NIH funding opportunities

Faculty of Medicine and Health Sciences: Research Development and Support 19 Apr 2016 (#12)

[Click on blue hyperlink for further information]

The NIH funding opportunities listed below are only a selection of pre-screened, currently open health funding
opportunities for which South African institutions are eligible to apply. For a comprehensive selection of NIH funding
opportunities, please visit www.grants.nih.gov.

Please be advised that you must contact the Research Grants Management Office (RGMO) Pre-Awards (Dr Christa
Coetsee cdevries@sun.ac.za) as soon as possible to inform of your intent to apply and then confirm at least 30
days before the submission date. The NIH grant is submitted institutionally. All final application documents MUST
reach the RGMO seven (7) workdays before NIH application due date.

Important notices

e Notice of Pre-application Webinar for PAR-16-131 Emerging Questions in Cancer Systems Biology (U01) (NOT-CA-16-036)
National Cancer Institute

e Notice of National Institute on Deafness and Other Communication Disorders (NIDCD) Participation in PA-16-146"
Population Health Interventions: Integrating Individual and Group Level Evidence” R01 (NOT-DC-16-001) and R21 (NOT-

DC-16-002)

e Notice of Clarification Regarding Submissions to PAR-16-116 "Bioengineering Research Partnerships (U01)" (NOT-EB-16-
006) from National Institute of Biomedical Imaging and Bioengineering

e Notice to Update the Availability of National NeuroAIDS Tissue Consortium (NNTC) Brain and Other Tissue Samples from
Virally Suppressed Cases for Research on HIV Reservoirs and Latency (NOT-MH-16-008)

e Updated Application Forms (FORMS-D) Available for PAR-14-340 "Request to Access Parkinson's Disease Related-
Biospecimens (X01)" on May 25, 2016 (NOT-NS-16-015) from National Institute of Neurological Disorders and Stroke

1. Natural History Studies for Rare Disease Product Development: Orphan Products Research Project Grant

Letter of Intent due date: August 31, 2016 for October 14, 2016 and August 31, Hyperlink: (RFA-FD-16-043) Type: RO1

2018 for October 15, 2018 application dates.

Application Due Date: October 14, 2016 and October 15, 2018, by 11:59 PM Eastern Time. Applicants are encouraged to apply early to
allow adequate time to make any corrections to errors found in the application during the submission process by the due date. Applicants
should be aware that on-time submission means that an application is submitted error free (of both Grants.gov and eRA Commons
errors) on the application due date.

Purpose: The objective of FDA's Orphan Products Natural History Grants Program is to support studies that advance rare disease medical
product development through characterization of the natural history of rare diseases/conditions, identification of genotypic and phenotypic
subpopulations, and development and/or validation of clinical outcome measures, biomarkers and/or companion diagnostics. The ultimate goal
of these natural history studies is to support clinical development of products for use in rare diseases or conditions where no current therapy
exists or where the proposed product will be superior to the existing therapy. FDA provides grants for natural history studies that will either
assist or substantially contribute to market approval of these products. Applicants must include in the application's Background and Significance
section documentation to support that the estimated prevalence of the orphan disease or condition in the United States (US) is less than 200,000
(or in the case of a vaccine or diagnostic, information to support that the product will be administered to fewer than 200,000 people in the US
per year), and an explanation of how the proposed study will either help support product approval or provide essential data needed for product
development. Additional information may be required upon request, for example, regarding population estimate and rationale

Budget: FDA/Office of Orphan Products Development intends to fund approximately $2,000,000, for fiscal years 2017 and 2019 in support of
this grant program. It is anticipated that up to five (5) awards will be made, not to exceed $400,000 in total costs (direct plus indirect), per
award, per fiscal year. For those studies with an expected duration of more than 1 year, all future years of noncompetitive continuation of
support will depend on the following factors: (1) Performance during the preceding year; (2) compliance with regulatory requirements, if
applicable; and (3) availability of Federal funds. Prospective Natural History Studies: Application budgets need to reflect the actual needs of
the proposed project and should not exceed $400,000 in maximum total costs (direct and indirect) per year and maximum years of support.
The maximum project period is five (5) years. Retrospective Natural History Studies or Survey Studies Application budgets need to reflect the
actual needs of the proposed project and should not exceed $150,000 in maximum total costs (direct and indirect) per year and maximum
years of support. The length of support will depend on the nature of the study. The maximum project period is two (2) years.
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2. Mechanisms, Models, Measurement, and Management in Pain Research

Letter of Intent due date: 30 days prior to the application due date Hyperlink: (PA-16-187) Type: R21
(PA-16-188) RO1

Application Due Date: Standard dates and Standard AIDS dates apply. Apply by 5:00 PM local time of applicant organization. Applicants are
encouraged to apply early to allow adequate time to make any corrections to errors found in the application during the submission
process by the due date. Applicants should be aware that on-time submission means that an application is submitted error free (of
both Grants.gov and eRA Commons errors) on the application due date.

