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Mission of NINDS

 Support and perform basic, translational, and 
clinical neuroscience research

 Fund and conduct research training and 
career development programs and ensure a 
vibrant, talented, and diverse workforce

 Promotes the timely dissemination of 
scientific discoveries and their implications for 
neurological health to the public

The mission of NINDS is to seek fundamental knowledge 
about the brain and nervous system and to use that knowledge to reduce 

the burden of neurological disease for all

https://www.google.com/url?sa=i&rct=j&q=&esrc=s&source=images&cd=&cad=rja&uact=8&ved=0CAcQjRxqFQoTCI6ZkPfxzMcCFQqGDQod5T4E0g&url=https://en.wikipedia.org/wiki/National_Institutes_of_Health&ei=POngVY6LEYqMNuX9kJAN&psig=AFQjCNE60o3YpiKqgvylUG3kEcNMfy-PHg&ust=1440889480557278
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NINDS Approach to Funding Neuroscience Research in 2026

Key Updates for FY 2026
• CSR now reviews all applications - NINDS no longer runs study sections
• Grants.gov - Single official source for funding opportunities
• Reducing specific NOFOs, encouraging broader use of Parent NOFOs
• New "Highlighted Topics" to communicate priority areas
• New requirements for foreign components (PF5/UF5 Activity Codes)

 Major Change: No Strict Paylines
• NINDS will NOT publish percentile-based paylines
• Funding decisions based on: scientific merit, portfolio balance, investigator effort, and rigor

No Major Changes: Funding Priorities & Policies
• Fund as many investigators as possible, will continue to employ greater stringency in funding 

investigator-initiated grants to investigators for:
• Those with >$1.5 million in NIH funds, 
• Parent R01s with total costs greater than ~$750,000 per year.”

• Special consideration for Early-Stage Investigators
• NINDS continues to consider bridge funding for certain circumstances”
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NINDS Organization: Investing Across the Research 
Spectrum

BASIC
Fundamental Neuroscience
Disease-Focused Research

 

TRANSLATIONAL
Pipeline through to

FDA IND/IDE

CLINICAL
Phase I, II, III Trials

FDA Review

Division of 
Extramural Activities 

includes training 
programs

Division of 
Neuroscience

Division of 
Translational 

Research

Division of Clinical 
Research
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NINDS Clinical Trial Pipeline  

5
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NINDS Funds Standing Clinical Research Networks

Exploratory Trial
Phase II

Phase II/III Trial
Adaptive design

Exploratory Trial
Phase I

2006-2018

2011-present

2017-present

2013-present

2019 to present

EPPIC-net
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Acute Care
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biomarker collection 

Phase III Trial

HEAL
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Overview 

• 2013 - present

• 29 regional centers with 432 satellite stroke 
hospitals, a coordinating center, and a data 
coordinating center

• Phase 2 and phase 3 clinical trials and biomarker 
studies to advance acute stroke treatment, 
prevention, and recovery

• 27  active trials
• 14 Acute Interventional 
• 8 Recovery and Rehabilitation 
• 5 Prevention 

How to Apply 
• PAR- 25-052

• Contact: Scott Janis, Program Director 
janiss@ninds.nih.gov 

StrokeNet: NINDS Stroke Clinical Trial Network

Recent Updates  
• I-ACQUIRE results presented at ISC 2026

• Intensive high-dose rehabilitation 
significantly improved arm and hand 
function in infants with hemiparetic 
perinatal stroke 

• TRANSPORT-2 results published in Lancet 
March 2026

• Adding tCDS to constraint induced 
movement therapy, while safe and well-
tolerated, did not lead to a further 
reduction in motor impairment. 

https://grants.nih.gov/grants/guide/pa-files/PAR-25-052.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-052.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-052.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-052.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-052.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-052.html
mailto:janiss@ninds.nih.gov
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Overview
• StrokeNet Thrombectomy Platform (STEP) 

• Randomized Multifactorial Adaptive Platform 
(REMAP design)

• 38 StrokeNet sites across the US

• Leverages existing registries for data 
collection

• Domain 1: Assessing whether EVT improves 
the global disability outcome of AIS patient 
subgroups (i.e., those with low NIHSS and 
with median and distal occlusions) 

