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Part1. Overview Information

	Participating Organization(s)
	Centers for Disease Control and Prevention (CDC)


	Components of Participating Organizations
	National Center on Birth Defects and Developmental Disabilities (NCBDDD)

 

	Funding Opportunity Title
	Coordinating Center for Research and Training to Promote the Health of People with Developmental and Other Disabilities 

	Mechanism of Support
	U01 Research Project Cooperative Agreements


	Announcement Type


	New 

	Funding Opportunity Announcement (FOA) Number
	RFA-DD-12-006

	Catalog of Federal Domestics Assistance (CFDA) Number(s) 
	www.cfda.gov
93.073, 93.283

	Category of Funding Activity
	http://www.grants.gov/search/category.do
Health

	FOA Purpose
	The purpose of this FOA is to solicit applications aimed at strengthening the nation’s capacity to carry out public health activities in the areas of birth defects, developmental disabilities, and disability and health.  The objectives are to: (1) Establish a coordinating center for conducting and coordinating research; (2) Promote the health and well being of children and adults with disabilities and their families; (3) Conduct research in support of NCBDDD priorities; (4) Train health and public health professionals; (5) Communicate and disseminate information with and for stakeholders and other audiences; and (6) Evaluate and report on findings.


Key Dates
	Publication Date


	March 20, 2012

To receive notification of any changes to RFA-DD-12-006, 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
	April 18, 2012 


	Application Due Date
	May 21, 2012, by 5:00 PM U.S. Eastern Time.

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 
	June – July 2012

	Secondary Review
	August 2012

	Start Date
	September 30, 2012

	Expiration Date
	May 22, 2012

	Due Dates for E.O. 12372 
	Executive Order 12372 does not apply to this program.
http://www.cdc.gov/od/pgo/funding/grants/additional_req.shtm#ar7


Overview of Project Structure

The purpose of this program is to strengthen the nation’s capacity to carry out public health research, training, and practice in the areas of birth defects, developmental and other disabilities, and promote health and development of persons with disabilities across the lifespan.  The activities of the program will vary over the years of the award depending on funding, but the overall objectives are for one awardee to:
1) Establish a coordinating center for research and training;

2) Advance evidence-based practice and policies that promote the health and well being of children, youth, and adults with disabilities and their families;
3) Conduct research in support of NCBDDD priorities;
4) Train health and public health professionals;

5) Communicate and disseminate information with and for stakeholders and other audiences; and
6) Evaluate and report on findings.
During Year One of the award, the grant recipient will be expected to establish an organizational infrastructure, recruit and hire scientific and professional staff, and set processes and procedures in place to develop and conduct research activities.  Given the focus on developing organizational capacity in Year One of the award, the applicant will be expected to conduct a limited number of research and public health practice projects as outlined in Objective 3.  Further, during Year 1, the applicant will be expected to recruit and place two Fellows at CDC (see Objective 4), provide training and meeting support to state grantees (see Objective 5), and provide technical assistance and meeting support to improve early identification of developmental disabilities (see Objective 2).  Projects proposed in Year One may begin in Year One and can have a duration of no more than five years, based on the scope of the project.  The project period of subsequent projects may not exceed the project period of the overall award. 

In Years Two- Five, the grant recipient will be expected to have the infrastructure in place to accommodate the potential for additional research and public health practice activities.  In years 2-5, the CDC will specify research project areas in the continuing application guidance and the grant recipient will forward all research proposals to the CDC to review, consider and select.  Increased funding would be required to support new and on-going research and public health practice activities (see Section II Award Information for information on anticipated funding levels in each year).  In year 5 new research, program, and training projects will be limited to those that can be completed in 12 months.
Funding may vary dramatically from year to year, whether increasing or decreasing; based on number, timeframe, and scope of CDC activities to be funded, as well as funding availability.  CDC estimates between three to six new research projects each year, starting in Year Two.  In years 2-5 new proposed research projects may be submitted as a part of the non-competing continuation application using Appendix 1 - Research Proposal Template.  CDC will use an external review process to assess the scientific merit of each new research proposal.  See Section VI. Award Administration Information, 3. Reporting, for more detail on non-competing continuations.

	Budget Year
	Public Health Practice & Infrastructure
	Research Projects
	Research Budget
	Total Budget Ceiling

	1
	$1,250,000
	3
	$450,000
	$1,700,000

	2
	$1,300,000
	6-9
	$2,200,000
	$3,500,000

	3
	$1,500,000
	9-12
	$4,500,000
	$6,000,000

	4
	$2,500,000
	12-15
	$7,500,000
	$10,000,000

	5
	$2,500,000
	12-15
	$5,500,000
	$8,000,000

	
	
	
	
	

	
	
	
	TOTAL:
	$29,200,000


Each year the awardee and CDC will establish a coordinated workplan that details the length and scope of each funded activity with milestones that will serve as a guide for identifying and tracking projects, priorities, and progress.

The following are topical areas of interest which apply to objectives 1 through 3 that follow.  The list is neither inclusive nor exclusive: 

· Attention Deficit Hyperactivity Disorder,

· Autism Spectrum Disorders and Other Developmental Disabilities,
· Birth Defects:  Issues related to surveillance, epidemiology, and prevention of major structural birth defects,
· Cerebral Palsy,
· Child Development,
· Congenital Cytomegalovirus,

· Congenital Heart Disease,
· Early identification of developmental disabilities,

· Developmental Screening,
· Disabilities: Issues related to people with disabilities; health promotion and intervention for persons with disabilities; secondary conditions; and aging and disability,

· Fetal Alcohol Syndrome/ Fetal Alcohol Spectrum Disorders,
· Folic Acid and Neural Tube Defects,
· Hearing Loss: Newborn screening, early interventions, genetic causes,
· Infections in Pregnancy,

· Intellectual Disability,

· Mobility Limitation Impact on Social Participation for Children with Special Health Care Needs,
· Muscular Dystrophy,

· Newborn Bloodspot Screening: metabolic, genetic,

· Obesity Measurement among People with Disabilities,
· Pediatric Genetic Conditions,
· Spina Bifida,

· Stillbirths,

· Tourette Syndrome, and

· Transitional Issues Related to Young Adulthood among People with Disabilities.

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 or in a Notice from the NIH Guide for Grants and Contracts). 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 25 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
Part 2. Full Text

Section I. Funding Opportunity Description

Statutory Authority

This program is authorized under Sections 301 and 317 (C) of the Public Health Service Act, (42 U.S.C., Section 241, 243, 247b(k)(2) and 247b-4) as amended.

Background  

Created by the Children’s Health Act of 2000, CDC’s National Center on Birth Defects and Developmental Disabilities (NCBDDD) seeks to prevent birth defects and developmental disabilities, and promote the health of persons across the lifespan living with birth defects and disabilities.  Collaborating with national, state, local, and professional organizations, the NCBDDD strives to identify the risk factors and causes of these conditions and to enhance the potential for full, productive living for people in these vulnerable populations. 
Major birth defects (BD) are conditions that cause structural changes in one or more parts of the body; are present at birth; and have a serious, adverse effect on health, development, or functional ability.  About one in every 33 babies is born with a birth defect.  Birth defects are a leading cause of infant death, accounting for more than one of every five infant deaths.  In addition, babies born with birth defects have a greater chance of illness and long term disability than babies without birth defects.
Developmental disabilities (DD) are a diverse group of conditions that include mental and/or physical impairments. People with developmental disabilities have problems with major life activities such as communication, mobility, learning, self-help, and independent living. Developmental disabilities begin prior to 22 years of age and usually last throughout a person’s lifetime.  Autism Spectrum Disorders (ASDs), an example, are a group of developmental disabilities that can cause significant social, communication and behavioral challenges. CDC estimates that an average of one in 110 children in the U.S. has an ASD.
In addition to developmental disabilities, people can acquire disabilities throughout their life through injury, illness, chronic conditions, or later-onset conditions.  As a group, the 54 million adults in the U.S. with disabilities experience worse health outcomes and quality of life than those without disabilities.  Over the past decade, NCBDDD has provided sound science and program support for disability as a public health priority, striving for a balanced approach between primary prevention of disabilities and prevention of secondary conditions.  NCBDDD is committed to identifying and addressing the unique challenges to health experienced by people with disabilities across the life span.
Scientific Knowledge to be Achieved Through This Funding Opportunity

