may be co-authors on manuscripts. CDC staff will not have contact with human subjects or data collected from human subjects. CDC staff may also request access to non-identified, coded data for which the link only exists at a secure location at the study site while the study is ongoing, and de-identified copies of all research data sets after the study data are finalized. Also, collaboration with the CDC HPV research laboratory is available for conducting laboratory testing of anal, penile, oropharyngeal, and/or serum specimens for HPV DNA and HPV antibody. References
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SIP 15-008 Mycoplasma Genitalium Among Men With Non-gonococcal Urethritis (NGU) Attending STD Clinics in the US
NOTE: This SIP has been withdrawn and CDC cannot receive applications for it.
Project Description and Objectives
Mycoplasma genitalium (M. genitalium) was initially isolated from men with non-gonococcal urethritis in 19801 and has become a well-established sexually transmitted infection.​	2 Previous​ surveys of M. genitalium prevalence in the U.S have been performed among various populations; prevalence estimates range from 1% to 22% depending on the risk-profiles of the population studied.3​-7​ Although there is sufficient epidemiologic evidence that M. genitalium can cause persistent or recurrent non-gonococcal urethritis in males, little is known about prevalence, co-infections and trends in antibiotic resistance.
Optimal treatment for M. genitalium remains unclear. Research has demonstrated that doxycycline is inefficient in eradicating M. genitalium. Azithromycin (1 gram dose once and extended azithromycin) is an effective treatment for M. genitalium, however macrolide resistance has been increasingly reported, in particular after single dose regimens.2 Failure to eradicate M. genitalium is​ associated with persistent urethritis; in the absence of nonadherence or reexposure, moxifloxicin (400 milligrams daily for 7 days) is the recommended treatment. 8 However there is emerging​ evidence that clinical strains of M. genitalium may have decreased susceptibility to fluoroquinolones.9 Surveillance for antimicrobial resistance in M. genitalium clinical strains is​ extremely limited as culture from clinical specimens is difficult.
Currently there is no commercially available diagnostic test for M. genitalium. Some reference laboratories have developed an in-house polymerase chain reaction assay and a research use only transcription mediated amplification assay has been developed by Gen-Probe (Gen-Probe, Inc., San Diego,CA)10; this test may be commercially available late 2014.​	 
The purpose of this SIP is to determine M.genitalium prevalence among men with NGU attending STD clinics; explore co-infections among men with NGU (Chlamydia trachomatis [CT], Neisseria gonorrhoeae[GC] and Trichomonas vaginalis [Trich]); and describe prevalence of macrolide and fluoroquinolone resistance in M. genitalium specimens in men with NGU. 
Public Health Priorities Healthy People 2020
This project relates to Healthy People 2020 objectives in the topics of Sexually Transmitted Disease and HIV Prevention. Specifically, these objectives include the following:
HIV-3: Reduce the rate of HIV transmission among adolescents and adults
National Prevention Strategy Key Direction/Priority
Reproductive and Sexual Health
Reproductive and Sexual Health
CDC Winnable Battles
HIV prevention
NCHHSTP Priority
CDC priorities on antibiotic-resistant infections http​://www​.cdc​.gov​/drugr​esist​ance​/threa​t​-repor​t​-2013​
/index​.html​  
Project Activities and Submission Requirements
Applications submitted in response to this SIP should present information that address the activities listed below:
Provide a research protocol explaining the design and implementation of a prospective study among men with NGU (sexually active men ≥ 18 years of age) attending STD clinics to evaluate the prevalence of M. genitalium, determine the risk factors for infection, and determine coinfections among men with NGU. 
Include description of how men with NGU will be identified
Describe the design of a sub-study performed among a subset of male subjects with treatment failure following treatment for NGU. Detail how these men will be identified and recruited in order to assess macrolide and fluoroquinolone resistance among this population.
Describe relationship(s) with STD clinics that provides services to the target population (sexually active males ≥ 18 yrs). The description for the clinics should: 
Provide detailed information on the current clinical practices of the selected clinic sites including (i)criteria for NGU diagnosis; (ii) how CT/GC screening/testing performed, e.g., do men receive NAATs, urethral swab.
Detail how STD clinic sites will be selected and recruited to join this study.
Report number of men with NGU seen at proposed clinics in the following years: 2014, 2013
Describe experience and capability to collect, aliquot, store, and ship clinical specimens. To ensure uniform diagnosis of M. genitalium infection and macrolide/fluoroquinolone resistance CDC will arrange for testing of urine, or urethral specimens at the Division of STD Prevention laboratory.
Describe and provide evidence of sufficient institutional and other necessary support for carrying out this project.
Identify key staff who will be devoted to the project. For each person describe their demonstrated knowledge, experience, and ability in planning and conducting research that is described above.
Provide a detailed timeline for completing the proposed activities within the 24 month project period.
Public Health Impact
The results of this project will describe (i) the prevalence of M. genitalium infection and identify if age-related or racial disparities exist; (ii) risk factors associated with M. genitalium infection; (iii) prevalence of co-infections with other common causes of NGU including Chlamydia trachomatis, Neisseria gonorrhoeae, and Trichomonas vaginalis; (iv) the prevalence of macrolide/ fluoroquinolone resistance among men and its association with treatment failure. These findings will have important implications for screening and treatment recommendations in the United States.
Eligibility Criteria
The following criteria specific to this SIP will be used to determine the institution’s eligibility:
Provide evidence of access to the study population in the form of Letters of Support from STD clinics that will recruit study participants
Demonstrate that at least one principal investigator (PI) or co-PI of the proposed study team is a clinician at the clinical setting where the research will be conducted or has previously collaborated with proposed project partners within the last five years, as evidenced in the Research & Related Senior/Key Person Section of the SF424(R&R). 
Additional Review Criteria
In addition to the standard review criteria used to evaluate the scientific and technical merit of research applications (Significance, Approach, Innovation, Investigators, and Environment) the following additional review criteria specific to this SIP will be considered in the determination of scientific merit and the priority score: Does the applicant:
Demonstrate the ability to enroll a minimum of 400 men with NGU over a 12 month time period?
Provide evidence of experience in conducting research in STD clinics?
Demonstrate willingness and describe an adequate approach for collaboration with CDC to develop and implement a research protocol?