How to Apply 
• OTA-24-009

• Contact: Scott Janis, Program Director 
janiss@ninds.nih.gov 

An Endovascular Thrombectomy Platform: STEP 

EVT 
Indication 
Expansion

Novel / 
Improved

Concomitant 
Therapy to 

EVT

Technol /
Systems 
Improve 

Access to 
EVT

e.g., EVT for low NIHSS, large 
core, children, etc… 

e.g., BP control, avoiding tPA, 
general anesthesia or 
sedation, novel 
neuroprotective agents, etc… 

e.g., prehospital 
identification for EVT 
routing, etc… 

https://www.ninds.nih.gov/sites/default/files/2024-02/OTA-24-009%20STEP%20Domain%20Clinical%20trials%20-%20Stage%201%20Preliminary%20Application%20FINAL_508C.pdf
https://www.ninds.nih.gov/sites/default/files/2024-02/OTA-24-009%20STEP%20Domain%20Clinical%20trials%20-%20Stage%201%20Preliminary%20Application%20FINAL_508C.pdf
https://www.ninds.nih.gov/sites/default/files/2024-02/OTA-24-009%20STEP%20Domain%20Clinical%20trials%20-%20Stage%201%20Preliminary%20Application%20FINAL_508C.pdf
https://www.ninds.nih.gov/sites/default/files/2024-02/OTA-24-009%20STEP%20Domain%20Clinical%20trials%20-%20Stage%201%20Preliminary%20Application%20FINAL_508C.pdf
https://www.ninds.nih.gov/sites/default/files/2024-02/OTA-24-009%20STEP%20Domain%20Clinical%20trials%20-%20Stage%201%20Preliminary%20Application%20FINAL_508C.pdf
https://www.ninds.nih.gov/sites/default/files/2024-02/OTA-24-009%20STEP%20Domain%20Clinical%20trials%20-%20Stage%201%20Preliminary%20Application%20FINAL_508C.pdf
mailto:janiss@ninds.nih.gov
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NeuroNEXT: Network for Excellence in Neuroscience 
Clinical Trials 

Overview

• 2011 - present

• Regional sites, data and clinical coordinating centers

• Designed to advance the field by accelerating 
biomarker and therapy development

• Links with URGenT to serves as a pipeline for NINDS-
funded gene based therapies 

• 2 active trials
• NMDAR encephalitis, Prion disease  

How to Apply 

• OTA- 24-013

• Contacts: 

• Lumy Sawaki-Adams, MD, PhD Director, NeuroNEXT
lumy.sawaki-adams@nih.gov 

• Emily Caporello, Small Business Program Director 
emily.caporello@nih.gov 

Recent Updates  

• New study PRiSM, launched first-in-
human clinical trials of this divalent 
siRNA for prion disease in newly 
diagnosed symptomatic prion disease 
patients.

https://www.ninds.nih.gov/sites/default/files/2024-04/NeuroNEXT%20Clinical%20Trial%20Stage%201%20ROA_Apr2024_508C.pdf
https://www.ninds.nih.gov/sites/default/files/2024-04/NeuroNEXT%20Clinical%20Trial%20Stage%201%20ROA_Apr2024_508C.pdf
https://www.ninds.nih.gov/sites/default/files/2024-04/NeuroNEXT%20Clinical%20Trial%20Stage%201%20ROA_Apr2024_508C.pdf
https://www.ninds.nih.gov/sites/default/files/2024-04/NeuroNEXT%20Clinical%20Trial%20Stage%201%20ROA_Apr2024_508C.pdf
https://www.ninds.nih.gov/sites/default/files/2024-04/NeuroNEXT%20Clinical%20Trial%20Stage%201%20ROA_Apr2024_508C.pdf
https://www.ninds.nih.gov/sites/default/files/2024-04/NeuroNEXT%20Clinical%20Trial%20Stage%201%20ROA_Apr2024_508C.pdf
mailto:lumy.sawaki-adams@nih.gov
mailto:lumy.sawaki-adams@nih.gov
mailto:lumy.sawaki-adams@nih.gov
mailto:emily.caporello@nih.gov
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Ultra-Rare Gene Therapy (URGenT) Network 

What is URGenT? 

• URGenT will provide support for the development of 
state-of-the-art gene-based therapies for ultra-rare 
neurological and neuromuscular  diseases

• Phased program with multiple entry points
• Funding and resources to advance gene-based 

therapies from late-stage nonclinical development 
into clinical testing

• Accelerated development timeline - 3 years start to 
finish

• Provides pipeline into NeuroNEXT 

External consulting board

Centralized data 
management

https://www.ninds.nih.gov/current-research/research-funded-ninds/translational-research/ultra-rare-gene-based-therapy-urgent-network
https://www.ninds.nih.gov/current-research/research-funded-ninds/translational-research/ultra-rare-gene-based-therapy-urgent-network
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SIREN: Strategies to Innovate Emergency Care 
Clinical Trials Network 

OVERVIEW

• Established in 2017 and co-funded with NHLBI

• 11 regional centers with 50 satellite ER sites, coordinating 
and data center

• Goal to improve outcomes of patients with neurologic, 
cardiac, respiratory, hematologic and traumatic 
emergencies by identifying effective treatments 
administered in the earliest stages of critical care

• 5 active trials:

• Brain oxygen optimization in severe TBI, hyperbaric 
oxygen treatment in severe TBI,  cooling in cardiac 
arrest patients (adults and pediatrics), treatment for 
acute hypoxemic respiratory failure (AHRF)

HOW TO APPLY TO SIREN 

• PAR-25-049

• Contact: Jeremy Brown, Program Director 
Jeremy.brown@nih.gov

Recent Updates  
• Enrollment in the KESETT clinical trial kicked off (Ketamine 

add-on therapy for Established Status Epilepticus 
Treatment Trial) 

• First patient randomized 3/6/2026

https://grants.nih.gov/grants/guide/pa-files/PAR-25-049.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-049.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-049.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-049.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-049.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-049.html
mailto:jeremy.brown@nih.gov
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Training Opportunities in NINDS Clinical Trial Networks

Each network offers training opportunities and professional development 
for research fellows 

• Traineeship program

• Monthly didactics 

• Traineeship program

• Grand rounds

• Professional development webinars 

• Basic/ translational science webinars 

• Traineeship program

• Educational committee with 
networking, mentorship, 
webinars 
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• Identify promising junior investigators in clinical 
neurosciences

• Provide a rigorous foundation in design, funding, 
conduct, monitoring/ oversight, ethical performance, 
reporting of patient-oriented clinical research

• Promote ongoing professional career development 
before, during, and after program

• There may be tracks: Foundations, Advanced, 
Biostatisticians (vary year to year)

• 2026 application window closed, keep an eye out for 
2027 in December!

Clinical Trials Methodology Course (CTMC)

13
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Future Funding Opportunities 

• NINDS Efficacy and Exploratory Clinical Trials (UG3/UH3): PAR-26-069
• Exploratory and efficacy clinical trials that address questions within the 

mission and research interests of the NINDS and may evaluate drugs, 
biologics, and devices, as well as surgical, behavioral and rehabilitation 
therapies. 

• Clinical Trials and Ancillary Studies Conducted within NIH-Funded Clinical Trial 
Research Networks (UG3/UH3): PAR-27-007

• Multi-center clinical trials to be conducted within an established Clinical Trial 
Research Network funded by one of multiple NIH Institutes and Centers.
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Thank you!!

Clinton Wright, MD, MS 

Clinton.wright@nih.gov 

mailto:Clinton.wright@nih.gov


Investigator-Initiated Clinical Trial Funding 
Opportunities – What Is on the Horizon for 

US Federal Funding Programs

NHLBI Perspective

Yves Rosenberg, M.D, M.P.H.
Chief Medical Research Officer 

Division of Cardiovascular Sciences 
National Heart, Lung and Blood Institute, NIH 

6705 Rockledge Dr., Rm. 309-C
Bethesda, MD 20892-7956 

Phone: 301-435-1292 
E-mail: rosenbey@nhlbi.nih.gov

 

mailto:rosenbey@nhlbi.nih.gov


Disclosures

The opinions expressed in this talk are my own and may not reflect the 
views of the NHLBI, the NIH, or the US Federal Government



National Heart, Lung and Blood Institute
Strategic Plan Framework



National Heart, Lung, and Blood Institute
Budget

CONGRESSIONAL JUSTIFICATION FY 2025 
https://www.nhlbi.nih.gov



National Heart, Lung and Blood Institute 
Clinical Research Funding

Investigators Initiated Clinical trials 
NHLBI NOFOs (FY17 – FY24)

Trials Types N

Pilot Trials 85

Single-Site Trials 60

Multi-Site Trials 54

Early Phase Trials 19
Grand Total 218

Active Clinical Studies 
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NHLBI Clinical Trial (CT) Ecosystem
Clinical Trial Development Continuum

NHLBI CT Submission Policy; NHLBI Cardiovascular Clinical Trial Perspective, Am Heart J 2020
https://www.nhlbi.nih.gov/grants-and-training/clinical-trial-development-continuum

https://pubmed.ncbi.nlm.nih.gov/32298849/
https://www.nhlbi.nih.gov/grants-and-training/clinical-trial-development-continuum
https://www.nhlbi.nih.gov/grants-and-training/clinical-trial-development-continuum
https://www.nhlbi.nih.gov/grants-and-training/clinical-trial-development-continuum
https://www.nhlbi.nih.gov/grants-and-training/clinical-trial-development-continuum
https://www.nhlbi.nih.gov/grants-and-training/clinical-trial-development-continuum
https://www.nhlbi.nih.gov/grants-and-training/clinical-trial-development-continuum
https://www.nhlbi.nih.gov/grants-and-training/clinical-trial-development-continuum
https://www.nhlbi.nih.gov/grants-and-training/clinical-trial-development-continuum
https://www.nhlbi.nih.gov/grants-and-training/clinical-trial-development-continuum
https://www.nhlbi.nih.gov/grants-and-training/clinical-trial-development-continuum
https://www.nhlbi.nih.gov/grants-and-training/clinical-trial-development-continuum