This program addresses Healthy People 2020 priority areas of Disability and Health and Maternal, Infant, and Child Health.  This FOA addresses multiple objectives including:

DH-4     (Developmental) Reduce the proportion of people with disabilities who report delays in receiving primary and periodic preventive care due to specific barriers 

DH-9     (Developmental) Reduce the proportion of people with disabilities who encounter barriers to participating in home, school, work, or community activities 

ENT-VSL-1     Increase the proportion of newborns who are screened for hearing loss by no later than age 1 month, have audiologic evaluation by age 3 months, and are enrolled in appropriate intervention services no later than age 6 months 

MICH-1       Reduce the rate of fetal and infant deaths 

MICH-11     Increase abstinence from alcohol, cigarettes, and illicit drugs among pregnant women 


MICH-14     Increase the proportion of women of childbearing potential with intake of at least 400 μg of folic acid from fortified foods or dietary supplements


MICH-15     Reduce the proportion of women of childbearing potential who have low red blood cell folate concentrations
MICH-16     Increase the proportion of women delivering a live birth who received preconception care services and practiced key recommended preconception health behaviors


MICH-28     Reduce occurrence of neural tube defects

MICH-29     Increase the proportion of young children with an Autism Spectrum Disorder (ASD) and other developmental delays who are screened, evaluated, and enrolled in early intervention services in a timely manner 

MICH-31     Increase the proportion of children with special health care needs who receive their care in family-centered, comprehensive, coordinated systems 
EMC-1         (Developmental) Increase the proportion of children who are ready for school in all five domains of healthy development: physical development, social-emotional development, approaches to learning, language, and cognitive development 
This cooperative agreement will develop a focused program of activities in support of the initiatives and mandates of the NCBDDD, and will assist NCBDDD in fulfilling its commitment to achieve Healthy People 2020 goals.  Knowledge achieved will be related to: 
1) Surveillance and tracking resulting in systems that monitor incidence, prevalence, and clinically meaningful information on birth defects, developmental and other disabilities;
2) Expanding understanding of risk factors and causal pathways during early, transitional, and late developmental stages of the life course for people with conditions associated with disability;
3) Developing or improving methods of prevention or intervention of conditions; and
4) Improving dissemination that increases awareness and translational policy development in areas related to birth defects, developmental and other disabilities, and reducing health disparities among people with disabilities across the life course. 
Goals and Objectives:
1) Objective 1:  Establish a coordinating center for research, training, and other activities:
a) Identify and implement methods, guidance, and infrastructure necessary to support public health research, training, dissemination of scientific information, and community-based intervention projects;

b) Develop and manage the process for identifying and evaluating potential research, program, and training proposals; including a rigorous review process to identify the most meritorious proposals aimed at accomplishing FOA objectives;

c) Oversee component projects conducted directly by the recipient organization, and by any sub-recipient as special projects;

d) Develop and manage the process for tracking, reporting, and evaluating the progress of each research and training project at least annually; and
e) Assure that the coordinating center infrastructure supports all evaluation and monitoring activities.
2) Objective 2:  Advance evidence-based programs and practices that promote the health and well being of children, youth, and adults with disabilities, and their families:

Consistent with the development of Healthy Communities for general populations, this approach should emphasize the development and promotion of programs, policies, and practices that include people with disabilities and their families in community-based efforts to enhance health and wellness.  Four steps to this process (Giles, Holmes-Chavez & Collins, 2009) are to: 1) invest in local communities; 2) provide a venue for local communities to learn about effective strategies, particularly those related to policy and environmental and systems changes; 3) mobilize networks for change; and 4) develop tools to assist in this mobilization in efforts to improve health equity for people with disabilities within communities.
 Activities within this announcement may include:
a) Conducting health promotion activities to improve early identification of developmental disabilities and developing and implementing model programs and interventions; and
b) Developing and supporting curricula and other educational resources for health care practitioners, researchers, trainees, and other audiences to improve early identification of developmental disabilities; and to promote the health, development, well-being, health care, and environmental access of children and adults with disabilities and their families.
3) Objective 3: Conduct research in support of NCBDDD strategic priorities related to: 1. birth defects, 2. developmental and other disabilities, and 3. reducing health disparities associated with disabilities.
Propose and conduct research that addresses NCBDDD strategic priorities.  The research may include applied and public health research that develops and evaluates disability-related 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.  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.  It may also include etiological research if there is a clear gap in the knowledge about main determinants of a disability, or disease or conditions related to the disability.  It may use the principles of community-based participatory research (CBPR).  CBPR is an established interdisciplinary research methodology in which scientists and members of a target community – in this case, the disability community – cooperate as equal partners in developing, implementing, and disseminating research especially relevant to that community. This approach has been shown to offer particular promise that research findings will be understood, embraced and adapted by members of the target community. 
During Year One, research will be conducted to support and advance the strategic priorities of NCBDDD as shown below.  In selecting areas to respond to, select one surveillance topic, one risk factor and causal pathways topic, and one communication, policy translation, and dissemination topic.  
a) Preventing major birth defects attributable to maternal risk factors;
i) Birth defects are a leading cause of deaths in the first year of life, and can result in lifelong disability. They account for more than 139,000 hospital stays during a single year, resulting in $2.6 billion in hospital costs. Many birth defects happen very early in pregnancy, sometimes before a woman knows she is pregnant. Prevention of birth defects begins with research identifying causes and risk factors associated with birth defects. Yet, for about two-thirds of birth defects, the causes are still unknown.  In addition, much is unknown about the interactions among different risk factors for birth defects. Further identifying and developing effective birth defects tracking systems are vital.  Therefore, research in Year One of this project should address one of the three following research topics:
(1) Identification, diagnosing, surveillance and tracking:  Identify new or proven effective approaches to recognizing and tracking birth defects;
(2) Increasing knowledge in areas of risk factors and causal pathways:  Identify risk factors and interactions related to potential causal pathways associated with birth defects; and
(3) Increasing knowledge in health communication, policy translation, and dissemination:  Identify factors that improve understanding and awareness of birth defects.