Funding Preferences
None
Research Plan Length and Supporting Material
The Research Strategy Section of the Research Plan is limited to a maximum of 12 pages. Supporting material included as appendices may not exceed 10 PDF attachments. The appendices should include materials that show evidence of the applicant’s ability to successfully conduct the proposed project and other evidence deemed necessary to support the contents of the proposal.
Availability of Funds
It is anticipated that approximately $375,000 is available to fund 1 Prevention Research Center for the 2 year project period. The average award for the recipient is expected to be approximately $225,000 for the first year and $150,000 for the second year. Funding may vary and is subject to change. The year one ceiling is $250,000.
Research Status
It is expected that this project will be non-exempt research. It is anticipated that this project will require local IRB approval and review by the CDC IRB in order to receive a determination of non-engagement. Applicants should provide a federal-wide assurance number for each performance site included in the project.
OMB/PRA is expected to apply.
Award Administration
CDC Project Scientist/Scientific collaborator will have substantial programmatic involvement that is above and beyond the normal stewardship role in awards. CDC staff will serve as consultants on this project and will provide technical assistance to the selected sites.
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SIP 15-009 Serosorting and Other Seroadaptive Behaviors Among Men Who Have Sex With Men (MSM) in the US-designing a Brief Survey Tool for Use in Clinical Practice Project Description and Objectives
Seroadaption describes a diverse set of potentially harm-reducing behaviors that use HIV status to inform sexual decision making; examples include serosorting, seropositioning (selectively practicing insertive or receptive anal sex in certain positions based on a partner’s HIV status) and selectively having only oral sex.1 Serosorting is defined by CDC as "a person choosing a sexual partner known to be of the same HIV serostatus often to engage in unprotected anal intercourse, in order to reduce the risk of acquiring: or transmitting HIV". 2 CDC does not recommend serosorting as a safer sex practice, however a diverse set of MSM engage in serosorting. The prevalence of seroadaptive behaviors varies among unique MSM populations. One study in San Francisco presented data that among MSM, prevalence of seroadaptive behaviors has increased from 36% in 2004 to 47% in 2011.3 HIV-positive men were more likely to engage in seroadaptive behavior patterns compared to HIV-negative men.
Some evidence suggests that serosorting may increase HIV acquisition.4 In settings with low HIV testing rates, serosorting can more than double the risk of HIV acquisition.5 Seroadaptive behaviors do not protect against sexually transmitted infections.
Pre-exposure prophylaxis (PrEP) is a HIV prevention strategy in which people without HIV take antiretrovirals (tenofovir/emtricitabine) as a daily pill to prevent HIV acquisition. The U.S. Food and Drug Administration (FDA) approved the use of tenofovir/emtricitabine as PrEP to be taken once daily and used in combination with safer sex practices to reduce the risk of sexually acquired HIV infection in 2012. Although PrEP provides protection against the acquisition of HIV it does not protect against other STIs including syphilis, gonorrhea (GC) or chlamydia (CT). With the upcoming roll-out of PrEP in the MSM community it is important to understand what impact PrEP may have on incident STIs including syphilis , urethral and rectal GC and CT 
Additional research is needed to understand the prevalence, risk and benefits of seroadaptive practices and PrEP awareness/use among MSM.  Among the questions that could be addressed are those relating to age-related and racial/ethnic disparities, intention to serosort by type of partner and HIV infection, and adherence.
Serosorting behaviors are complex and have historically been measured within the context of research studies, many of which involve several questions for all enumerated sexual partners. The complexity of these quantitative assessments has been challenging to implement within the context of a routine STD clinic behavioral risk assessment or as part of standard HIV and STD partner services interviews. This SIP seeks to develop a brief clinical tool to ascertain seroadaptive behaviors among HIV-infected and HIV-uninfected MSM at risk of STD acquisition.
Objectives:
1. To conduct formative research among a racially diverse group of MSM to investigateseroadaptive practices and awareness and use of PrEP among HIV-infected and HIV-uninfected
MSM
2. To develop, pilot and refine a tool for use in clinical and outreach settings to assess seroadaptivepractices, condom use and HIV testing among MSM
Public Health Priorities
Healthy People 2020 This project relates to Healthy People 2020 objectives in the topics of Sexually Transmitted Disease and HIV Prevention. Specifically, these objectives include the following:
•    HIV-3   Reduce the rate of HIV transmission among adolescents and adults 
National Prevention Strategy
Key Direction/Priority Reproductive and Sexual Health
CDC Winnable Battle
HIV prevention
Project Activities and Submission Requirements
Applications submitted in response to this SIP should present information that address the activities listed below:
Project activities:
· Conduct formative research to assess seroadaptive and HIV testing practices and related behaviors among a diverse population of MSM.
· Based on those findings, draft and test a tool for use in clinical and outreach settings to assess seroadaptive practices, condom use, and HIV testing among MSM.
 
· Describe experience with qualitative formative research among MSM.
 
· Describe and provide evidence of access to the target population (sexually active MSM ≥18 yrs).
 
· Population should contain HIV+ and HIV- participants.
 
· Population should be racially/ethnically diverse with representation of African-American and/orHispanic MSM.
 
· Detail plans for collection of data
· Describe staffing, proposed locations and draft questions for formative research
•Describe experience with development of clinical risk assessment development, including translation of qualitative formative research into quantitative measures and brief tool piloting and validation.
· Describe applicant's relationship(s) with STD clinics and MSM-friendly healthcare providers thatprovide services to the target population where seroadaptive behavior tool will be piloted.
· Provide a brief description of the demographics for the clinic sites selected (race/ethnicity,gender and age distribution).
· Describe and provide evidence of sufficient institutional and other necessary support for carryingout this project.
Identify key staff who will be devoted to the project. For each person describe their demonstrated knowledge, experience, and ability in planning and conducting research that is described above.
Provide a detailed timeline for completing the proposed activities within the 12 month project period.