Purpose: The purpose of this Funding Opportunity Announcement (FOA) is to inform the scientific community of the pain research interests of
the various Institutes and Centers (ICs) at the National Institutes of Health (NIH) and to stimulate and foster a wide range of basic, clinical, and
translational studies on pain as they relate to the missions of these ICs. New advances are needed in every area of pain research, from the
micro perspective of molecular sciences to the macro perspective of behavioral and social sciences. Although great strides have been made in
some areas, such as the identification of neural pathways of pain, the experience of pain and the challenge of treatment have remained uniquely
individual and unsolved. Furthermore, our understanding of how and why individuals transition to a chronic pain state after an acute injury is
limited. Research to address these issues conducted by interdisciplinary and multidisciplinary research teams is strongly encouraged, as is
research from underrepresented, minority, disabled, or women investigators.

Budget: R21: Direct costs are limited to $275,000 over an R21 two-year period, with no more than $200,000 in direct costs allowed in
any single year. The scope of the proposed project should determine the project period. The maximum project period is 2 years. RO1:
Application budgets are not limited but need to reflect the actual needs of the proposed project. The scope of the proposed project
should determine the project period. The maximum project period is 5 years.

3. Research to Advance the Understanding and Management of the Multiple Organ Dysfunction Syndrome in Children

Letter of Intent due date: 30 days prior to the application due date Hyperlink: (PAR-16-195) Type: R21
Application Due Date: Standard dates and Standard AIDS dates apply. Apply by 5:00 PM local time of applicant organization. Applicants are
encouraged to apply early to allow adequate time to make any corrections to errors found in the application during the submission
process by the due date. Applicants should be aware that on-time submission means that an application is submitted error free (of
both Grants.gov and eRA Commons errors) on the application due date.

Purpose: The purpose of this funding opportunity is to establish a program of research to advance the understanding, prevention and treatment
of pediatric multiple organ dysfunction syndrome (MODS). Given the prevalence and associated morbidity and mortality of MODS in children,
the current lack of understanding underscores the need for more exploratory research. The intent of this R21 funding initiative is to encourage
exploratory and developmental research projects by providing support for the early and conceptual stages of research projects addressing these
topics. These studies may incur considerable research risk in efforts to make important breakthroughs in the understanding, prevention and
treatment of MODS in children. Projects of limited cost or scope that use widely accepted approaches and methods within well-established
fields are better suited for the RO3 small grant activity code. It is hoped that the results of this exploratory research will translate into improved
clinical outcomes for children with, and at risk for MODS.

Budget: Application budgets are not to exceed $275,000 in direct costs for the entire duration of the grant. No more than $200,000 may
be requested in any single year. The scope of the proposed project should determine the project period. The maximum project period
is 2 years.

4. Research to Advance the Understanding and Management of the Multiple Organ Dysfunction Syndrome in Children

Letter of Intent due date: 30 days prior to the application due date Hyperlink: (PAR-16-197) Type: RO3
Application Due Date: Standard dates and Standard AIDS dates apply. Apply by 5:00 PM local time of applicant organization. Applicants are
encouraged to apply early to allow adequate time to make any corrections to errors found in the application during the submission
process by the due date. Applicants should be aware that on-time submission means that an application is submitted error free (of
both Grants.gov and eRA Commons errors) on the application due date.

Purpose: The purpose of this funding opportunity is to advance the understanding, prevention and treatment of pediatric multiple organ
dysfunction syndrome (MODS). Given the prevalence and associated morbidity and mortality of MODS in children, the current lack of
understanding underscores the need for more research of all types. It is hoped that this research will inform subsequent RO1 applications, and
ultimately translate into improved outcomes for children with MODS, both in terms of prevention and treatment.

Budget: Application budgets are limited to $50,000 in direct costs per year. The scope of the proposed project should determine the
project period. The maximum project period is 2 years.

5. Research to Advance the Understanding and Management of the Multiple Organ Dysfunction Syndrome in Children

Letter of Intent due date: 30 days prior to the application due date Hyperlink: (PAR-16-196) Type: RO1
Application Due Date: Apply by 5:00 PM local time of applicant organization. Applicants are encouraged to apply early to allow adequate
time to make any corrections to errors found in the application during the submission process by the due date. Applicants should be
aware that on-time submission means that an application is submitted error free (of both Grants.gov and eRA Commons errors) on the
application due date.

Purpose: The purpose of this funding opportunity announcement (FOA) is to establish a program of research to advance the understanding,
prevention and treatment of pediatric multiple organ dysfunction syndrome (MODS). Given the prevalence and associated morbidity and
mortality of MODS in children, the current lack of understanding underscores the need for more basic, exploratory and longitudinal research.
Possible topics of study include, but are not limited, to the epidemiology, pathophysiology, monitoring, and treatment of MODS. Studies that
assess specific etiologies associated with MODS including, but not limited to, sepsis, trauma, acute respiratory distress syndrome, inborn errors
of metabolism, burns, cancer, transplantation and congenital heart disease are encouraged. Applications may include any appropriate study
designs ranging from basic science and animal models through prospective randomized controlled trials. It is hoped that as a result of research
supported through this funding opportunity, outcomes will improve both in terms of the prevention and treatment of MODS in children.
Budget: Application budgets are not limited but need to reflect the actual needs of the proposed project. The scope of the proposed
project should determine the project period. The maximum project period is 5 years
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Brief definitions of some NIH grant mechanisms: comprehensive list of extramural grant and cooperative agreement activity codes

D71 - International Research Training Planning Grant: To plan for the preparation of an application for a D43 international research training grant or for a U2R international research
training cooperative agreement.