b) Enhancing tracking and research of DD, including ASD, to monitor changes in occurrence and contributing risk factors:
i) Developmental disabilities such as ASDs are reported to occur in all racial, ethnic, and socioeconomic groups. ASDs are on average four to five times more likely to occur in boys than in girls.  Studies have shown that about one third of parents of children with an ASD noticed a problem before their child’s first birthday, and 80% saw problems by 24 months of age.  While there is currently no cure for ASDs, research shows that early intervention can improve a child’s development. Early intervention services help children during their early years and include therapy to help the child talk, walk, and interact with others.  Enhanced tracking and research related to ASD begins with efforts to more accurately find out how many children have ASDs, discover risk factors and causes of ASDs, and identify effective health communication that can raise awareness of the signs and symptoms and allow stakeholders to act upon this knowledge.  Therefore, research in Year One of this project should address one of the three following research topics:
(1) Identification, diagnosing, surveillance and tracking:  Identify more accurate means of diagnosing and tracking ASD, including improving early identification of children with ASD and other developmental disabilities;
(2) Increasing knowledge in areas of risk factors and causal pathways:  Identify risk factors and causal agents  associated with ASD; and
(3) Increasing knowledge in health communication, policy translation, and dissemination:  Identify barriers, motivation, and information needs of parents of special population groups, health care providers, and educators to improve health communication strategies that contribute to improved early identification of ASD and other developmental disabilities.
c) Reducing disparities in health indicators such as obesity in children, youth, and adults with disabilities:
i) Disparities in health indicators have been identified for people with disabilities in areas such as obesity, tobacco use, access to mental health and other health care services, use of preventive services, levels of physical activity, and rates of injury. For example, research investigating the link between obesity and disability indicates that, for both children and adults, those at greatest risk for obesity have mobility limitations, intellectual/learning disabilities, or both.  Obesity rates for children and adults with disabilities are 38 percent and 57 percent higher than rates for children and adults without disabilities.  Health disparities are defined by HHS as, “Health differences closely linked with social, economic, and/or environmental disadvantage. Health disparities adversely affect groups of people who have systematically experienced greater obstacles to health based on their racial or ethnic group; religion; socioeconomic status; gender; age; mental health; cognitive, sensory, or physical disability; sexual orientation or gender identity; geographic location; or other characteristics historically linked to discrimination or exclusion.”
  Disparities in health indicators have been identified for other factors, such as physical activity.  Adults with disabilities engage in regular physical activities about half as often as adults without disabilities.  Disparities have also been demonstrated in access to health care, with 29 percent of people with disabilities showing unmet needs compared to 12 percent of people without disabilities. Research is needed that builds evidence for interventions; effective communication to inform stakeholders; and implementation of public health programs, policies, and practices to reduce the disparity in obesity and other health indicators such as health care access.  Therefore, research in Year One of this project should address one of the three following research topics:
(1) Identification, diagnosing, surveillance, and tracking:  Identify more accurate means of identifying and tracking people with specific conditions associated with disability such as intellectual disabilities, certain rare conditions such as spina bifida, muscular dystrophy, or ADHD;
(2) Increasing knowledge in areas of risk factors and causal pathways:  Identify risk factors and causal agents that appear to be related to health disparities for health indicators such as obesity, physical activity, or tobacco use; and
(3) Increasing knowledge in health communication, policy translation, and dissemination:  Identify effective health communication and policy translation strategies that will raise awareness of public health practices that may lead to reduced disparities among health indicators for people with disabilities.
In years 2-5, the CDC will specify research project areas in the continuing application guidance and the grant recipient will forward all research proposals to the CDC to review, consider and select.
4) Objective 4: Train health and public health professionals:
a) Strengthen expertise in the fields of birth defects, developmental, and other disabilities through training of professionals in public health and related fields so they have the necessary knowledge and skills to address unique needs of children, youth, and adults  with disabilities and their families; and
b) Provide fellowship opportunities for professionals to work at NCBDDD on projects related to children, youth, and adults with or at risk for disabilities to support accomplishment of NCBDDD priorities.  Fellowships include opportunities for graduate and post-doctorate level students, as well as academic faculty, to receive additional mentoring, training and career development and which represent unique fellowship opportunities within the CDC from among those available, given their primary focus on disability.  An NCBDDD scientist will serve as a mentor to the fellows with opportunities for peer networking with other CDC fellows provide both within the NCBDDD and CDC.  Fellowships will be consistent with CDC fellowship program and policies.
5) Objective 5: Communicate and disseminate intervention and other information with and for stakeholders and other audiences:
a) Convene meetings of stakeholders, including Disability and Health state grantees, to discuss and address research, policy, and programmatic issues to bring together divergent audiences toward development of a strengthened public health infrastructure;
b) Provide technical assistance to stakeholders, including Disability and Health state grantees and networks;
c) Develop and support a network of state and local experts to improve early identification and other activities that strengthen the nation's effectiveness and expertise in the fields of birth defects, developmental disabilities, and children and adults with disabilities; and
d) Provide data and information about policy and legislation that can be disseminated to educate stakeholders.
6) Objective 6: Evaluate funded activities and report on findings:
a) Develop a realistic and focused evaluation plan.  The evaluation plan should include:
i) A logic model,
ii) Broad goals, objectives, and activities that are Specific, Measurable, Achievable, Realistic, and Time-limited (SMART),
iii) A description of mechanisms for engaging stakeholders in evaluation activities,
iv) Key local-level or activity-specific evaluation questions,
v) Evaluation methods, and
vi) A description of how evaluation results are intended to be used;
b) Track process, outcome, and the impact of supported programs and activities, focusing on outcomes and stated goals; and
c) Report process and outcome data quarterly to NCBDDD on activities and evaluation findings in written report(s), and peer-reviewed journals. 
Potential public health impact of this opportunity:
Accomplishing the objectives of this project will:

1. Enhance the conduct and coordination of important research by developing an organizational platform that can improve administrative efficiencies, and focus research and programmatic efforts on critical NCBDDD priorities and populations;
2. Expand the use of scientifically valid health promotion strategies aimed at improving the well-being of children, youth, and adults with disabilities and their families;
3. Advance research on NCBDDD strategic priorities related to: a) birth defects, b) developmental and other disabilities, and c) reducing health disparities associated with disabilities, and enhance its impact on persons with disabilities and their families;
4. Develop a cadre of professionals trained in public health approaches specific to the fields of birth defects and disabilities to advance the nation’s ability to address the health needs and reduce the disparities in the health and care of persons with disabilities; 
5. Improve communication and dissemination of health information aimed at improving the health of target populations served by NCBDDD through the use of key stakeholders and cutting edge tools and technologies; and
6. Assess the evidence of effectiveness of selected public health programs through rigorous evaluation and reporting of evaluation findings.
Section II. Award Information

	Funding Instrument
	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 
 
The NIH OER Glossary (http://grants.nih.gov/grants/glossary.htm)

and the SF 424 (R&R) Application Guide provide details on these application types.

	Funds Available and Anticipated Number of Awards 


	NCBDDD intends to commit approximately $1,700,000 including direct and indirect costs in FY2012 to fund 1 application for the first 12-month period.

An applicant may request a project period of up to 5 years.  The funding amount total cost (direct and indirect) may be up to: $3,500,000 for the 2nd year; $6,000,000 for the 3rd year; $10,000,000 for the 4th year; and $8,000,000 for the 5th year of the project, to conduct a combination of new and continuing research and health promotion projects, support training, communicate and disseminate information, and to evaluate and report on findings related to each activity.  The approximate total project period amount may not exceed $29,200,000 (entire project period).
Awards issued under this FOA are contingent on the availability of funds and submission of a sufficient number of meritorious applications. 

	Ceiling and Floor of Individual Award Range
	The floor will be $500,000, with funding anticipated at $1,700,000 for the first 12-month budget period.  This includes total costs (direct and indirect cost).

	Project Period Length
	The project period length is 5 years.

Research projects may run from one to five years (beginning in Year One) and may not exceed the project period end date.

Throughout the project period, CDC's commitment to continuation of awards will be conditional 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.


HHS/CDC grants policies as described in the HHS Grants Policy Statement (http://dhhs.gov/asfr/ogapa/aboutog/grantsnet.html) will apply to the applications submitted and awards made in response to this FOA.
Section III. Eligibility Information

1. Eligible Applicants
Eligible Organizations

Higher Education Institutions:

· Public/State Controlled Institutions of Higher Education 

· Private Institutions of Higher Education 

The following types of Higher Education Institutions are always encouraged to apply for CDC support as Public or Private Institutions of Higher Education: 

· Hispanic-serving Institutions

· Historically Black Colleges and Universities (HBCUs)

· Tribally Controlled Colleges and Universities (TCCUs) 

· Alaska Native and Native Hawaiian Serving Institutions

Nonprofits Other Than Institutions of Higher Education

· Nonprofits (Other than Institutions of Higher Education) 

For- Profit Organizations

· Small Businesses

· For-Profit Organizations (Other than Small Businesses)

Governments

· State Governments 

· County Governments

· City or Township Governments

· Special District Governments

· Indian/Native American Tribal Governments (Federally Recognized) 

· Indian/Native American Tribal Governments (Other than Federally Recognized)

· Eligible Agencies of the Federal Government

· U.S. Territory or Possession

Other

· Independent School Districts

· Public Housing Authorities/Indian Housing Authorities

· Native American tribal organizations (other than Federally recognized tribal governments)

· Faith-based or Community-based Organizations

· Regional Organizations

· Bona Fide Agents

A Bona Fide Agent is an agency/organization identified by the state as eligible to submit an application under the state eligibility in lieu of a state application. If applying as a bona fide agent of a state or local government, a legal, binding agreement from the state or local government as documentation of the status is required. Attach with "Other Attachment Forms" when submitting via www.grants.gov.
Non-domestic (non-U.S.) Entities (Foreign Organizations) are not eligible to apply. Foreign (non-U.S.) components of U.S. Organizations are not allowed.

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.
· Central Contractor Registration (CCR) – must maintain current registration in CCR to be renewed annually.
· Grants.gov 
· eRA Commons 

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.
Central Contractor Registration and Universal Identifier Requirements

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 Central Contractor Registry (CCR) and 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. CCR 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 CCR internet site at www.ccr.gov (https://www.bpn.gov/ccr/default.aspx).

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.

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.
2. Cost Sharing
This FOA does not require cost sharing as defined in the HHS Grants Policy Statement (http://dhhs.gov/asfr/ogapa/aboutog/grantsnet.html). Based on authorization language, this section should only be included in the FOA, if applicable. 
3. Other
Additional Information on Eligibility
Number of Applications

Only one application per institution (normally identified by having a unique DUNS number (is allowed.