Public Health Impact
Seroadaptive behaviors, including serosorting, are not recommended over consistent condom use as a harm reduction strategy.7 The effectiveness of serosorting for HIV prevention depends on the accuracy of individuals' serostatus disclosures and some evidence suggests serosorting may increase
HIV transimission. 4,5 However, seroadaptive behaviors are prevalent among MSM.3,8 Among
HIV-infected persons, PrEP is a new HIV prevention strategy in which antiretrovirals
(tenofovir/emtricitabine) are prescribed as a daily pill to prevent HIV acquisition. Though these HIV harm-reduction strategies are in practice, several questions remain regarding knowledge, disparities, prevalence, practices by partnership type and sexual behaviors or intent around PrEP. This project prevalence, practices by partnership type and sexual behaviors or intent around PrEP. This project seeks to conduct important qualitative research among MSM to help answer some of these questions. In addition this project will produce a brief survey tool that can be used in clinical practice, outreach settings and during disease intervention specialist (DIS) interviews of incident HIV or syphilis cases. This survey tool will enable clinical providers and DIS to quickly and accurately determine seroadaptive behaviors and practices among MSM patients and provide targeted and tailored HIV prevention messaging and risk-reduction strategies.
Eligibility Criteria
Provide evidence of access to the study population in the form of Letters of Support from STD clinics and MSM-friendly health care providers that will recruit study participants
Additional Review Criteria
In addition to the standard review criteria used to evaluate the scientific and technical merit of research applications (Significance, Approach, Innovation, Investigators, and Environment) the following additional review criteria specific to this SIP will be considered in the determination of scientific merit and the priority score:
Does the applicant:
•    Provide evidence of experience in conducting qualitative research in STD clinics? Funding Preferences
The following preference specific to this SIP will be considered in the funding decision:
Selected site will demonstrate accessibility to MSM of color (African American, Hispanic).
Research Plan Length and Supporting Material
The Research Strategy Section of the Research Plan is limited to a maximum of 12 pages. Supporting material included as appendices may not exceed 10 PDF attachments. The appendices should include materials that show evidence of the applicant's ability to successfully conduct the proposed project and other evidence deemed necessary to support the contents of the proposal.
Availability of Funds
It is anticipated that approximately $225,000 is available to fund 1 Prevention Research Center(s) for the 1-year project period. The average award for the recipient is expected to be approximately $225,000. Funding may vary and is subject to change. The year one ceiling is $225,000.
Research Status 
It is expected that this project will be non-exempt human subjects research. It is anticipated that this project will require local IRB approval. Applicants should provide a federal-wide assurance number for each performance site included in the project.
 
Award Administration
CDC Project Scientists/Scientific Collaborator will have substantial programmatic involvement that is above and beyond the normal stewardship role in awards. CDC staff will serve as consultants on the project and will provide technical assistance to the selected sites as requested. CDC staff may be co-authors on manuscripts within the CDC Authorship Policy and as requested by the PI.
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SIP 15-010 Planning, Implementing and Evaluating Physical Activity and Public Health Training Courses 
Project Description and Objectives
In addressing the burden of disease and disability from physical inactivity, CDC has long recognized the need to educate and train practitioners and researchers to effectively increase the physical activity practice and research capacity, and the number of professionals qualified to implement relevant physical activity community interventions and conduct research in this area. 
The infrastructure and workforce related to physical activity and public health is truly multidisciplinary in nature, yet, historically students are trained in either physical activity/exercise science or public health. In the last two decades, Physical Activity and Public Health has emerged as a respected discipline in its own right; in part, through recognition that physical activity researchers and public health researchers, and physical activity practitioners and public health practitioners, needed to come together to gain a common language and world view of physical activity and public health in order to begin to address lack of physical activity as a major public health concern.1
To advance what is evolving and maturing into the field of Physical Activity and Public Health, it is important to bring together international and national leaders to work with emerging scholars and practitioners. One way to accomplish this is through an intense education training experience that brings together current and emerging leaders in Physical Activity and Public Health to exchange state-of-the-art knowledge related to research and practice. 1 This type of exchange or “think tank” can occur in Physical Activity and Public Health Training courses where faculty and students network and can have in-depth interactions and discussions about how to improve study methods to answer important public health research questions; leverage funding opportunities; raise issues answer important public health research questions; leverage funding opportunities; raise issues related to partnership building and sustainability; learn about community-based physical activity interventions and programs; physical activity community audits of the built environment; or how to evaluate physical activity programs in different community settings.
High caliber training courses for researchers and practitioners that build upon and strengthen the foundation of the Physical Activity and Public Health field will help equip researchers and practitioners to advance this field and CDC’s mission by increasing public awareness and knowledge about the importance of physical activity, and increasing physically active behaviors among the general population. Further, a researcher’s course may help build our nation’s capacity to ask and answer the most critical research questions facing a largely inactive society by producing a core group of researchers wanting and able to do applied, community-wide or community-based physical activity research and public health interventions. Similarly, a practitioner’s course could result in a core group of practitioners returning to their states, communities, or community-based settings armed with state-of–the art information and resources to promote and increase physical activity. Finally, bringing researchers and practitioners together in a unique training experience may facilitate an appreciation and understanding of the importance of translating and applying research to practice and provide professional networking opportunities to do so.
The purpose of this SIP is to plan, implement, and evaluate two physical activity and public health courses; one for post-doctoral researchers, and one for practitioners. The intent is for both courses to be offered in tandem at a single location and conducted in the fall of 2016 and the fall of 2018. The bi-annual courses are to be planned, implemented, and evaluated with assistance from a steering committee of nationally and internationally renowned faculty. The courses should address at least the following objectives:
Equip researchers in exercise science with the ability to ask research questions and seek funding related to conducting applied, community-based research that has the potential to impact racial and ethnically diverse populations at the neighborhood, community, state, or national level.
Equip researchers in public health to better understand physical activity issues (e.g., physical activity types, measurement, relative vs. absolute intensity of activity, barriers to physical activity, and issues specifically related to physical activity and women, youth, and older adults).
Provide an intense experience for practitioners in both the physical activity and public health fields to come together to share with each other scientific findings as well as best- and emerging-practice approaches related to physical activity, multi-level interventions and/or programs taking into account an ecological perspective (e.g., personal, interpersonal, organizational, environmental, and legislative/policy levels).
Join both researchers and practitioners to interact in a substantive experience to explore what is known and what works in physical activity and public health, given the importance of moving research to practice. This knowledge exchange should focus on policy, systems and environmental interventions consistent with a public health approach for changing population levels of physical activity.
Public Health Priorities 
Healthy People 2020 Objective
Physical Activity
National Prevention Strategy
National Prevention Strategy
This SIP aligns with Active Living priority promoting the engagement in regular physical activity as one of the most important things that people of all ages can do to improve their health.
