DP23-001 Questions & Responses




	No.
	Question
	Response

	1
	There are two due dates provided for the letter of intent for CDC Funding Opportunity in grant opportunity #RFA-DP-23-001. Is the due date 12/19/2022 or 1/10/2023?
	This notice of funding opportunity was amended to change the letter of intent due date to 1/10/2023 from 12/19/22 on January 19th on Grants.gov. Section IV.3. Letter of Intent, now states: Although a letter of intent is not required, is not binding, and does not enter into the review of a subsequent application, the information it contains allows CDC staff to plan for the review. Prospective applicants are asked to submit a letter of intent by January 10, 2023.

	2
	Will there be a webinar or other type of technical assistance offered for DP23-001?
	A webinar is not offered. Questions may be emailed to ResearchNOFO@cdc.gov. CDC cannot provide technical assistance because this NOFO is open competition.

	

3
	Can we apply for one component, for example, only Component A? 	
	Yes, applicants may apply for just Component A. Please see the Executive Summary, Number of Applications: Only one application per institution, normally identified by having a Unique Entity ID, is allowed for Component A or Component B, not both, and for Component C. To be funded for Component C, applicants must apply for and be funded for Component A or Component B. Separate applications are required for Components A, B, and C.

	4
	Per the RFA, the grant has a 3-year duration. If I were to propose a project addressing 2 priority areas, the annual budget is of up to $700K. Could you clarify if this is $700 in direct costs, or if this is the sum of direct and indirect costs?
	In Section II. Award Ceiling by Component, the NOFO states that the Tier 2 ceiling of $700,000 includes both direct and indirect costs.

	5
	As is true for most universities, we have different indirect rates for Programs and for Research. This RFA focuses on evaluation. Will submissions under RFA-DP-23-001 use the Program indirect rate or the Research indirect rate?
	Please consult with your organization to determine the appropriate indirect cost rate agreement for this research announcement.  A copy of the agreement must be submitted with your application if the cost is requested.


	6
	Are local health departments eligible? I didn’t see public health departments listed. 
	
	This announcement is open competition. In Section III.1. Eligible Applicants, please note the following:  
00 (State governments)
01 (County governments)
02 (City or township governments)
04 (Special district governments)
99 (Unrestricted (i.e., open to any type of entity above)

	7
	Could you please provide any additional information or guidance on the eligibility requirements and application process for this grant? Specifically, we would like to know if our proposed project aligns with the goals of the grant and if our facility would be considered an eligible applicant.	
	Eligibility information can be found in the announcement, Section III.1 Eligible Applicants. This announcement is open competition; therefore, we are not able to comment on proposed projects. 


	8
	Are multiple principal investigators allowed for this RFA? 

	
	Please see the Executive Summary/Number of PDs/PIs: Applications may include more than one PD/PI; however, the first PD/PI listed on the application will be the “contact PD/PI” for all correspondence. This PI will be displayed on the Notice of Award. Any additional PDs/PIs are permitted but would be referred to as Co-PIs.

	9
	May we include several institutes of higher education (including private and public) to apply for this U01 grant?
	

	The NOFO permits multiple organizations to submit an application together. Please see the Executive Summary, Number of PDs/PIs, and Number of Applications: Only one application per institution, normally identified by having a Unique Entity ID, is allowed for Component A or Component B, not both, and for Component C. … Separate applications are required for Component A, Component B, and Component C.


	10
	Our clinic system supports >10,000 patients, but this study will look at a subpopulation within it (a few hundred). Is the sample size out of the full clinic system or just the subpopulation we want to study?

Is studying the few hundred patients out of the whole patient population considered a 10,000-sample size?

	Please see the following sections:

Section I. Approach, Component A. For all priority areas examined, applicants are expected to: 
· Identify a priority population (minimum population size affected should be 10,000 individuals). The priority population should include subgroups among whom disparities exist or one or more subpopulation groups ...

Section III. 3. Additional Information on Eligibility, Component A. “Applicants must have continuous access to data sets and/or data systems needed to accomplish study objectives and a minimum study sample size of 10,000 individuals for each priority area selected.”


	11
	Could you please clarify the requirement of having a minimum sample or population size of 10,000 people? Some sections of the grant indicate that we need to be studying a population of at least 10,000 people, but other sections indicate that the actual sample for which we have data should be of at least 10,000 individuals.

	The minimum number of individuals that must be included in the study, for each priority area, is 10,000. Please see the following sections:

Section I. Approach, Component A. For all priority areas examined, applicants are expected to: 
•	Identify a priority population (minimum population size affected should be 10,000 individuals).

Section III. 3. Additional Information on Eligibility, Component A. “Applicants must have continuous access to data sets and/or data systems needed to accomplish study objectives and a minimum study sample size of 10,000 individuals for each priority area selected.”