7

NHLBI Clinical Trial (CT) Ecosystem
Available Notice of Funding Opportunities (NOFOs)

Pilot CT Mechanistic CT Early-Phase CT Single-Site CT Multi-Site CT

R34
PAR-25-032 

R01
PA-25-305

NOT-HL-19-690, FAQs 

R33
PAR-25-025 

R61/R33
PAR-25-026 

R61/R33
PAR-27-011 

FAQs
 

UG3/UH3
PAR-27-012 (CCC) 

U24
PAR-27-013 (DCC)

FAQs

Finalize design and test 
feasibility of a future full-scale 
CT, including intervention, site 
activation, trial procedures, 
participant availability, and 
other essential information for 
conduct of full trial

Up to 3 years

IND/IDE approval required 
prior to funding

Understand a biological or 
behavioral process, the 
pathophysiology of a 
disease/condition, or the 
mechanism of action of an 
intervention

Does not evaluate safety, 
clinical efficacy, and/or clinical 
management

Up to 5 years

Evaluate the safety, side 
effects, best dose, timing, 
and/or best administrative 
route for a new treatment or 
therapy; first in-human trials

Can be single- or multi-site

R61: 1-2 years
R33: Up to 3 years

Phase II and above: efficacy, 
comparative effectiveness, 
pragmatic and/or 
implementation research 

R61: 1 year
R33: Up to 4 years

IND/IDE approval required 
prior to funding

Phase II and above: efficacy, 
comparative effectiveness, 
pragmatic and/or 
implementation research 

UG3: 1 year
Total UG3/UH3: Up to 7 years

IND/IDE approval required 
prior to funding

NOT-HL-18-611 NHLBI CT Submission Policy; NHLBI Cardiovascular Clinical Trial Perspective, Am Heart J 2020

https://grants.nih.gov/grants/guide/pa-files/PAR-25-032.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-032.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-032.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-032.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-032.html
https://grants.nih.gov/grants/guide/pa-files/PA-25-305.html
https://grants.nih.gov/grants/guide/pa-files/PA-25-305.html
https://grants.nih.gov/grants/guide/pa-files/PA-25-305.html
https://grants.nih.gov/grants/guide/pa-files/PA-25-305.html
https://grants.nih.gov/grants/guide/pa-files/PA-25-305.html
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-19-690.html
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-19-690.html
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-19-690.html
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-19-690.html
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-19-690.html
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-19-690.html
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-19-690.html
https://wcms.nhlbi.nih.gov/node-general/frequently-asked-questions-mechanistic-clinical-trials
https://grants.nih.gov/grants/guide/pa-files/PAR-25-025.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-025.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-025.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-025.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-025.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-026.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-026.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-026.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-026.html
https://grants.nih.gov/grants/guide/pa-files/PAR-25-026.html
https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://www.nhlbi.nih.gov/grants-and-training/funding-opportunities/foa-Investigator-Initiated-Single-site-Clinical-Trials-FAQ%5d
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://www.nhlbi.nih.gov/grants-and-training/funding-opportunities/foa-Investigator-Initiated-Multi-Site-Clinical-Trials-FAQ
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-18-611.html
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-18-611.html
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-18-611.html
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-18-611.html
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-18-611.html
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-18-611.html
https://grants.nih.gov/grants/guide/notice-files/NOT-HL-18-611.html
https://pubmed.ncbi.nlm.nih.gov/32298849/
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NHLBI Clinical Trial (CT) Ecosystem
Clinical Trial Pilot Studies (R34 )

 Supports studies that are both necessary and sufficient to inform the planning of a Phase II-IV 
clinical trial within NHLBI's mission.

 Applications will describe the planned clinical trial and in so doing demonstrate that the 
proposed (R34) research is scientifically necessary to design or plan the subsequent trial 
(without further studies)

 Examples of research topics include but are not limited to the following:
 Refine the appropriate study population, consent, statistical methods, intervention, or outcome
 Collect information necessary to verify available populations, attrition rate, event rate, or response 

rate
 Standardize the intervention or outcome across multiple sites
 Test the feasibility of an outcome or intervention in the field
 Determine whether adequate adherence to a treatment is achievable
 Standardize and validate survey instruments
 Standardize and test effectiveness of training tools

https://grants.nih.gov/grants/guide/pa-files/PAR-25-032.html
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NHLBI Clinical Trial (CT) Ecosystem
Early Phase CT for Therapeutics and/or Diagnostics (R61/R33 CT Required)

 Phase 0 and I clinical trials 
(including bridging studies)

 Diagnosis and therapeutic 
interventions (e.g., drugs, 
devices, and biologics, including 
cells and cell products) for HLBS 
disorders in adults and children