CDC Winnable Battle
This SIP aligns with Nutrition, Physical Activity, and Obesity priority to increase the number of people who meet the Physical Activity Guidelines for Americans.
NCCDPHP Domain
Domain 2 – Make healthy behaviors easier and more convenient for more people.
Project Activities and Submission Requirements 
Applications submitted in response to this SIP should present information that address the activities listed below:
Describe the establishment of two steering committees consisting of leaders in the field, one for the researcher’s course and one for the practitioner’s course, and describe how the steering committees will be used to plan, implement and evaluate the courses. Develop objectives and goals for the researchers and practitioners courses.
Determine how many students can be admitted to each course and the review process to determine who is admitted.
Describe the daily course themes, schedules, content areas and presentations that may be addressed during the researcher’s course and practitioner’s course by potential speakers having national and/or international reputations as leaders in the Physical Activity and Public Health field. Presentations should be planned such that there are daily sessions that are relevant to both researchers and practitioners as well as daily sessions offered specifically to researchers and practitioners.
Describe experiential learning experiences that Fellows in the courses should be involved in related to their actual work in research or practice settings. These should include research projects or programmatic activities actually facing the Fellows upon their return home to their worksite.
Describe how time will be built into the training courses to promote learning through faculty mentorship of Fellows, both formally and through informal networking opportunities. Describe plans to bring researchers and practitioners together for a substantive joint or combined learning or practicum experience.
Describe development and implementation of an evaluation plan. The plan should address outcomes such as quality of faculty speaker performance and presentations; Fellow satisfaction with the courses, on a daily basis and post-course, and whether Fellows thought the course objectives and goals were met overall. The evaluation approach should demonstrate how evaluation results will be used to improve the next course offering.
Identify a setting or venue to conduct the courses. Describe the plans for accommodations and meals for course Faculty and Fellow attendees. The venue should facilitate and support the networking, mentoring and immersion characteristics of the courses, and also be situated in a venue that encourages a variety of safe and easily accessible daily physical activity. Describe plans on how course materials will be selected and prepared for all Faculty and Fellows and how reference books and articles will be available to support the Fellows during development of research and program/practice projects.
Describe plans to arrange for telecommunications, copying, audio/visual, and computer support for the courses.
support for the courses.
Describe a system or personnel that will be put in place to facilitate administration, logistics, and financial management of the courses.
Public Health Impact
The project has potential to have significant public health impact through building a well-trained group of researchers and practitioners that can advance the field of physical activity and CDC’s mission by increasing public awareness and knowledge about the importance of physical activity, and increasing physically active behaviors among the general population through the work they conduct as researchers or practitioners.
Additional Review Criteria
In addition to the standard review criteria used to evaluate the scientific and technical merit of research applications (Significance, Approach, Innovation, Investigators, and Environment) the following additional review criteria specific to this SIP will be considered in the determination of scientific merit and the priority score: Does the applicant:
Document significant knowledge, experience and expertise in the field of Physical Activity and Public Health in general, and about content areas related specifically to select topics in the field? These areas may include, but not are not limited to, physical activity design and research methods, physical activity assessment, physical activity intervention/programs and promotion among population groups (e.g., by sex, age, race or ethnicity), the relationship between physical activity and health outcomes, physical activity policy, systems, and environmental approaches, national and international influences on physical activity (such as national campaigns, guidelines/recommendations across countries), community-wide or community-based interventions, building and sustaining physical activity partnerships, community audits/assessment tools, physical activity evaluation.
Show evidence of having established ties and relationships with highly accomplished and experienced researchers and practitioners in the field as well as new emerging leaders that can be relied upon to help guide the courses and serve as course faculty? 
Show evidence of having an established successful track record in conducting continuing education training courses for public health researchers and practitioners of the scope and magnitude described in this SIP? 
Funding Preferences
None
Project Plan Length and Supporting Material
The Strategy Section of the Project Plan is limited to a maximum of 12 pages. Supporting material included as appendices may not exceed 10 PDF attachments. The appendices should include materials that show evidence of the applicant’s ability to successfully conduct the proposed project and other evidence deemed necessary to support the contents of the proposal.
Availability of Funds
It is anticipated that approximately $400,000 is available to fund 1 Prevention Research Center for the 4-year project period. Year 1 and Year 3 funding will be approximately $150,000 to support planning and delivery of the courses, Year 2 and Year 4 funding will be approximately $50,000 to support evaluation and course assessment, and close out of course delivery. Funding may vary and is support evaluation and course assessment, and close out of course delivery. Funding may vary and is subject to change. The Year one ceiling is $150,000.
Research Status
The project will not involve human subject research; therefore it is not expected to require IRB approval.
Applicants are advised that any activities involving standard information collection (i.e, surveys, questionnaires, data requests, etc.) from 10 or more non-federal individuals/entities are subject to Paperwork Reduction Act (PRA) requirements and may require the CDC to coordinate an OMB/PRA approval request.
Award Administration 
A CDC Project Scientist will have substantial programmatic involvement that is above and beyond the normal stewardship role in awards. The CDC Scientist will serve as consultant and technical advisor on the project methods.
References
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SIP 15-011 Implementation and Evaluation of a Mall Walking Program 
 
Project Description and Objectives
Low levels of physical activity and poor nutrition are leading contributors to some of the most urgent health challenges facing our country today, including obesity, high blood pressure, heart disease, cancer and diabetes. Yet, fully 81% of U.S. adults do not meet federal guidelines for aerobic physical activity and muscle strengthening.1 Physical activity helps control weight, but it has other benefits.2 People who are physically active live longer and have a lower risk of heart disease, stroke, type 2 diabetes, depression, and some cancers. 2 For older adults, benefits associated with physical activity may also include better cognitive function, functional health and prevention of falls.
Physical activity, in the form of walking, can help improve health even without weight loss.