As defined in the HHS Grants Policy Statement (http://dhhs.gov/asfr/ogapa/aboutog/grantsnet.html), 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. 

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 Procurement and Grants Office Technical Information Management Section (PGO TIMS) staff at (770) 488-2700 or Email: pgotim@cdc.gov for further instruction Hours: Monday - Friday, 7am – 4:30pm U.S. Eastern Standard Time. CDC Telecommunications for the hearing impaired or disable is available at:  TTY 1-888-232-6348.

If the applicant encounters technical difficulties with Grants.gov, the applicant should contact Grants.gov Customer Service.  The Grants.gov Contact Center is available 24 hours a day, 7 days a week, with the exception of all Federal Holidays.  The Contact Center provides customer service to the applicant community.  The extended hours will provide applicants support around the clock, ensuring the best possible customer service is received any time it is needed.  You can reach the Grants.gov Support Center at 1-800-518-4726 or by email at support@grants.gov.  Submissions sent by email, fax, CD’s or thumb drives of applications will not be accepted.

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/guide/url_redirect.htm?id=12000), 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.  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 and uploaded as Attachment A from the following link: http://www.cdc.gov/od/pgo/funding/grants/foamain.shtm 
Letter of Intent 
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 CDC 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:

Descriptive title of proposed research
Name, address, and telephone number of the PD(s)/PI(s)
Names of other key personnel
Participating institutions
Number and title of this funding opportunity 

The letter of intent should be sent to: 
Michael A. Brown, MPH
Extramural Research Program Office

National Center for Chronic Disease Prevention and Health Promotion

Centers for Disease Control and Prevention

U.S. Department of Health and Human Services 

4770 Buford Hwy, N.E.,
Mailstop K-46

Atlanta, GA 30341 

Telephone: (770) 488-5118
Fax: (770) 488-7863 

Email: mab5@cdc.gov 

FedEx address

Centers for Disease Control and Prevention 

4770 Buford Hwy, NE

Building 101, Room 3113

Atlanta, GA 30341 

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. 
Research Plan Components/Attachments

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).  See Part I, Section 5.5 of the SF 424 (R&R) Application Guide (http://grants.nih.gov/grants/guide/url_redirect.htm?id=12000)
for additional information.  Please attach applicable sections of the following Research Plan components:
1. Introduction to Application

2. Specific Aims

3. Research Strategy

4. Inclusion Enrollment Report

5. Progress Report Publication List

Human Subjects Section

6. Protection of Human Subjects

7. Inclusion of Women and Minorities

8. Targeted/Planned Enrollment Table

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 

The Research Plan narrative is comprised of components 2, 3, and 4 above.  Component 4 (Inclusion Enrollment Report) applies only to renewal and revision applications for clinical research. Note that the Research Strategy is divided into three parts: 1) Significance, 2) Innovation, and 3) Approach.

Applicant’s research plan should address activities that will be conducted over the entire project period and should include the following items:
1) Establish a coordinating center for conducting research and training.  Provide a description of how the coordinating body of a network of research and/or training institutions will operate, including a plan for reviewing and recommending potential research, program, and training projects in collaboration with NCBDDD.  The plan should include:
a) Development of a process and mechanism to conduct effective and timely public health research review and model demonstrations in developmental and other disabilities, and the prevention of secondary conditions among people who have a disability;
b) Describe the methods, guidance, and infrastructure necessary to support public health research and community-based intervention projects.  This may include office space, personnel, equipment, and other resources;
c) Describe the process for developing and managing the process for identification, solicitation, and evaluation of proposals, including a rigorous review process to identify the most meritorious proposals to accomplish FOA objectives;
d) Describe component projects conducted directly by the recipient organization, or by a sub-recipient as special projects;
e) Describe the process for tracking, reporting, and evaluating the progress of each research project at least annually;
f) Describe the approach for ensuring that all supported component projects are responsive to the public health mission of NCBDDD as it relates to birth defects, developmental and other disabilities, and reducing health disparities among people with disabilities across the life course;
g) Provide an organizational chart illustrating the applicant’s internal structure, including reporting lines, and relationship with other partners or organizational members;
h) Describe the qualifications of the PD/PI and the planned percentage of time that will be devoted to the award. The PD/PI should be an established expert in disabilities or birth defects with the leadership and institutional authority to direct the activities of the award. The qualifications of the PD/PI should be documented in the form of previous experience developing and/or directing research and training, funding history, and publications in peer-reviewed journals or other reports;
i) Provide evidence of demonstrated partnerships and collaborations, to address the goals, objectives, and intent of the FOA. Examples of these partnerships or organizational memberships include partnerships with (1) states/territories/ or tribal authorities;  (2) professional organizations; (3) local public health agencies;(4) academic institutions (5); consumer organizations (6); or other entities important to achieving the objectives of the FOA. 
2) Advance evidence-based programs and practices that promote the health and wellbeing of children, youth, and adults with disabilities and their families. 

a) Describe plans for working with partners or organizational members to promote health education messages in target audiences: 
i) Describe mechanisms for selecting, funding, training, and providing technical assistance to state or local applicants to work with state and local partners to integrate early identification messages and materials into state and local programs that serve parents of young children, such as Women Infants and Children, Head Start/Early Head Start, home visiting, Individuals with Disabilities Education Act. Part C/Child Find, and others;
(1) Describe the anticipated pool of applicants, criteria for selecting successful candidates, training to be provided, resources (such as materials from NCBDDD) to be provided, and how ongoing administrative, professional, and technical support will be provided;

b) Describe planned activities for providing educational resources for health care professionals, child care professionals, and others to promote early identification of children with ASD and other developmental disabilities; and
c) Describe the approach for using the partner or organizational member networks to rapidly disseminate and replicate successful programs;
i) Describe how lessons learned from state and local partnerships for integrating health education messages about early identification can be shared and replicated throughout the applicant’s network.
3) Conduct research in support of Center priorities related to birth defects, developmental and other disabilities, and health disparities associated with disabilities. 
a) For each research project proposal, provide detailed and consistent instructions.  Include:
i) Specific aims, including a description of the relationship of the research project to the NCBDDD’s mission and health priorities, Healthy People 2020 focus areas, CDC public health research agenda, and the needs of the community http://www.cdc.gov/od/science/quality/docs/AdvancingTheNationsHealth.pdf.  Include a specific description of the research community if it differs from the partner community;
ii) Background and significance, including how the research furthers the fields of birth defects, developmental and other disabilities, and health disparities among people with disabilities.  Include evidence of community and partner support for, and endorsement of, the research topic, methods, and partnering community through letters of collaboration;
iii) Evidence of community and partner input into identification of health priorities and disparities and a description of how they will be engaged throughout the research process;
iv) A timeline for delivery
v) Information on the project team’s experience in conducting research with the community in which the project will be implemented and experience in the research topic and methods; 
vi) Provide a description of the qualifications of the PD/PI and the planned percentage of time that they will devote to the award.  The PD/PI should be an established researcher with the leadership and institutional authority to direct the activities of the award.  The qualifications of the PD/PI should be documented in the form of previous experience developing and/or directing research.  

vii) Provide a listing of key staff exclusive of the PD/PI who will be devoted to this activity. For each key personnel, describe their demonstrated knowledge, experience, and ability in the relevant area (e.g., population level surveillance, data management, analytic techniques) and subject matter expertise related to the health and well-being of people with disabilities.  Include the percentage of time each person will devote to the research.  A description of the study participants, including recruitment and retention strategies;
viii) Power calculations;
ix) Implementation timeline; and
x) Plans to report and disseminate research results and a description of community and partner involvement in planned dissemination.
b) For research related to identification, diagnosing, surveillance and tracking, additional information for each research plan should include:
i) A general description of possible approaches to be employed for identifying and assessing data sources related to the area;

ii) Describe how data sources and data elements may be selected.  Include a rationale for selection of identification or tracking criteria;
iii) Describe the roles of key partners associated in the oversight and guidance of these surveillance related research activities, their qualifications, and evidence of their commitment and cooperation with the areas of research (e.g., letters of collaboration, memoranda of understanding, and documentation of prior collaborations);
iv) Describe potential data access requirements for possible data sources (e.g., data use agreements (DUAs) or other data sharing mechanisms employed); evidence of existing partnerships or previous work with population-based data related to birth defects, developmental disabilities or disparities associated with disabilities;

v) Evidence of sufficient institutional support (e.g., space, equipment, etc.) and a staffing plan and other resources that will enable the achievement of this objective within the project period;

vi) Describe the template for an overall analytic plan:

(1) Specific, measurable, time-framed sub-objectives for the funding period;

(2) Benchmarks of adequate and timely progress;

vii) Provide a description of relationship(s) with the disability communities and also local and state health department agencies and other partners that may be relevant to the surveillance research.
c) For research related to increasing knowledge in areas of risk factors and causal pathways, additional information for each research plan should include:
i) A determinant (for hypothesis testing research on risk or causality of diseases and conditions) or intervention (testing efficacy, effectiveness) approach that uses appropriate research designs such as:

(1) Quantitative (i.e., observation, quasi-experimental, or experimental);
(2) Qualitative (i.e. ethnographic, focus groups, in-depth interviews); and or 

(3) Mixed methods (e.g., combination of quantitative and qualitative); 

ii)  Documentation that any intervention research projects identify or modify an existing evidence-based intervention for implementation within a different setting (e.g., community-based rather than clinic-based) or population:
(1) The proposed intervention must be evidence-based in that it has undergone sufficient scientific evaluation to be proven efficacious or effective;
(2) The applicant must provide evidence of efficacy or effectiveness of the intervention and justify the intervention's relevance to the study population.  Evidence of effectiveness can be found in a variety of places, including:

(a) Scientific evaluation in peer reviewed publication of quantitative or qualitative  research;
(b) Evaluation reports; 

(c) Systematic reviews of literature; and

(d) Descriptive or survey research;
iii)  For an intervention research project that may identify or modify an existing practice-based intervention for implementation within or dissemination to a different setting (e.g., community-based rather than clinic-based) or population:

(1) The proposed intervention must be a practice-based strategy that has undergone sufficient implementation to be proven acceptable by the community;
(2) Be sustainable due to evidence of appropriate partnerships and available resources; and 

(3) Likely be effective (i.e., intervention initiation precedes minimal positive effect and change over time);
iv) For a newly proposed intervention, provide a rationale for doing so and demonstrate that no applicable intervention exists:  

(1) Demonstrate that there is both a gap in the literature and a need for the intervention in the partner community; and

(2) Describe the design of the intervention and demonstrate that adoption of the intervention will be feasible for state or local agencies or community-based organizations in terms of cost and other practical limitations.
d)  For research related to increasing knowledge in areas of health communication, policy translation and dissemination, additional information for each research plan should include:
i)  Documentation that demonstrates expertise in communication and dissemination that includes:

(1) An infrastructure/inventory of resources and personnel to support communication and dissemination activities and a demonstrated ability to translate research activities and findings for different audiences;

(2) Ability to develop and maintain a dedicated Website description of a focused and realistic coordinating center-wide communication plan that includes multi-year goals, objectives and activities that integrates communication activities into research, training, evaluation, and community activities;

(3) Demonstrated capacity and experience developing and disseminating materials to all stakeholders including communities, states, partners, professional organizations, and the scientific community; and

(4) Evidence of experience communicating activities related to research projects through marketing materials and the media.
ii) Documentation that demonstrates evidence behind the intervention and that the results will include information and guidance for implementation of the intervention by other agencies, organizations, or communities.
e) For investigator / field initiated research, provide additional information, following appropriate guidelines for including additional information as needed from items a-d above:
i) Identification, diagnosing, surveillance and tracking;
ii) Increasing knowledge in areas of risk factors and causal pathways;
iii) Increasing knowledge in areas of health communication, policy translation and dissemination.
4) Train health and public health professionals;
a) Describe the plan for a fellowship program designed to enhance professional development in addressing NCBDDD priorities;
i) Describe the anticipated pool of applicants, criteria for selecting successful candidates, training to be provided to selected fellows, and how ongoing administrative, professional, and technical support will be provided.
b) Describe plans for working with NCBDDD to develop the fellowship program;
c) Describe plans to sustain and grow activities related to the planned Fellowship program designed to enhance professional development in addressing organizational priorities; and

d) Describe previous experience and evidence of effectiveness in providing training.
5) Communicate and disseminate intervention and other information with and for stakeholders and other audiences:
a) Describe an approach to convening meetings of stakeholders to discuss and address research, policy and programmatic issues:
i) Describe plans to convene annual meetings to share findings from research in progress among coordinating center researchers and NCBDDD;

ii) Describe processes for convening meetings with NCBDDD and national and state-level representatives of public health, medical, education, and other stakeholder organizations to address policy issues, and describe the process for sharing results of policy meetings with participants and the broader range of stakeholders and others in the related field.
b) Describe the process of providing technical assistance to stakeholders:
i) Describe plans and methods for communication (e.g. webinars, podcasts, conference calls) that present research findings, programmatic guidance, and other professional and technical information; for discussion forums that encourage dialogue among national, state, and local representatives of public health, medical, education, , and other stakeholder organizations; and for other methods for sharing information with stakeholders in NCBDDD priority topic areas;
ii) Describe plans for supporting a network of state and local experts and practitioners to improve early identification of children with ASD and other developmental disabilities, or other topics of interest to NCBDDD.
c) Describe plans for convening and/or supporting state-level teams focused on improving early identification and access to services:
i) Plans should provide for meetings, technical assistance, communication vehicles, tracking and reporting team activities, sharing process and progress across teams and with NCBDDD, and assessment of outcome.
d) Describe how information about public health policy and legislation involving children and adults with or at risk for disabilities will be gathered for distribution to and use by stakeholders:
i) Describe plans for tracking and sharing information about federal and state legislation related to NCBDDD priorities, including ASD and other developmental disabilities,
e) Identify potential stakeholder organizations that could be included in a-d above.
6) Evaluate and report on findings.
a) Describe evaluation and tracking methods that will measure process, outcome, and, where feasible, impact of supported programs focusing on stated goals and objectives.
i) Describe  plans for collecting process and outcome data related to each major activity
ii) Describe plans for reporting data and results related to each major activity 
b) Develop a general use logic model clearly specifying domains of inputs, activities, outputs, and outcomes for activities related to this project.  Include a brief (two page maximum) narrative description of the logic model.
c) Develop and describe a realistic and focused evaluation plan that is aligned with the logic model for each proposed project that also describes the purpose of the evaluation.  The evaluation plan should include:
i) Broad goals, objectives, and activities,
ii) A description of mechanisms for engaging stakeholders in evaluation activities,
iii) Key local-level or activity-specific evaluation questions,
iv) Evaluation methods, and
v) A description of how evaluation results are intended to be used
Overall:

a) Provide current history and experience in addressing the major activities under this research announcement.  As such, the application should incorporate an analysis of specific tasks performed; denote research conducted by the organization and/or by partners or organizational members; outline indications of oversight competencies; describe experience working with partners or organizational members to coordinate activities, conduct processes to solicit and review research, program, and training proposals; and convey evidence of effective performance based on published reports of research and program outcomes with cited broad public health applications.  Describe experience conducting and coordinating research, training, and programs with (1) state and territories, (2) professionals working with state public health agencies and academic communities in the areas of birth defects, developmental and other disabilities, and (3) consumers of these services.
b) Provide evidence of capacity to conduct research, identify and solicit strong competitive basic and applied research proposals from partners or organizational members, to implement efficient review, and to effectively manage and track the progress of the research.
c) Provide evidence of established processes and mechanisms to develop and conduct effective and timely public health research, review and model demonstrations in developmental and other disabilities, and the prevention of secondary conditions among people who have a disability.

d) Describe the type of staffing required including the capacity to provide technical assistance, review research proposals, conduct research, manage fellowships, track outcomes, support the center infrastructure, and provide core research capacity.  There must be at least one full time person with scientific capacity and responsibility to plan, conduct, and coordinate research projects, review research proposals, and implement project activities.
e) Identify and describe qualifications and experience of key partners required in order to perform the research and training.  Their roles should be clearly delineated within the context of each project.  Partners should have demonstrated experience working with each other, as well as disability populations and, where relevant,  large data sets.  In addition, for those projects involving interventions, partners should have experience in implementation and evaluation of interventions in community or population-based settings;
f) Describe timelines for accomplishing various activities proposed; and 
g) Describe infrastructure and work environment needed to accomplish proposed activities.
All instructions in the SF424 (R&R) Application Guide (http://grants.nih.gov/grants/funding/424/SF424_RR_Guide_General_Adobe_VerB.pdf)
 must be followed, with the following additional instructions: Add text in the space below (before Appendix) to supply any additional instructions related to the Research Plan, but only include information that is different from application guide. 
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.
Page Limitations

All page limitations described in this individual FOA must be followed.  For this FOA, the Research Strategy component of the Research Plan narrative is limited to 25 pages. 