 Support for final stage, agent-
associated preclinical activities 
needed for the implementation & 
conduct

 Bridges a gap from pre-clinical to 
clinical

• R61: stability studies, final 
formulation, IND filing, trial 
development

• R33: phase I trials

Submissions containing animal studies 
are NOT appropriate/permitted for this 
NOFO

https://grants.nih.gov/grants/guide/pa-files/PAR-25-026.html
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NHLBI Clinical Trial (CT) Ecosystem
Single-site Clinical Trial (R61/R33) NOFOs and Multi-site Clinical Trial 

CCC and DCC (UG3/UH3 and U24) 

PAR-27-011: Single-Site Investigator-Initiated Clinical Trials (R61/R33 Clinical Trial Required)
PAR-27-012: Clinical Coordinating Center for Multi-Site Investigator-Initiated Clinical Trials (Collaborative UG3/UH3 Clinical Trial Required)

PAR-27-013: Data Coordinating Center for Multi-Site Investigator-Initiated Clinical Trials (Collaborative U24 Clinical Trial Required)

Phased funding, milestone-driven and performance based  to achieve successful 
completion of the study on-time and on budget

Key features
Address HLBS scientific priorities with the potential to change clinical practice, impact health, or 
advance science
Demonstrate operational feasibility:
Experience relevant to conducting clinical trials 
Trial management plan including risk assessment/management plans 
 Supporting information that equipoise is present
Subject recruitment and retention (supporting information for accrual targets/site)
Performance milestones to be met, how, and when
IND/IDE approval by time of award
Timeline
Dissemination of results

https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/2ea3951b-2890-455c-b746-820bf32f7560/attachments/b18fa5c0-b5cc-421e-b8cf-69217678bfbf/PAR-27-011-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/1aac28d7-35c3-4d06-bdbc-719fc81796c0/attachments/16f46eec-2120-41d3-a588-092546a3ffaa/PAR-27-012-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
https://files.simpler.grants.gov/opportunities/9eef95f7-4437-45bc-810a-2514c89f8019/attachments/7b08124a-50f5-4660-a324-42157aa41ad9/PAR-27-013-Full-Announcement.html
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NHLBI Clinical Trial (CT) Ecosystem
Single-site Clinical Trial (R61/R33) NOFOs and Multi-site Clinical Trial 

CCC and DCC (UG3/UH3 and U24) 

Core Milestones (UG3/R61):
 Finalizing protocol and consent, 
 Getting DSMB and IRB approvals, 
 Activating 25% of the sites for a multi-site CT
 Enrolling at least 1 participant by the end of the UG3-U24/R61 phase.

Core Milestones (UH3/R33):
 Enrollment of 25%, 50%, 75% and 100% of the projected recruitment
 Study closure and completion plans
 Database lock
 Submission of primary manuscript

UG3-U24/R61 (1 year) UH3-U24 (6 years)/R33 (4 years)



NIH Clinical Trials: The Future is Coming!
Planned Suite of Trans-NIH Clinical Trial NOFOs: 

Feasibility CT

• R34
• Early-stage 

trials for 
feasibility & 
acceptability

• Prepare for 
subsequent 
definitive trial

“Other” Trials *

• R61/R33
• Phase I and 

above
• Single site trials

Multi-Site CT

• UG3/UH3
• Phase II and 

above
• Includes 

complex single-
site trials & 
decentralized 
trials

Pragmatic CT

• UG3/UH3
• Effectiveness & 

implementation 
in setting 
where health 
care is 
delivered

• Must already 
demonstrate 
efficacy

Network CT

• UG3/UH3
• Phase II and 

above utilizing 
an NIH-funded 
Network

New NOFOs to be published late 2026/early 2027?
*New working group formed to cover identified NOFO gaps



Cardiovascular Diseases
Still Not Quite Evidence Based!

Fanaroff A et al. JAMA. 2019;321(11):1069-1080



Thank You!
Yves Rosenberg, M.D, M.P.H.

E-mail: rosenbey@nhlbi.nih.gov

mailto:rosenbey@nhlbi.nih.gov
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Disclaimer: 

Drs. Torres-Saavedra is an employee of the National Cancer Institute. The 
views expressed in the paper do not necessarily represent views or policies 

of the National Cancer Institute, National Institutes of Health, or the U.S. 
Department of Health & Human Services.
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NCI Structure
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Division of Cancer Treatment 
and Diagnosis (DCTD)
Mission Statement: The DCTD mission is to support the 
development of novel diagnostic and therapeutic approaches 
for cancer by expediting the initial and subsequent large-
scale testing of new agents, biomarkers, imaging tests, and 
other diagnostic and therapeutic interventions (radiation, 
surgery, immunotherapy) in pre-clinical studies and in cancer 
patients.