D43 - International Research Training Grants: To support research training programs for US and foreign professionals and students to strengthen global health research and
international research collaboration.

DP1 - NIH Director’s Pioneer Award (NDPA): To support individuals who have the potential to make extraordinary contributions to medical research. The NIH Director’s Pioneer Award
is not renewable.

DP3 - Institutional Training and Director Program Projects -Type 1 Diabetes Targeted Research Award: To support research tackling major challenges in type 1 diabetes and promoting
new approaches to these challenges by scientific teams.

P20 - Research Program Projects and Centers -Exploratory Grant: To support planning for new programs, expansion or modification of existing resources, and feasibility studies to
explore various approaches to the development of interdisciplinary programs that offer potential solutions to problems of special significance to the mission of the NIH. These exploratory
studies may lead to specialized or comprehensive centers.

RO1 — NIH Research Project Grant Program: most common NIH program; to support a discrete, specified, circumscribed research project; generally 3-5 years; budget may be specified,
but generally <$500,000 p.a. (direct costs).

R21 - NIH Exploratory/Developmental Research Grant: encourages new, exploratory and developmental research projects (could be used for pilot or feasibility studies); up to 2 years;
budget total generally <$275,000 (direct costs).

RO3 — NIH Small Grant Program: limited funding for short period to support e.g. pilot / feasibility study, collection of preliminary data, secondary analysis of existing data, small-
contained research projects, development of new research technology, etc.; normally for “new investigators”; not renewable; up to 2 years; budget generally <$50,000 (direct costs).
R21/R33 - Phased Innovation: The R33 award is to provide a second phase for the support for innovative exploratory and development research activities initiated under the R21
mechanism. Although only R21 awardees are generally eligible to apply for R33 support, specific program initiatives may establish eligibility criteria under which applications could be
accepted from applicants demonstrating progress equivalent to that expected under R33.

R25 - NIH Education Projects: used in a wide variety of ways to promote an appreciation for and interest in biomedical research, provide additional training in specific areas, and/or to
develop ways to disseminate scientific discovery into public health and community applications.

R34 - Clinical Trial Planning Grant Program: To provide support for the initial development of a clinical trial, including the establishment of the research team; the development of
tools for data management and oversight of the research; the development of a trial design and other essential elements of the study, such as the protocol, recruitment strategies, and
procedure manuals; and to collect feasibility data.

U01 - NIH Research Project Cooperative Agreement: supports discrete, specified, circumscribed projects to be performed by investigator(s) in an area representing their specific
interests and competencies; many types of cooperative agreements, e.g. Clinical Trials Centers; generally no budget upper limit but may be specified.

U24 - Resource-Related Research Projects — Cooperative Agreements: To support research projects contributing to improvement of the capability of resources to serve biomedical
research.

U01 — NIH Research Project Cooperative Agreement: supports discrete, specified, circumscribed projects to be performed by investigator(s) in an area representing their specific
interests and competencies; many types of cooperative agreements, e.g. Clinical Trials Centers; generally no budget upper limit but may be specified.

UH2/UH3 - NIH Phase Innovation Awards Cooperative Agreement: To support the development of new research activities in categorical program areas. (Support generally is restricted
in level of support and in time.) The UH3 award is to provide a second phase for the support for innovative exploratory and development research activities initiated under the UH2
mechanism. Although only UH2 awardees are generally eligible to apply for UH3 support, specific program initiatives may establish eligibility criteria under which applications could be
accepted from applicants demonstrating progress equivalent to that expected under UH2.

U2R - International Research Training Cooperative Agreements: Cooperative agreement mechanism for D43 to support research training programs for US and foreign professionals
and students to strengthen global health research and international research collaboration.

U19 - Research Program-Cooperative Agreements: supports a research program of multiple projects directed toward a specific major objective, basic theme or program goal, requiring
a broadly based, multidisciplinary and often long-term approach. A cooperative agreement research program generally involves the organized efforts of large groups, members of which
are conducting research projects designed to elucidate the various aspects of a specific objective.

Glossary of selected acronyms:

FOA Funding Opportunity Announcement
PA Program Announcements (click on “PA” to search for further funding opportunities)
RFA Request for Applications (click on “RFA” to search for further funding opportunities)

Complete Glossary and acronym list of NIH Terms

National Institutes of Health

Turning Discovery Into Health

Research Development and Support Division (RDSD), Faculty of Medicine and Health Sciences, Stellenbosch University
5th Floor, Teaching Block, Tygerberg Campus. @ Enquiries: Dr Christa Coetsee o Tel: 9838 e Email: cdevries@sun.ac.za
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