Improving spaces and having safe places to walk can help more people become physically active. 3 Effective walking programs that have the potential to be packaged and disseminated on a large scale among communities throughout the U.S. are lacking. Such programming could go far to achieving the Winnable Battle related to physical activity. 4 Shopping malls currently represent a setting that may fill this void. Walking in shopping malls (mall walking) is the second most frequently used venue for walking5, and mall walking is a popular physical activity among middle-aged and older adults.6
Malls are usually placed on the outskirts of rural towns and in suburban environments. Over the past 40 years, malls have often served as a retail center in these communities. While new trends in development may change the physical nature of malls, the function of having retail centers will likely remain the same. Some suburban areas have “retrofitted” these areas with town centers converting the traditional “big box” to a concentration of outdoor shops. However, the function has largely remained the same, a central retail district where people shop. Therefore, malls in some form or fashion are likely to remain a part of our community fabric for some time to come. Many malls are looking for new ways to attract customers. In addition, in many places, they are one of the few safe, easy, and attractive places to walk. In colder climates, they also provide a refuge from snow and ice. As such, formal mall walking programs could meet the retailers’ needs of increasing foot traffic as well as provide a safe, easy, and attractive venue for people to walk.
The purpose of this SIP is to increase the availability and accessibility of opportunities for walking using a promising, yet, potentially underutilized venue, shopping malls. This proposal seeks to test the effectiveness of a mall walking program, and determine the costs, barriers, and facilitators to implementation.
The intent is for applicants to plan a well-designed mall walking intervention based on state-of-the-art knowledge about mall walking programs. A resource available is the CDC Mall Walking Program Guide. 7 The desired characteristics of the mall walking intervention include:
A study sufficient in length to change desired study outcomes [e.g., if study outcomes include physiological measures, such as blood, pressure, BMI, etc. a mall walking study of too short duration may not lead to desired physiological changes]
A study powered at a level to detect anticipated changes in outcome measures.
A study design that allows for a comparison group 
Follow-up assessment of the sustainability of study effects, after the study intervention period ends.
The mall walking program should be placed in a community or neighborhood mall where a walking program does not exist.
Possible outcomes could include number of program participants, program adherence, physical activity behavior assessed by step counts/pedometers, minutes of activity, physiological, psychological, or social constructs/measures.
An analytic plan for the study that incorporates cost analyses capable of determining the costs involved with a mall walking program start-up and program sustainability; economic benefit of mall walkers to mall retailors, and costs required of mall walker participants.
Objective 1: Plan and implement a mall walking program in a mall without a current mall walking program.
Objective 2: Evaluate the planning and implementation of the mall walking program as well as outcomes associated with participation in the program.
Objective 3: Conduct a cost analysis of the program.
Objective 4: Identify barriers/challenges and facilitators of planning and implementing the mall walking program.
Objective 5: Disseminate study findings to key stakeholders.
Public Health Priorities
Healthy People 2020 
HP 2020 objectives that will be addressed are Physical Activity (PA) 1, PA 2.1, Older Adults (OA) 5, and OA 6.
National Prevention Strategy Key Direction/Priority
The strategic direction being addressed is Healthy and Safe Community Environments: Create, sustain, and recognize communities that promote health and wellness through prevention. The Active Living priority and recommendation to: Facilitate access to safe, accessible, and affordable places for physical activity, is also addressed.
CDC Winnable Battle 
Nutrition, Physical Activity, and Obesity
Aligned Goal: Increase the number of people who meet the Physical Activity Guidelines for Americans
NCCDPHP Domain
This project will promote more physical activity among mid-life and older adults by addressing the
NCCDPHP domain related to: POLICY AND ENVIRONMENTAL INTERVENTIONS. Make healthy behaviors easier and more convenient for more people.
Project Activities and Submission Requirements
Applications submitted in response to this SIP should present information that address the activities listed below:
A description of the intervention design that includes: 
Where the intervention will occur and why
The components of the intervention
The study population including how participants will be recruited
What the comparison group will be and the rationale for this comparison group Proposed outcome measures, how they will be measured, the rationale for choosing them and their validity/reliability, if known. The outcome should minimally include a measure of walking or physical activity. Examples of other possible outcomes include those related to physical, emotional, or social constructs
Proposed process measures, how they will be measured and the rationale for choosing them. Examples of possible measures include participation rates and barriers to participation 
Anticipated effect size for primary outcome and evidence that sample size is sufficient to detect this sample size he length of the intervention
How the sustainability of intervention effects will be evaluated.
·A description of the data analysis that includes: 
What statistical approach will be used
How data will be cleaned and stored
A description of how study effectiveness will be evaluated to include process measures
(steps taken to implement the mall walking program-lessons learned) and the identification of outcome measures and how pre-test post-test and follow-up data will be analyzed.
A description of the cost analysis that includes: 
What type of cost analysis will be done
What costs will be collected and how
A plan for dissemination of study results that includes: How results will be disseminated to scientific audiences
How results will be disseminated to non-scientific audiences such as mall managers or public health practitioners 
Public Health Impact
If this intervention is successful and disseminated broadly, implementation of mall walking programs could increase the number of Americans who are physically active and who meet recommended levels of physical activity. Increasing physical activity levels is associated with improved health status.
Eligibility Criteria
The mall management should indicate their agreement to be a mall study site in the form of a Letter of Support assuring access to the mall by researchers conducting the study and study participants/walkers.
Additional Review Criteria 
In addition to the standard review criteria used to evaluate the scientific and technical merit of research applications (Significance, Approach, Innovation, Investigators, and Environment) the following additional review criteria specific to this SIP will be considered in the determination of scientific merit and the priority score: Does the applicant:
Document their knowledge about conducting applied community-based research related to walking behaviors, and walking interventions and/or programs, and describe the experience and expertise of staff who will be conducting the evaluation of the mall walking programs? Show evidence of access to a mall/mall manager and the potential to recruit a sufficient number of walkers to adequately power the study? 
Funding Preferences 
None
Research Plan Length and Supporting Material –
The Research Strategy Section of the Research Plan is limited to a maximum of 12 pages. Supporting material included as appendices may not exceed 10 PDF attachments. The appendices should include materials that show evidence of the applicant’s ability to successfully conduct the proposed project and other evidence deemed necessary to support the contents of the proposal. Included in the research plan should be:
The applicant should document any related published work he/she has done that would suggest the potential to successfully conduct this study.
The applicant should include copies of any data collection forms that might be used as part of this study (e.g., exercise logs; program attendance). 
Availability of Funds
It is anticipated that approximately $200,000 is available to fund 1 Prevention Research Center for the 2-year project period. The average award for the recipient is expected to be approximately $100,000 - $150,000. Funding may vary and is subject to change.The year one ceiling is $150,000. Note: Any purchase of equipment will need to be returned to CDC at the conclusion of the study.