Biometric Research Program (BRP): Provides biostatistics 
and computational and systems biology support for staff with 
the DCTD and NCI intramural investigators. This support 
includes:

 Statistical leadership and oversight for NCI therapeutic 
and diagnostic trials and translational research;

 Research in methods for the design, monitoring, and 
analysis of clinical trials and related studies;

 Conducting self-initiated research on topics important to 
cancer research.
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Clinical Trial Evaluation Program (CTEP) Organization

Clinical Oversight of CTEP-
Supported Network Trials
Two branches (IDB and CIB) consist 
primarily of physicians providing 
clinical oversight and direction to the 
development of agents under the 
CTEP Investigational New Drug 
(IND). They also oversee the design 
and conduct of early and late-phase 
clinical trials of novel cancer 
treatments.
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Investigational Drug Branch (IDB)
IDB manages NCI's innovative early phase experimental therapeutics 

program, which has contributed to the clinical development of anticancer 
agents since the early 1970s.  

IDB has scientific oversight of the NCI's Experimental Therapeutics Clinical 
Trials Network (ETCTN), which performs clinical studies of promising anti-

cancer agents in collaboration with the academic and pharmaceutical 
industry research communities.

DCTD/CTEP currently holds approximately 210 INDs for investigational 
oncology agents/combinations which involve about 100 collaborative 

agreements with pharmaceutical/biotechnology companies.

ETCTN investigators submit Letters of Intent (LOI) for clinical trials using 
the Agents Available Under CTEP CRADAs (Cooperative Research and 

Development Agreement).

Early-career investigators in the ETCTN are encouraged to learn about 
applying to the Career-Development LOI (CRDL) program for priority 

consideration.

https://dctd.cancer.gov/research/networks/etctn
https://dctd.cancer.gov/research/networks/etctn
https://dctd.cancer.gov/research/ctep-trials/trial-development/agents-agreements/list
https://dctd.cancer.gov/research/ctep-trials/trial-development/agents-agreements/list
https://dctd.cancer.gov/research/ctep-trials/trial-development/crdl
https://dctd.cancer.gov/research/ctep-trials/trial-development/crdl
https://dctd.cancer.gov/research/ctep-trials/trial-development/crdl
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Experimental Therapeutics Clinical Trials Network (ETCTN)

https://dctd.cancer.gov/research/networks/etctn
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IDB Portfolio (~80 early-phase clinical trials)
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National Clinical 
Trial Network 

(NCTN) History 
&

 Goals

NCTN was established in 2014 to transform the former 
Cooperative Group Trial Program into a network & establish 
a programmatic infrastructure to:
1. Harmonize processes & promote collaborations

2. Focus on questions not well supported in the commercial 
environment:
• Radiotherapy, surgery, and multimodality treatment trials

• De-escalation trials; Evaluate sequencing of different 
agents/treatments & agent combinations

3. Prioritize trials & incorporate innovative science and design

4. Provide large-scale testing of molecularly-defined cancers: 
Adult & Pediatric MATCH—ComboMATCH—myeloMATCH in 
AML

5. Conduct trials with a broad national representation of patients 
and special populations, including children, adolescents & 
young adults, and patients with rare cancers
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NCI NCTN Organizational Structure

PLUS: Tumor Banks (U24) funded under separate grants for each US NCTN Group overseen by DCTD Cancer Diagnosis Program

The 11 former Cooperative 
Groups were consolidated into 
6 Groups in 2014 with the 
following network structure 

Distinct RFAs under        
Cooperative Agreements
5 US Group Operations Ctrs (U10)
5 US Group Stats/Data Mgt Ctrs (U10)
Canadian Collaborating Grp (U10)
Imaging/RT Core Services Ctr (U24))
Multiple Adult Lead Academic Participating Sites (UG1)



11

Broad 
National 
Participation 
Across 
the US

© GeoNames, Microsoft, TomTom
Powered by Bing

Enrollment to Intervention Step of 
NCTN Cancer Treatment Trials

March 1, 2019 to January 3, 2026

0

6827
# Pts Enrolled
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Benefit of Network: Population, Clinical, & Scientific Impact of 
NCI’s National Clinical Trials Network Treatment Studies

162 Adult NCTN positive, randomized 
trials since 1980 analyzed comprising 
108,334 patients. Trials cited 165,336 
times thru 2020, with 87.7% cited in 
cancer care guidelines favoring 
recommended treatment.

Relevance:  Impact of US NCTN trials 
on adult cancer outcomes cannot be 
overstated; this evidence should 
compel sustained financial 
investment and continued academic 
contributions to this valuable 
resource.*
*Relevance section written by JCO 
Editor-in-Chief Jonathan W. Friedberg, 
MD.

Experimental tx from trials estimated 
to have generated 14.2 million 
additional life-years to patients with 
cancer through 2020. 
Federal investment cost per
per life-year gained through 2020
was $326 in US dollars.