Supporting materials for the Research Plan narrative included as appendices may not exceed 10 PDF files with a maximum of 50 pages for all appendices.  

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. 

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/guide/url_redirect.htm?id=12000). 
Failure to follow these requirements may lead to rejection of the application during agency validation or delay in the review process. 
3. Submission Dates and 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 CDC PGO TIMS for guidance at least 3 calendar days before the deadline date.

4. Intergovernmental Review (E.O. 12372)
This initiative is not subject to intergovernmental review (http://grants.nih.gov/grants/guide/url_redirect.htm?id=11142). 
5. Funding Restrictions
All HHS/CDC awards are subject to the terms and conditions, cost principles, and other requirements described in the HHS Grants Policy Statement. 

Pre-award costs are allowable only as described in the HHS Grants Policy Statement. 
6. Other Submission Requirements and Information 

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. 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://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 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://grants.nih.gov/grants/ElectronicReceipt/avoiding_errors.htm or http://grants.nih.gov/grants/ElectronicReceipt/submit_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 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 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 merit for science and public health practice, 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 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 public health 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 and staff 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?  Do other key staff have appropriate background and experience for the project?  
Does the applicant show core research and program capacity and identify at least one full time person with scientific capacity and responsibility to plan and coordinate research projects, review of project proposals, and project activities.  Does the staffing plan demonstrate the capacity to provide technical assistance, review proposals, conduct research, manage fellowships, track outcomes, support the center infrastructure, and provide core research capacity?  Does the applicant demonstrate experience in professional training related to the field of health and disability?   Does the applicant staffing plan demonstrate capacity to provide sufficient training capacity?
Do the investigators have a successful track record in public health research and programs? Is there evidence of past collaborations with or among the proposed team? Have previous research and training results provided high quality outputs and evidence-based knowledge that has contributed to improvements in public health practice and population health?

Innovation

Does the application challenge and seek to shift current research or public health 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?  Are new and improved training approaches described relative to the field of disability and health?  Will the application serve to advance evidence-based practice and policies that promote the health and well being of children, youth, and adults with disabilities and their families?
Is the proposed research innovative and yet offer reasonable potential for concrete applications of interest and value to CDC?
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 the 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? 
Does the applicant provide evidence of organizational capacity and skills to conduct research and training, identify and solicit strong competitive basic and applied research proposals from partners or organizational members, to implement efficient review of proposals, and the ability to effectively manage and track the progress and performance of research and training activities?
Are provisions in place that respect and protect the rights of people with disabilities?

Are people with disabilities included in development and implementation of research and training, consistent with the principles of community-based participatory research (CBPR) or training?  CBPR is an established interdisciplinary research methodology in which scientists and members of a target community – in this case, the disability community – cooperate as equal partners in developing, implementing, and disseminating research especially relevant to that community. This approach has been shown to offer particular promise that research findings will be understood, embraced and adapted by members of the target community.
Does the applicant provide evidence of established processes and mechanisms to develop and conduct effective and timely public health practice, review and model demonstrations in developmental and other disabilities, and the prevention of secondary conditions among people who have a disability?
Does the applicant effectively demonstrate the capacity to develop, sustain, and expand activities related to a fellowship program designed to enhance professional development in addressing organizational priorities through the solicitation, selection, staffing, and conduct of fellowships for priority areas within the recipient and NCBDDD missions?

Does the application propose to use evidence-based interventions or strategies in the program plan? Are appropriate research strategies or components scalable? 
Does the applicant demonstrate experience in successfully organizing large stakeholder meetings for training or policy development?

For the evaluation plan, are outputs identified and are measures/metrics to assess outcomes included? Does the applicant describe how the results will be disseminated and ultimately used?

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?
Does the organizational chart reflect an appropriate leadership model and delegation of work activities to ensure an effective organization? Do the existing and planned partnerships described indicate the applicant can achieve the research, program, and training goals and objectives of this FOA?

Does the coordinating center infrastructure proposed by the applicant to operate the research, fellowship, and programmatic aspects of the planned work appear adequate to accomplish the goals and objectives of this FOA?  To what extent are the proposed partnerships and infrastructure in place to support the planned activities, to ensure timely startup and implementation of activities?

Does the applicant have experience conducting research, training, and programmatic activities with (1) states and territories, (2) professionals working with state public health agencies and academic communities in the areas of birth defects, developmental and other disabilities, and (3) consumers of these services?
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
For research that 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/od/pgo/funding/grants/additional_req.shtm#ar1).
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, Children and People with Disabilities
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 and people with disabilities. 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/OD/foia/policies/inclusio.htm).
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. 
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.
Resource Sharing Plans

HHS/CDC policy requires that recipients of grant awards make unique research resources and data readily available for research purposes to qualified individuals within the scientific community after publication. Please see:

http://www.cdc.gov/od/foia/policies/sharing.htm. 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/od/pgo/funding/budgetguide.htm.
2. 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 be discussed and 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. 
3. 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) via the eRA Commons. 

Information regarding the disposition of applications is available in the HHS Grants Policy Statement (http://dhhs.gov/asfr/ogapa/aboutog/grantsnet.html). 
Section VI. Award Administration Information

1. Award Notices
Any applications awarded in response to this FOA will be subject to the DUNS, CCR 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://dhhs.gov/asfr/ogapa/aboutog/grantsnet.html). 

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 described in Section IV.5. 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 reimbursed only to the extent considered allowable pre-award costs specified in the FOA document. 
2. Administrative and National Policy Requirements
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, Overview of Terms and Conditions of Award and Requirements for Specific Types of Grants.  The following internet address gives additional information for the A/Rs that are required by this FOA: http://www.cdc.gov/od/pgo/funding/Addtl_Reqmnts.htm.  Requirements that apply to this FOA are the following:


AR-1 Human Subjects Protection
AR Data and Safety Monitoring Plan
AR-9 Paperwork Reduction Act Requirements
AR-10 Smoke-Free Workplace Requirements
AR-11 Healthy People 2020
AR-12 Lobbying Restrictions
AR-14 Accounting System Requirements
AR-15 Proof of Non-Profit Status
AR-22 Research Integrity
AR-24 Health Insurance Portability and Accountability Act Requirements
AR-25 Release and Sharing Data
AR-29 Compliance with EO13513, “Federal Leadership on Reducing Text Messaging While Driving”
AR-508 Compliance with Section 508 of the Rehabilitation Act of 1973
Cooperative Agreement Terms and Conditions of Award
The following special terms of award are in addition to, and not in lieu of, otherwise applicable U.S. Office of Management and Budget (OMB) administrative guidelines, U.S. Department of Health and Human Services (DHHS) grant administration regulations at 45 CFR Parts 74 and 92 (Part 92 is applicable when State and local Governments are eligible to apply), and other HHS, PHS, and CDC grant administration policies. 
The administrative and funding instrument used for this program will be the cooperative agreement, an "assistance" mechanism (rather than an "acquisition" mechanism), in which substantial CDC programmatic involvement with the awardees is anticipated during the performance of the activities. Under the cooperative agreement, the HHS/CDC purpose is to support and stimulate the recipients' activities by involvement in and otherwise working jointly with the award recipients in a partnership role; it is not to assume direction, prime responsibility, or a dominant role in the activities. Consistent with this concept, the dominant role and prime responsibility resides with the awardees for the project as a whole, although specific tasks and activities may be shared among the awardees and HHS/CDC as defined below. 


The PD(s)/PI(s) will have the primary responsibility for:

· Providing oversight of all management and administrative aspects of the project, including maintaining an adequate staffing plan to support project activities.

· Working collaboratively with CDC scientists and partners on aspects of study design and analysis, including enhancement to the study protocols, and conduct.

· Obtaining the appropriate Institutional Review Board (IRB) approvals for research involving human subjects.

· Participating in periodic conference calls or meetings with CDC staff, including budgeting travel funds for at least one meeting per year in Atlanta.

· Assuring and maintaining confidentiality of all relevant data and documents.