	12
	We have hundreds of thousands of SDOH surveys recorded in our EMR. Would a retrospective analysis of all this data be responsive to RFA-DP-23-001 before conducting any prospective studies?
	RFA-DP23-001 is open competition, therefore, CDC is not able to comment on proposed projects. 

	13
	If the requirement is for a sample of 10,000 or more individuals, would the expectation be to recruit a new sample? 
	Recruitment of a new sample is not part of this NOFO. Please refer to:

Section I.2 Objectives/Outcomes, Component A - Research centers are expected to complete rigorous evaluation or comparative effectiveness research studies of naturally occurring, existing population-level, health system or non-health system-based programs, policies, or practices aimed at reducing health disparities in chronic diseases. 

Section V. Research Plan, Study Setting and Context asks applicants to identify the existing program(s), policies(s), or practice(s) that will be evaluated.

	14
	a) If applicants are to utilize essential data on exposure and outcomes at the outset of the funding period and assemble diverse sources of data, would secondary data sources suffice? 
b) If we do use secondary data sources, would aggregate data (small area level) be acceptable for some of our indicators, or is an individual-level longitudinal dataset mandatory?
	This announcement is open competition; therefore, CDC is not able to comment on specific study designs.  

Section V. Application Review Information includes the assessment criteria: Does the applicant demonstrate the ability to access the necessary data for the evaluation of the selected programs, policies, or practices, including disaggregated subgroup data, to understand if disparities are lessened? Are these data appropriate for documenting the effects of the programs, policies, or practices and likely to show the expected changes in the time available? 

	15
	Component B. The NOFO requests information on Staffing and Management, Budget, Budget justification, etc. Should this information be described in detail within the Research Strategy, or can these documents simply be referenced as attachments within our application and omitted from the research strategy?
	Section IV., 5. PHS 398 Research Plan Component, Research Plan, Component B, requests Staffing and Management, and Budget, among other information, in the Research Plan. It does not preclude applicants from referencing the budget or other information included as an R&R attachment within the SF424 application.


	16
	Component B – Does the page limit instruction in section 7 indicate that the Research Strategy component of the Research Plan narrative is limited to 42 pages?  
	Yes, the Research Strategy component of the Research Plan narrative is limited to 42 pages. This information is provided in Section IV. 7. Page Limitations. The NOFO does not specify any page limits for the overall Research Plan.



	17
	The primary element of Component B is the development of a SDOH Simulation Model. Although each of the five bullet points under the “Study Setting and Context” of the Research Plan of the proposal seem to be required, these are research activities that must be completed during the first years of the project. In actuality, the SDOH factors must be identified through evidence-based research in which their contribution to outcomes will be statistically defined - thus providing justification of the factors. How should these bullet points be addressed when they cannot have been completed prior to the proposal? We could potentially address the same points as to how we will do them.
	In Section V. 5. 398 Research Plan Component, applicants are asked to describe the proposed research plan, including staffing and timeline, and a strategy: 3. Research Strategy – the research strategy should be organized under three headings: Significance, Innovation and Approach. 

RFA-DP-23-001 is competitive, therefore, CDC is not able to provide individual technical support.

	18
	Component A: Will different reviewers be looking at the different priority area sections separately, or will they all be reading the entire proposal? For example, will the same reviewer be reading both the food insecurity and the built environment sections? Does each priority area section need to describe data sources and intervention details if they are the same?
	Describing the same information in each of the priority areas in the research plan is not required.

	19
	We see that in Foa_Content_of_RFA-DP-23-001 Rev 1 that the proposal organization includes a Research Strategy section organized by three headers (Significance, Innovation and Approach). As well as directions to include the proposal research plan, staffing, and timeline. After reviewing both the SF424 (R&R) Application Guide and the NOFO, our team is unsure which information should be included in the Research Strategy document and which information should be included as separate attachments.

	Section IV. Research Plan, Component A, includes the below information regarding application structure:	

1. Identify the tier and priorities to be studied at the beginning of the Specific Aims 
2. For the selected tier, provide one Staffing and Management plan, and the Study Dissemination and Impact to support each priority area. 
3. For each priority area, address the remaining categories (Study Setting and Context, Study Methods, etc.). 

The SF424 (R&R) Application Guide includes instructions for applicants to complete a PHS 398 Research Plan that consists of components. See How to Apply - Application Guide for additional information. As applicable to and specified in the NOFO, the application should include the bolded headers in Section IV, and should address activities to be conducted over the course of the entire project.


	20
	Which items are considered “Appendices” and are limited to 10 PDF files with a maximum of 20 pages? 
	Please refer to Section V.7 Page Limits. The NOFO does not specify what applicants may include in the appendices other than what is stated as required up to the 20-page limit.