Li
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Cumulative life-years gained through 2020 by Study

Unger JM et al, JCO, 2023 Apr 10;41(11):2020-2028. doi: 10.1200/JCO.22.01826. Epub 2022 Dec 8.
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July 2024 Print Publication:                      
Blinatumomab improves OS

June 2024 FDA Approval:  For adult and 
pediatric patients one month and older with 
CD19-positive Philadelphia chromosome-

negative B-cell precursor acute lymphoblastic 
leukemia (Ph-negative BCP ALL) in the 

consolidation phase of multiphase 
chemotherapy 

Feb 2025 Publication of COG trial showed 
blinatumomab increased 3-year disease-free 

survival from 90% to 96% in children

Practice-Changing Trials

Selected by the Society for 
Clinical Trials as the 2024 
Trial of the Year
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CTEP Funds & Grants Distribution (2023)

https://dctd.cancer.gov/about/organizational-overview/dctd-programs-and-initiatives-book-2020-2023.pdf
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Additional Resources: NCTN Clinical Trial Specimens

NCTN Clinical Trial Specimen Sharing

 Investigators can access an inventory of over 2 million clinical trial biospecimens 
with detailed clinical and outcome data through NCI’s NCTN Navigator.

 Proposals to use these specimens are reviewed and approved by the Core 
Correlative Sciences Committee (CCSC).

 Investigators interested in accessing specimens from completed NCTN trials that 
are not listed in Navigator can contact the NCTN Group that led the trial to find out if 
specimens are available.

https://navigator.ctsu.org/navigator/login
https://dctd.cancer.gov/research/networks/nctn/ccsc
https://dctd.cancer.gov/research/networks/nctn/ccsc
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Additional Resources: NCTN/NCORP Data Archive

 Data from NCTN phase 2/3 and 3 clinical trials that 
have been completed and reported out are available 
through the NCTN/NCORP Data Archive.

 NCTN and NCORP data will include clinical datasets, a 
data dictionary, and limited metadata fields. Datasets 
are patient-level, de-identified, and include data for all 
variables used in the analyses presented in each 
corresponding publication (with minor exceptions).

 Investigators interested in data from completed NCTN 
trials that are not listed in the Data Archive can contact 
the NCTN Group that led the trial to find out how to 
submit a data request.

Data Access Transition in 
Progress: Ability to access Archive 
data from NCTN & NCORP trials is 
being transferred to dbGaP.

https://nctn-data-archive.nci.nih.gov/
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Cancer Imaging Program (CIP)

The NCI Cancer Imaging Program fosters 
advances in in vivo medical imaging 
sciences through support of basic and 
applied research in cancer imaging as well 
as promotion of imaging in clinical trials in 
order to gain greater understanding of 
the pathways of cancer biology for the 
benefit of cancer patients and people at 
cancer risk.
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Cancer Imaging Program (CIP)
Molecular Imaging Branch: To encourage the development of molecular imaging 

from basic discovery of methods and agents to their development as preclinical 
tools and into clinical use in the service of diagnosis and therapy of cancer patients 

and those at risk.

Imaging Technology Branch: To encourage and nurture the development and 
translation of medical imaging instrumentation and technology for the diagnosis 

and therapy of cancer.

Clinical Trials Branch: To promote the study of the efficacy of diagnostic imaging 
techniques through clinical trials in order to diagnose and treat cancer more 

effectively and at an earlier stage.

Image-Guided Intervention Branch: To promote the use of imaging techniques in 
the performance of diagnostic and therapeutic procedures for the diagnosis and 

treatment of cancer.

Nanodelivery Systems and Devices Branch: To promote the use of 
nanotechnologies in fundamental studies of cancer biology and in the development 
of new cancer interventions related to in vitro diagnosis, imaging and treatment of 

cancer.
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TCIA is a service that de-identifies and 
hosts a large archive of medical images 
(MRI, CT, digital histopathology, etc) of 
cancer accessible for public download. 
Supporting data related to the images such 
as patient outcomes, treatment details, 
genomics and expert analyses are also 
provided when available.

Additional Resources: The Cancer Imaging Archive (TCIA) & CRDC’s

CRDC’s house NCI-funded research data, 
including genomic, proteomic, imaging, 
epidemiology, and clinical and translational 
studies data, as well as canine biomedical 
data for comparative research. This data 
comes from select external programs and 
large NCI-funded research projects.



Current CTEP/CIP-Related Funding Opportunities

Funding Opportunity Example
Molecular Imaging of Inflammation in Cancer  
PAR-24-311, R01 Not Clinical Trial; Expires  Jan 7, 2028

Expanding imaging tools to detect and monitor 
inflammation and immune-related adverse events 
in cancer immunotherapy.