Research Status
It is expected that this project will be non-exempt research. It is anticipated that this project will require local IRB approval. Applicants should provide a federal-wide assurance number for each performance site included in the project
Applicants are advised that any activities involving standard information collection (i.e, surveys, questionnaires, data requests, etc.) from 10 or more non-federal individuals/entities are subject to
Paperwork Reduction Act (PRA) requirements and may require the CDC to coordinate an OMB/PRA approval request.
Award Administration
CDC Project Scientist/Scientific Collaborator will have substantial programmatic involvement that is above and beyond the normal stewardship role in awards.
The CDC Scientific Collaborator will monitor progress of the project, participate in project meetings when appropriate and answer questions related to the project, as requested. If appropriate, the CDC Scientific Collaborator may be co-author on a paper published as a result of this study. The CDC Scientific Collaborator will not have contact with human subjects or have access to any identifying information of individual subjects.
References
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Q&As RFA-DP-15-008
SIPs
 SIP-003
Question 1: X is not part of CER data collection program so we were planning to use data on patient smoking status from our EMR system. Is this acceptable for this project?
Answer: Yes, smoking status from the EMR system is acceptable. See paragraph 4, sentence 2:
“Additionally, some state cancer registries may collect information about tobacco use as meaningful use in electronic health records.” Also see Eligibility Criteria 2: “The institution must show evidence that the tobacco use data collected by the cancer registry have been evaluated and validated in the form of a table showing a frequency of tobacco use (never/current/former/unknown status by type of tobacco) in the cancer registry compared with the state.”
 SIP-011
Question2: What is meant by where a mall walking program (MWP) does not exist? I understand that we would not want to plan to put a MWP where a program is already up and running. But many malls have mall walking (e.g. open their doors early, people walk before the stores open etc.) but not structured programs (e.g. name tags, leader, place to hang your coat, incentives, events, maps with routes etc.). Is it ok to work (e.g. name tags, leader, place to hang your coat, incentives, events, maps with routes etc.). Is it ok to work with a mall with walking, but not with a structured program?
Answer: Yes, it is OK to start a formal mall walking program in a mall where informal walking is occurring.
 SIP 001
Question 3: In May 2014, we submitted an application to SIP 14-00X. There are obvious similarities (and noted differences) between project descriptions, objectives, activities, and submission requirements for SIP 14-00X and SIP 15-001. Would addressing the previous reviewers’ comments to our first proposal (SIP 14-00X) be recommended for our planned proposal to SIP 15-001?
Answer: While there may be similarities between SIP 15-001 and previous SIP topics, an application should address the objectives, activities, and intent of this SIP. We cannot comment on specific approaches to use in developing your application, but we can provide the intent of the SIP: The purpose of this project is to use an existing, multifaceted self-management educational program and to refer patients to that program at the completion of cancer treatment, during or around the time that cancer survivorship care plans are developed. The educational program should reflect the definition and aims of self-management education and address a variety of issues—including medical, emotional, and role management of survivorship. Research goals should focus on assessing: (1) the feasibility of referring cancer survivors to SM program(s) within the context of cancer survivorship care planning, (2) the barriers and facilitators to uptake of SM programs among a diverse population of cancer survivors, (3) benefits to the cancer survivor and his/her family associated with completing SM training (as compared to not completing training), and (4) the costs and cost-savings associated with completing SM education at the completion of cancer treatment.
 SIP General
Question 4: Are collaborative SIP applications between an existing PRC and a former PRC viewed favorably?
Answer: Decisions on the approach for a SIP topic, including the makeup of the research team and potential collaborators, are up to the applicant.  Applications will be reviewed based on their scientific and technical merit, using the review criteria in the announcement.
 SIP General
Question 5: Which cost principles are the 2015 SIPs under: (1) Old OMB Circular A-21 (since supplement to existing 2014 award) or (2) New Uniform Guidance (since money for new SIPs awarded in 2015)?
Answer: In the FOA Section VI. Award Administration Information; 2. CDC Administrative Requirements see new AR-21 (2 CFR part 220); “Cost Principles for Educational Institutions” The applicant can obtain guidance for completing a detailed justified budget on the CDC website, at the following Internet address: http​://www​.cdc​.gov​/od​/pgo​/fundi​ng​/budge​tguid​e​.htm​.
 SIP-010
Question 6: As a part of the Project Activities and Submission Requirements, it outlines that applicants must
“Determine how many students can be admitted to each course and the review process to determine who is admitted.”
Answer: As a part of the Project Activities and Submission Requirements, it outlines that applicants must “Determine how many students can be admitted to each course and the review process to determine who is admitted.”  SIP General
Question 7: Are there budgetary restrictions regarding meeting materials. For example can funds include refreshments for participants, will fees for meeting rooms and AV equipment be permitted?
Answer: Costs associated with food or meals are allowable when consistent with OMB Circulars and guidance. In addition, costs must be proposed in accordance with grantee approved policies and a determination of reasonableness has been performed by the grantees. Grantee approved policies must meet the requirements of 2 CFR Parts 200, 225 and 230, as applicable and 45 CFR Parts 74 and 92, as applicable.
 SIP-007
Question 8: We do have a question about the referenced CDC support; specifically, will the CDC lab cover the cost of processing specimens or will this have to be covered by the announced funding?
Answer: The CDC laboratory will cover the cost of processing the specimens, but applicants should budget for specimen collection, packaging and shipping.
SIP general
Question 9: Last year’s FOA stated that the PRC PI/PRC Director who submitted the application would be responsible for all activities conducted under the FOA and should therefore by listed as the “contact PI.” I do not see that same language about the PRC PI/PRC Director needing to be the contact PI in this year’s RFA. Page 2 states that “Applications may include more than one PI; however, the first PI listed on the application will be the “contact PI” for all correspondence. Any additional PIs are permitted, but would be referred to as Co-PIs.” Can you please confirm that the PRC PI/PRC Director does not need to be listed as the PI on the application?
Answer: The PRC PI/PRC Director is not required to be listed as the PI on the SIP application. The PI for a SIP is determined by the applicant. The PRC PI/PRC Director can serve in any capacity as determined by the applicant, including PI, or Co-PI. However, the PRC PI and a university business official are the overall authorizing officials for the entire PRC and SIP award portfolio. (Please see Executive Summary, Eligible Individuals (Project Director/Principal Investigator) for a description of eligible individuals).