· Developing and implementing a dissemination plan for all research findings and interim reports.

· Coordinating and conducting each element of the research objectives.
· 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 laws, regulations, and policies.
There are two separate CDC scientific roles: Scientific Collaborator (SC) and Scientific Program Officer (SPO).  CDC staff have substantial programmatic involvement that is above and beyond the normal stewardship role in awards, as described below:

· In this cooperative agreement, the SCs are partners with scientific and programmatic involvement during the conduct of the project through technical assistance, advice, and coordination.  SCs with appropriate scientific and programmatic background and skill sets will be available to provide support to the research, program, and training activities conducted by the awardee.  The SCs will:
· Use their experience in studies of this nature to advise the project on specific questions regarding the project, and provide information on NCBDDD strategic priorities.
· Respond to inquiries regarding such areas as data management, data analysis, or other methodological issues.
· Provide scientific consultation and technical assistance on questions related to epidemiology, statistical and power calculations, and data storage and tracking formats used in other CDC-sponsored research that could be advantageous to the project.
· Advise on the project processes for analysis, interpretation, and reporting of findings in the literature.
· Obtain Institutional Review Board approvals as required by CDC when CDC is engaged in research involving human subjects.
· Provide relevant research findings and public health recommendations related to the project.
· 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.
· 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.
· Additionally, a CDC NCBDDD Project Officer or other CDC staff may provide day-to-day programmatic, administrative, and fiscal management in support of the project as defined above.
Areas of Joint Responsibility include:
·  Discussing ways to efficiently coordinate study activities and best practices.
· Identify and recommend solutions to unexpected study problems.
· CDC scientist and PD/PI will participated in an annual meeting and occasional working group meeting.
· Develop a coordinated work plan, milestones, and timeline at the beginning of each project year for work including material dissemination, methods development, and summary reports or publications.
3. Reporting
Federal Funding Accountability and Transparency Act of 2006: Public Law 109-282, the Federal Funding Accountability and Transparency Act of 2006 as amended (FFATA), 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 Web site, www.USASpending.gov.

The Web site includes information on each Federal financial assistance award and contract over $25,000, including such information as: 

1. The name of the entity receiving the award 

2. The amount of the award 

3. Information on the award including transaction type, funding agency, etc. 

4. The location of the entity receiving the award 

5. A unique identifier of the entity receiving the award; and 

6. Names and compensation of highly-compensated officers (as applicable) 

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 Central Contractor Registry; and 2) similar information on all sub-awards/subcontracts/consortiums over $25,000. 

For the full text of the requirements under the Federal Funding Accountability and Transparency Act of 2006, please review the following website: 

http://frwebgate.access.gpo.gov/cgi-bin/getdoc.cgi?dbname=109_cong_bills&docid=f:s2590enr.txt.pdf
When multiple years are involved, 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.  As a part of the continuation application, new research topics will be submitted using Appendix 1 – Research Proposal Template.
Recipient Organization must provide HHS/CDC with an original, plus two hard copies of the following reports:

Non-Competing Grant Progress Report, (use form PHS 2590, posted on the HHS/CDC website, http://www.cdc.gov/od/pgo/funding/forms.htm and at http://grants.nih.gov/grants/funding/2590/2590.htm, no less than 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.

A final progress report, invention statement, and the expenditure data portion of the Federal Financial Report are required when for closeout an award is relinquished, as described in the HHS Grants Policy Statement. 

An annual financial status report (SF 269) and an annual progress report are due 90-days after the end of each budget period.

The final Federal Financial Report (FFR), SF 425, and progress report are due 90-days after the end of the project period.

Recipient Organization must forward these reports by the U.S. Postal Service or express delivery to the Grants Management Specialist listed in the “Agency Contacts” section of this FOA.

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)
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)

Procurement and Grants Office 

Telephone 770-488-2700

Email: PGOTIM@cdc.gov
Hours: Monday - Friday, 7am – 4:30pm U.S. Eastern Standard Time
Scientific/Research Contact(s)

Michael A. Brown MPH

Scientific Program Official

Extramural Research Program Office

Centers for Disease Control and Prevention

4770 Buford Hwy, NE,
Mailstop F-46

Atlanta, GA 30341

Telephone: (770) 488-5118

FAX: (770) 488-7863
E-mail: mab5@cdc.gov
Shipping Address

Centers for Disease Control and Prevention 

4770 Buford Hwy, NE

Building 101, Room 3116

Atlanta, GA 30341

Peer Review Contact
Chris Languab, Ph.D

Scientific Review Official

Extramural Research Program Office

Centers for Disease Control and Prevention

4770 Buford Hwy, NE

Mailstop F-46

Atlanta, GA 30341

Telephone: (770) 488-3584
FAX: (770) 488-7863
eeo6@cdc.gov 

Shipping Address

Centers for Disease Control and Prevention 

4770 Buford Hwy, NE

Building 101, Room 3113

Atlanta, GA 30341
Financial/Grants Management Contact(s)

Deborah Rogers Mercy
Grants Management Specialist

Procurement and Grants Office

Centers for Disease Control and Prevention

4770 Buford Hwy, NE

Mailstop E-09

Atlanta, GA 30341

Telephone: (770) 488-2758

FAX: (770) 488-2778

dem2@cdc.gov
Section VIII. Other Information

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. Insert appropriate citation(s) above for PHSA and CFR #.
Section VIII. Appendices
Appendix 1 – Research Proposal Template
Appendix 1 - Research Proposal Template

Research Proposal Template and Instructions

Each research proposal must be in the format described in this document using the general instructions for preparing the proposal and the detailed instructions provided for each section.  

General Instructions:

· Single spaced, 12pt font
· Not more than four typed pages
· Allowable formatting: bold, italics, bulleted or numbered lists

· Bullets or Arabic numbers may be used for references

· Do not underline

· Do not use tables

· Ensure URLs are complete, accurate and operational. 

Format and Section Descriptions:

a.
Project Title 

      No more than 120 characters.

b.
Name and contact information of Principal Investigator(s)

c.
Anticipated duration of project and level of funding

d.   Project Description and Objectives 


State the purpose and intent of the project.  Include any pertinent background information that establishes the need for the research.  

e.   Research Plan and Project Activities


Provide a Research Plan that includes a (1) description of the study design and methods, (2) description of the study population, (3) recruitment plan, (4) a proposed timeline, (5) dissemination plan, and (6) evaluation measures.  Within the Research Plan, describe the types of activities /methods that will be used to achieve the research objectives.  Further, describe the potential public health impact of this research project.

f. 
OMB and IRB

Describe involvement of human subjects in the research and the approaches that will be used to ensure protection of all subjects, include:  (1) Risk to subjects; (2) Adequacy of protection against risks; (3) Potential benefits of the proposed research to the subjects and others; (4) Importance of the knowledge to be gained.  Indicate if it is anticipated that any data collection efforts will require OMB clearance.

g. 
Data Security

Describe any data collection, management, and analysis or dissemination activities and indicate if they may result in the development of a new information system or use of an existing information system.  If it is anticipated that an information system will be used, please describe where the system will reside and who will have access to it.

h. 
Supporting Documentation
Provide letters of support from collaborating organizations.  Submit the CV of the Principal Investigator.

Appendix 2. Questions from Potential Applicants with Answers by CDC

Question 1 - Research activities in Objective 3.  We understand that the proposal is to cover the three NCBDDD priority areas.

Answer – Under Goals and Objectives; Objective 3; the FOA lists three priority areas identified as a), b), & c), that a research project should be submitted for during Year one.  In selecting topics to respond to, select: one surveillance topic (1), one risk factor and causal pathways topic (2), and one communication, policy translation, and dissemination topic (3).  Note: all three must be used within the three priority areas and only once.  Example if you select (1) for topic a), the research area for b) will be limited to (2) & (3), and so forth.