	21
	Should website development costs, recipient meeting speakers, and workshop leaders be included in Component C budget? 
	In Section I. Research Plan, the NOFO states: Provide a detailed budget and line-item justification for the first year that is consistent with the stated objectives. 

	22
	Component C: It is unclear from NOFO whether CDC anticipates that data will be shared and then made accessible across institutions by Coordinating Center. Can you clarify?
	In Section I. Approach, item # 8 says, Develop and maintain an internal and external website for the study in accordance with CDC IT standards. The project website must be password protected for Study Group members and include a publicly accessible section. 

Item #10 states Applicants for Component C should have sufficient staff available to plan, coordinate, and travel to in-person meetings, and to resolve day-to-day issues of the network; to maintain study-wide timeline management; and to facilitate the exchange of abstracts, manuscripts, presentations, fact sheets, and other scientific materials among the collaborating centers and the funding agency. 

Also in Section I. Research Plan, applicants are asked to Describe plans for producing technical reports, professional presentations, communications to community partners and others who may be interested in the study findings, and journals and other publications. 

	 23
	Component C: Can you please clarify whether there is any flexibility in the structure of the governance committees? Are applicants required to propose an executive committee? And do they need to develop and maintain both a Communications and PPAC? If so, are you able to clarify different roles of the Communications Committee and the PPAC? 
	Section I. Approach, Component C, states: Develop and plan for maintenance of a governance and organizing structure for the network, including an executive committee, steering committee, communications committee, and a publications, presentation, and ancillary committee. 

In Section VI. 4. Cooperative Agreement Terms and Conditions, Component C, I, states the PD(s)/PI(s) will have the primary responsibilities for:
•	Forming the Steering Committee consisting of a PI from each study site.
Providing progress reports of the study to the Steering Committee meetings and facilitating communication among investigators including scheduling meetings and conference calls, developing agendas, documenting minutes, and maintaining membership rosters and committee lists.

The NOFO does not specify further structure or roles.


	24
	Component B: What software and hardware requirements will awardees need to meet to ensure compatibility of the web-based model with CDC’s network?  

	Please see the amended NOFO published on January 19, 2023. Section I.2 Approach is revised as follows:
· Initiate installation of the web-based simulation model to CDC’s development environment of Microsoft Azure six months before the end of the period of performance. Test the performance of the model, conduct vulnerability security scans within the CDC network, and resolve identified issues to ensure the model is fully operational and free of vulnerabilities at the end of the period of performance.
· Ensure the model complies with HHS established Section 508 accessibility standards before deployment. Information about Section 508 is available at HTTP://www.hhd.gov/web/508

	
25
	Component B: Will CDC please indicate whether the web-based version of the model would need to be made available for public use or is it intended for CDC internal use only? 

	Please see the amended NOFO published on January 19, 2023. Section I.2 Approach, Component B, is revised to state: The primary outcome of Component B is to design, develop, and test a new web based SDOH simulation model that operates on the CDC Network for CDC to make available for researchers and to the public for public benefit.


	
26
	Component B: Will a successful project result in a simulation model that runs through a web interface hosted on the CDC website, or can a project be successful with a web presence that directs the system user on how to setup and run the simulation on their own system? 
	[bookmark: _Hlk126655009]The simulation model will be hosted on the CDC platform. This information is provided in the announcement in Section I. Approach, Component B.2, revision 1, published on January 19th:  Build a web-based simulation model that can be installed and operated on CDC’s Microsoft Azure cloud environment for CDC to make available to researchers and to the public for research conducted for public benefit.  Initiate installation of the web-based simulation model to CDC’s development environment of Microsoft Azure 6 months before the end of the period of performance. Test the performance of the model, conduct vulnerability security scans within the CDC network, and resolve identified issues to ensure the model is fully operational and free of vulnerabilities at the end of the period of performance.  Ensure the web-based platform meets the technical and security standards for the CDC platform.

	
27
	Section 5.2 
Please clarify if only one award would be provided under component B.
	See Section II. Award Information, Component B: SDOH Simulation Model Development  
Estimated number of awards: One

	28
	Are the Study Dissemination and Impact Plan and Staffing and Management Plan separate attachments, or are they included in the page limit for the Research Strategy? 
	
	The Study Dissemination and Impact and Staffing and Management information are included in the page limit for the Research Strategy, unless the Research Plan specifies the information should be included in an appendix. It does not preclude applicants from referencing information included as an R&R attachment within the SF424 application.

	29
	Do addiction/substance use disorder and mental disorders count as chronic diseases? Clinically I think so, but the examples given in the notice are cardiovascular disease, cancer, diabetes, obesity, and lung diseases. Are these the only ones that fit the scope of this grant?
	Please see the following sections in the NOFO. Executive Summary, Section I.1. Background and Purpose, and I.2. Approach, and Section V.4 Review and Selection Process for more information.
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