 SIP-011
Question10: Is there a firm definition of what may be considered a "mall"? 
Answer: A mall is defined as the traditional indoor shopping mall. Some outlet malls may qualify as indoor malls, and meet this definition. The study can also involve two malls, if budget and resources allow, but one of these must be a traditional indoor shopping mall.
 SIP general
Question 11: question about cross-PRC collaboration on SIPS. Is it possible for investigators from different PRCs to collaborate on a SIP? For example, would it be possible for one of our investigators to serve as a co-investigator on a SIP application submitted by another PRC (using a subcontract or other similar mechanism)? If so, what is a suggested means by which I could notify other PRCs of interest from investigators from our institution regarding possible collaboration?
Answer: PRCs may partner with a variety of organizations, institutions, and businesses to accomplish the goals and objectives of the SIP topic. Decisions on the approach for a SIP topic, including the makeup of the research team and potential collaborators, are up to the applicant. Applications will be reviewed based on their scientific and technical merit, using the review criteria in the announcement.
 SIP General
Question 12: Our company X has an FDA approved biometric physiological monitoring sensor technology that might qualify and could be an asset to this particular study. I’d like to get some more information on how we can collaborate on this research and be considered.
Answer: In Section III. Eligibility Information; 1. Eligible Applicants; Eligible Organizations, the FOA states:” Only organizations meeting the following characteristics are eligible to apply for Special Interest Projects (SIPs) supplemental funding:
Only applicants funded as PRCs under CDC Program Announcement DP14-001 are eligible to compete for Special Interest Projects (SIPs) supplemental funding. Competition is limited to Prevention Research Centers funded under CDC Program Announcement DP14-001 because they are uniquely positioned to perform, oversee, and coordinate applied public health research that promotes the field of health promotion and chronic disease prevention research due to their established relationships with community partners.” PRCs may partner with a variety of organizations, institutions, and businesses to accomplish their mission.
 SIP-011
Question 13: I was wondering if there is an operational definition of a "mall" for the purpose of the grant, or if this can be interpreted more broadly.
Answer: A mall is defined as the traditional indoor shopping mall. Some outlet malls may qualify as indoor malls, and meet this definition. The study can also involve two malls, if budget and resources allow, but one of these must be a traditional indoor shopping mall.
 SIP general
Question 14: We have a new investigator starting at the University of X in August. Can he apply as PI of a SIP since he will be at the University of X when the SIP begins?
Answer: The FOA outlines that “Only applicants funded as PRCs under CDC Program Announcement DP14-001 are eligible to compete for Special Interest Projects (SIPs) supplemental funding”, thus the application must be submitted by the PRC institution. In the Executive Summary, it identifies Eligible Project Directors/Principal Investigators (PDs/PIs) as “Individuals with the skills, knowledge, and resources necessary to carry out the proposed research are invited to work with their institution/organization to develop an application for support.” It also provides the reminder that “CDC does not make awards to individuals directly, but to institutions/organizations.” It is the institution that is being funded, thus the PRC institution determines the PI of a SIP that they plan to submit.
 SIP-007
Question 15: It was not clear to us if the budget specified for this SIP, ($250,000 per year for 2 years with a total of $500,000) included indirect costs. We will be partnering with another institute and would like to know how this affects the indirects (in terms of allowed indirect cost) for us at X and the partnering institute. We may have missed in the RFA, but this was not quite clear to us and it would be great if you could provide some information/details on total cost, direct cost and indirect costs so that we can plan our budgets and research questions accordingly.
Answer: The budget outlined in the SIP includes both direct and indirect costs.
 SIP-008
Question 16: Is it acceptable to have more than one STD clinic site?
Answer: SIP-008 “Mycoplasma Genitalium Among Men With Non-gonococcal Urethritis (NGU) Attending STD Clinics in the US” has been withdrawn from the funding opportunity announcement, DP-15-008. CDC
will not be able to receive any applications to this specific SIP topic, due to its withdrawal from the announcement. All other SIP topics remain active in the announcement and applications are welcome.
 SIP-008
Question 17: Is it acceptable to enroll men who have sex with men (MSM) as well as heterosexual men?
Answer: SIP-008 “Mycoplasma Genitalium Among Men With Non-gonococcal Urethritis (NGU) Attending STD Clinics in the US” has been withdrawn from the funding opportunity announcement, DP-15-008. CDC
will not be able to receive any applications to this specific SIP topic, due to its withdrawal from the announcement. All other SIP topics remain active in the announcement and applications are welcome.
SIP-008
Question 18: How quickly does the CDC laboratory anticipate being able to turn around results of the MG testing? Will this testing be done in real-time or will it be batch-processed and results available only at select times throughout the study. 
Answer: SIP-008 “Mycoplasma Genitalium Among Men With Non-gonococcal Urethritis (NGU) Attending STD Clinics in the US” has been withdrawn from the funding opportunity announcement, DP-15-008. CDC
will not be able to receive any applications to this specific SIP topic, due to its withdrawal from the announcement. All other SIP topics remain active in the announcement and applications are welcome.
 SIP-008 
Question 19: What type of transport medium should be used to store the specimen in prior to shipment, and under what conditions should specimens be stored (e.g., frozen, and at what temp)? Will the APTIMA MG RUO assay be used for MG testing, or will PCR be used? And is urine an appropriate specimen for this assay?
Answer: SIP-008 “Mycoplasma Genitalium Among Men With Non-gonococcal Urethritis (NGU) Attending STD Clinics in the US” has been withdrawn from the funding opportunity announcement, DP-15-008. The announcement is being amended to reflect this change. CDC will not be able to receive any applications to this specific SIP topic, due to its withdrawal from the announcement. All other SIP topics remain active in the announcement and applications are welcome.
 SIP-007
Question 20: Some sections of the RFA request HPV DNA testing at oral, penile, and anal sites, whereas other sections only request HPV DNA testing at oral and anal sites. Can you please clarify whether or not penile HPV DNA testing is a priority?