“During Year One, research will be conducted to support and advance the strategic priorities of NCBDDD as shown below.”

e) Preventing major birth defects attributable to maternal risk factors;

i) Therefore, research in Year One of this project should address one of the three following research topics:
(1) Identification, diagnosing, surveillance and tracking:  Identify new or proven effective approaches to recognizing and tracking birth defects;

(2) Increasing knowledge in areas of risk factors and causal pathways:  Identify risk factors and interactions related to potential causal pathways associated with birth defects; and

(3) Increasing knowledge in health communication, policy translation, and dissemination:  Identify factors that improve understanding and awareness of birth defects.

f) Enhancing tracking and research of DD, including ASD, to monitor changes in occurrence and contributing risk factors:

i) Therefore, research in Year One of this project should address one of the three following research topics:
(1) Identification, diagnosing, surveillance and tracking:  Identify more accurate means of diagnosing and tracking ASD, including improving early identification of children with ASD and other developmental disabilities;

(2) Increasing knowledge in areas of risk factors and causal pathways:  Identify risk factors and causal agents  associated with ASD; and

(3) Increasing knowledge in health communication, policy translation, and dissemination:  Identify barriers, motivation, and information needs of parents of special population groups, health care providers, and educators to improve health communication strategies that contribute to improved early identification of ASD and other developmental disabilities.

g) Reducing disparities in health indicators such as obesity in children, youth, and adults with disabilities:
i) Therefore, research in Year One of this project should address one of the three following research topics:
(1) Identification, diagnosing, surveillance, and tracking:  Identify more accurate means of identifying and tracking people with specific conditions associated with disability such as intellectual disabilities, certain rare conditions such as spina bifida, muscular dystrophy, or ADHD;

(2) Increasing knowledge in areas of risk factors and causal pathways:  Identify risk factors and causal agents that appear to be related to health disparities for health indicators such as obesity, physical activity, or tobacco use; and

(3) Increasing knowledge in health communication, policy translation, and dissemination:  Identify effective health communication and policy translation strategies that will raise awareness of public health practices that may lead to reduced disparities among health indicators for people with disabilities.

Question 2 - In the proposal is the applicant required to outline an approach for each of the three NCBDDD priority areas with a timeline and a plan for how the applicant would solicit researchers to carry out each of the three priority areas?  Or is the applicant to develop full research proposals for each of the three priority areas with specific statistical analysis plan, and actual researcher personnel?  See Research Plan number 3 for more details.

Answer – The FOA states research projects for all 3 areas are required for Year one.  Under Goals and Objectives; Objective 3; the FOA states:  “During Year One, research will be conducted to support and advance the strategic priorities of NCBDDD as shown below.  In selecting areas to respond to, select one surveillance topic, one risk factor and causal pathways topic, and one communication, policy translation, and dissemination topic.”

Question 3 - In several places in the FOA language there is reference to a full time person with scientific capacity.  Does this research staff person need to be an existing member of the applicant’s organization or can this staff person be hired upon receipt of the award?

Answer – The FOA states “There must be at least one full time person with scientific capacity and responsibility to plan, conduct, and coordinate research projects, review research proposals, and implement project activities.”  The FOA does not specify if the person has to be on board at the time the application is submitted, or is in the staffing plan.

Question 4 - What are the page limits for the entire proposal?  On page 24 it states “…, the Research Strategy component of the Research Plan narrative is limited to 25 pages” does that refer to Objective 3 only since on page 17-18 the Research Plan narrative is referenced.

Answer – Under Page Limitations the FOA states: For this FOA, the Research Strategy component of the Research Plan narrative is limited to 25 pages.  The Research Plan should address all 6 FOA Objectives and the following under Research Plan Components/Attachments (pages 17-24 in the electronic file).  Note: printed page numbers do not always match up with electronic page numbers.

3) Establish a coordinating center for conducting research and training. 

4) Advance evidence-based programs and practices that promote the health and wellbeing of children, youth, and adults with disabilities and their families. 

3) Conduct research in support of Center priorities related to birth defects, developmental and other disabilities, and health disparities associated with disabilities. 
4) Train health and public health professionals;

5) Communicate and disseminate intervention and other information with and for stakeholders and other audiences:
6) Evaluate and report on findings.
Overall: 

Also, under Overview of Project Structure the FOA indicates activities that should be conducted during Year one. “During Year One of the award, the grant recipient will be expected to establish an organizational infrastructure, recruit and hire scientific and professional staff, and set processes and procedures in place to develop and conduct research activities.  Given the focus on developing organizational capacity in Year One of the award, the applicant will be expected to conduct a limited number of research and public health practice projects as outlined in Objective 3.  Further, during Year 1, the applicant will be expected to recruit and place two Fellows at CDC (see Objective 4), provide training and meeting support to state grantees (see Objective 5), and provide technical assistance and meeting support to improve early identification of developmental disabilities (see Objective 2).”

Question 5 - What are the page limits for the attachments?  On page 24 it states “Supporting materials for the Research Plan narrative included as appendices may not exceed 10 PDF files with a maximum of 50 pages for all appendices.”  Does this include all Letters of Collaboration?

Answer – All supporting materials should be placed in the appendices.  Under Page Limitations the FOA states: “Supporting materials for the Research Plan narrative included as appendices may not exceed 10 PDF files with a maximum of 50 pages for all appendices.”

Question 6 - Can you provide documents related to the existing NCBDDD fellowship program, referenced on page 22?

Answer – The focus of Objective 4 is on the development of a fellowship program.

Question 7 - Can you clarify the discrepancy between the goals and objectives on page 7-11 with those on pages 18-23?

Answer – Pages 7-11, Research Goals and Objectives outline and describe the goals and objectives of the FOA.  Pages 18-24 Research Plan Components/Attachments provide guidance on what should be included in the application, describing specific activities to be conducted over the project period, and additional details regarding format, content, methods, approaches, and staffing requirements for the project activities.  The guidance aligns with the Goals and Objectives but also includes some overall project requirements.

Question 8 - Should the proposed research project follow the outline on page 17 -18 or the outline on pages 19-22?

Answer – See answer to question 7

Question 9 - Are there already existing centers funded under this or a similar mechanism?

Answer – This is a new announcement for the development of a Coordinating Center for Research and Training to Promote the Health of People with Developmental and Other Disabilities.  CDC has previously supported the conduct of NCBDDD related research and other activities through a variety of funding mechanisms.

Question 10 - Can you please give more guidance on the instructions which state "In selecting areas to respond to, select one surveillance topic, one risk factor and causal pathways topic, and one communication, policy translation, and dissemination topic."  The choices are listed as a, b, and c, with 1, 2, and 3 within each of the choices.  Are we supposed to pick all from once section (e.g. a1-a3) OR are we allowed to choose any of them (e.g. a2, b1 and b3)?

Answer – See answer to question 1

Question 11 - Would an application be acceptable if it defined maternal issues solely as issues of mothers with disabilities?

Answer – The FOA does not define maternal risk factors.  Under Objective 3 it does state: “Many birth defects happen very early in pregnancy, sometimes before a woman knows she is pregnant. Prevention of birth defects begins with research identifying causes and risk factors associated with birth defects. Yet, for about two-thirds of birth defects, the causes are still unknown.  In addition, much is unknown about the interactions among different risk factors for birth defects. Further identifying and developing effective birth defects tracking systems are vital.”

Question 12 - Is there a requirement for autism to be included as a topic of one of the research studies at some point in the grant period?

Answer – Under Objective 3.  Research area b) is enhancing tracking and research of DD, including ASD, to monitor changes in occurrence and contributing risk factors.  This is a required research area for Year one.
Question 13 - Can you please explain better the fellowship resources that will be offered to trainees recruited under this award.  The instructions state that "An NCBDDD scientist will serve as a mentor to the fellows with opportunities for peer networking with other CDC fellows provide both within the NCBDDD and CDC."  What does this mean exactly?

Answer - CDC supports the work and ongoing training and education of Fellows by providing guidance and mentorship in their work with one or more senior scientists with CDC and NCBDDD experience.
Question 14 – What you expect in the 25 pages. We understand that the comprehensive and detailed objectives and expectation as distributed online. Because it takes five to six pages to just describe the objectives, I would like to confirm that we understand the instruction correctly that the proposal must address all objectives and areas within the 25 page limit.

Answer – Same as question 4.

� Giles, Holmes-Chavez and Collins (Cultivating Healthy Communities: The CDC Perspective, Health Promot Pract. 2009 Apr;10(2 Suppl):86S-87S)


� U.S. Department of Health and Human Services. The Secretary’s Advisory Committee on National Health Promotion and Disease Prevention Objectives for 2020. Phase I report: Recommendations for the framework and format of Healthy People 2020. Section IV. Advisory Committee findings and recommendations. Available at: http://www.healthypeople.gov/hp2020/advisory/PhaseI/sec4.htm#_Toc211942917
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