Answer: The announcement described that a completed baseline study included oral and anal testing. For the current study, The announcement states under Project Activities and Submission Requirements, “Design and implement a study to assess what percent of young MSM currently have evidence of current HPV infection (at anal, penile, and/or oropharyngeal sites) and/or prior HPV exposure (i.e., serum antibody), and determine correlates such as demographics, vaccine uptake and number of doses, HIV status, and other risk factors. Study should be sufficiently powered to detect impact of HPV vaccine on HPV prevalence (a ≥25% decrease) among MSM.
 SIP-007
Question 21: The RFA indicates that collaboration with the CDC HPV research laboratory is available for conducting laboratory testing. Whom do I contact for further information and pricing information on HPV DNA and serology testing?
Answer: CDC will cover laboratory costs for processing specimens, but applicants should budget for specimen collection, packaging and shipping. The planned specimen collection should be supported in the application using, for example, target sample size and power calculations.
 SIP-007
Question 22: The RFA indicates that the "study should be sufficiently powered to detect impact of HPV vaccine on HPV prevalence (a ≥25% decrease) among MSM." Can you please clarify whether the goal is a minimum detectable effect size of 25%?
Answer: Yes; a one-tailed test is reasonable since HPV vaccine would be expected to reduce the prevalence of HPV vaccine types.
 SIP-007
Question 23: I heard that the CDC will cover testing fees if the testing is done at CDC, and that the project needs to budget for specimen collection, packaging, and shipping. Can you confirm whether this is accurate?
And is there a limit on the number of samples that CDC will test at no cost?
Answer: CDC will cover laboratory costs for processing specimens, but applicants should budget for specimen collection, packaging and shipping. Target sample size and power calculations should be offered in the proposal. The planned specimen collection should be supported in the application using, for example, target sample size and power calculations.
 SIP-007
Question 24: Our understanding is that there are no approved tests for HPV for men. When drafting the SIP RFA, was there a specific test in mind. We know that HPV can be detected using a wetted dacron swab and that is our plan, but I wanted to check to see if there was something else in mind
Answer: The announcement does not specify the test to be used. Research-use only HPV tests can be performed at the CDC lab on swab specimens, but other approaches can be used. The planned specimen collection should be supported in the application using, for example, target sample size and power.
 SIP-007
Question 25: (Relative to response to question 8) Does that mean that the CDC Lab WILL DO THE WORK – so no additional contractor need be sought – or that the CDC Lab will merely COVER THE COSTS, but a lab to process will still need to be secured? Question 8: We do have a question about the referenced CDC support; specifically, will the CDC lab cover the cost of processing specimens or will this have to be covered by the announced funding?
Answer: The CDC laboratory can perform the HPV testing and cover the costs of testing at CDC. Non-CDC laboratory involvement, if any is proposed, would need to be covered by the announced funding.
 SIP-007
Question 26: I was under the impression that we had to provide the methodology for the HPV testing in anal, penile, oropharyngeal and serum specimen and pay from our budget. But based on your information, if CDC HPV laboratory will be conducting these, do we have to specify the testing methodologies and which lab to use (assuming with cost in our budget) or should we just state that “it will be shipped and testing will be conducted at CDC laboratory”
Answer It is acceptable to state that specimens will be shipped to CDC laboratory for testing at CDC. Non-CDC laboratory involvement, if any is proposed, should be covered by the announced funding and proposed testing methodologies should be described.
 SIP-011 
Question 27: We are working on a cost analysis plan for SIP 15-011 and were wondering if the CDC Mall Walking Program Guide available in draft form, or is it still under clearance. Other mall walking studies do not appear to have a cost analysis available and I was wondering if you have any further guidance on the type of cost analysis desired.
Answer: The CDC Mall Walking Guide is not yet available for release. The planned cost analysis approach is up to the applicant. As noted in the question, there is a lack of cost data available on mall walking programs.  As such, a number of different approaches would advance the literature.
 SIP-007
Question 28: Can self-collected specimens (dry anal swabs & oral mouthwash specimens) be shipped directly from participants to the CDC in grantee pre-paid envelopes (with participant ID labels on specimens) to be processed for HPV typing?
Answer: Individual shipments from study participants could be sent to CDC however this would not be the laboratory’s preference.  All specimens come to a central area so the testing laboratory would have to pick up one specimen at a time, resulting in a large burden on laboratory staff and increased potential for specimen loss.  While dry swabs and alcohol mouthwashes should be stable at room temperature, shipping would require the addition of cool packs to avoid temperature extremes.  In addition to being appropriately collected and labeled, specimens should be shipped according to applicable current regulatory requirements (IATA 1,5 and 49 CFR 172.700) and in accordance with any additional safety and notification requirements by the sending and receiving parties or individual carriers. Proper packaging and shipping of biological material must be in compliance with Transportation Regulation 42 CFR 72: Interstate Shipment of Etiologic Agents. All packaging must comply with the Department of Transportation (DOT), the Federal Aviation Authority (FAA) and the International Air Transport Association (IATA) dangerous goods regulations.  Finally, in order to assure comparability between sites and studies, we generally recommend a standardized method of sample collection that differs from the dry swab and mouthwash method.
 SIP-003
Question 29: Regarding eligibility criterion 2:  The institution must show evidence that the tobacco use data collected by the cancer registry have been evaluated and validated in the form of a table showing a frequency of tobacco use (never/current/former/unknown status by type of tobacco) in the cancer registry compared with the state.
Currently, the American College of Surgeons (ACoS) facilities collect the data and submit the data to the central cancer registry, but these data are in text and not in analytical format.  So it would not be possible to put the data in a table format for the SIP application.  However, the BRFSS asked the cancer survivor module in 2012, so we can look at the cancer survivors and analyze the data by smoking status and then produce a table comparing cancer survivors by current, former and unknown status compared to the general public. Our plan is to analyze smoking status from the cancer registry during the project period, focusing on the ACoS facilities that we will be working with.
Answer: The SIP contains three additional eligibility requirements. The eligibility requirement in question “The institution must show evidence that the tobacco use data collected by the cancer registry have been evaluated and validated in the form of a table showing a frequency of tobacco use
(never/current/former/unknown status by type of tobacco) in the cancer registry compared with the state.” requires that the data collected by the cancer registry must have already been evaluated and validated, with the evidence included in the application. This includes smoking status as gathered from the cancer registry. The focus of the SIP is on developing and testing the tobacco cessation intervention and evaluating the usefulness of using cancer registries to facilitate the intervention.
NOTE: SIP-008 has been withdrawn and CDC cannot receive applications for it.
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