Integration of imaging and fluid-based tumor monitoring in 
cancer therapy 

PAR-25-175, R01 Clinical Trial Optional; Expires Jan. 7, 2028

How do imaging and liquid biopsy based tumor 
monitoring results correlate within each cancer 
type prior to, during therapy or after treatment?

Academic Industrial Partnership (AIP) to translate and 
validate In vivo Imaging systems 

PAR-25-079, R01 Clinical Trial Optional; Expires  Jan. 7, 2027

Methods for prospectively annotating imaging data 
to be ‘Artificial Intelligence’ ready and subsequent 
validation; Validation and correlation studies

NCI Investigator Initiated Early Phase clinical trials for 
Cancer Treatment and Diagnosis  
PAR-25-081 R01 Clinical Trial Required; Expires  Jan. 7, 2028

Tests approved agents and combinations for new 
indications

Towards Translation of Nanotechnology of Cancer 
Interventions

PAR-25-336 R01 Not Clinical Trial; Expires Nov. 15, 2027

Develop tools to understand and minimize 
immune-related adverse effects (irAEs)
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Career Development LOI (CRDL) Program for Early-Career 
ETCTN Investigators
 The ETCTN Career Development Letter of Intent (LOI) (CRDL) is intended to increase 

the success rate for LOI submissions from early-career investigators and to provide 
critical opportunities for investigators to develop and succeed in clinical research 
careers.

 Becoming a principal investigator (PI) on a clinical trial is an important career 
development step for junior investigators. 

 It permits the investigator to acquire experience in trial design and execution, provides 
an opportunity to achieve recognition within the research community, and provides 
credibility when applying for grant funding. 

 Findings from NCI-supported early phase studies are presented at scientific meetings 
and are published in peer-reviewed journals, both of which are important for successful 
career advancement.
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Related Funding Opportunities

The NCI intends to issue a notice of funding opportunity (NOFO) for the NCI Research 
Specialist (Clinician Scientist) Award (R50) specifically for clinician scientists supporting 
NCI-funded clinical trials research. The Research Specialists Award is designed to 
encourage the development of stable research career opportunities for exceptional 
clinician scientists who want to continue to participate in the NCI clinical trials networks 
through leadership in the 1) development of clinical trials, 2) implementation of NCI clinical 
trials in their institutions, and 3) national service to the NCI clinical trials networks through 
participation in the scientific review committees, monitoring committees and other 
activities, but not serve as principal investigator of research project grants.

The NOFO (PAR-27-089) is expected to be published in late summer 2026 with the first 
expected application due date on November 2, 2026. The Forecasted Opportunity is 
available here: https://www.grants.gov/search-results-detail/362277.

https://www.grants.gov/search-results-detail/362277
https://www.grants.gov/search-results-detail/362277
https://www.grants.gov/search-results-detail/362277
https://www.grants.gov/search-results-detail/362277
https://www.grants.gov/search-results-detail/362277
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Take-Home Messages
 Build connections with institutions that are members of the NCI clinical trials networks (ETCTN, 

NCTN, and others). Many clinicians and biostatisticians across the US participate in NCI-
supported research groups. 

 Early-phase clinical trials may be conducted outside the NCI-funded networks (it depends on 
the funding mechanism).

 NCI-sponsored clinical trials not only generate primary findings but also support research and 
resources in areas such as correlative science (e.g., molecular and imaging biomarkers) and 
patient-reported outcomes (NCORP), with some substudies embedded within the trials 
themselves.

 Take advantage of resources from NCI-funded trials for grant applications (e.g., R01s) and for 
conducting and publishing research (e.g., TCIA, Navigator, NCTN/NCORP Archives). 

 Explore NCI program websites (e.g., CTEP, CIP) to learn about funding opportunities and ways 
to engage in NCI-sponsored research. For current and forecasted opportunities, refer to: 
 https://grants.nih.gov/funding/explore-nih-opportunities
 simpler.grants.gov   
 https://dctd.cancer.gov/funding/announcements 

https://grants.nih.gov/funding/explore-nih-opportunities
https://grants.nih.gov/funding/explore-nih-opportunities
https://grants.nih.gov/funding/explore-nih-opportunities
https://grants.nih.gov/funding/explore-nih-opportunities
https://grants.nih.gov/funding/explore-nih-opportunities
https://grants.nih.gov/funding/explore-nih-opportunities
http://simpler.grants.gov/
http://simpler.grants.gov/
https://dctd.cancer.gov/funding/announcements
https://dctd.cancer.gov/funding/announcements
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We’re Hiring
The Biostatistics Branch (BB) within the Biometric Research Program (BRP) of the Division of 
Cancer Treatment and Diagnosis (DCTD) (https://dctd.cancer.gov) of the National Cancer Institute 
(NCI) is seeking candidates with preferably a Ph.D. in Statistics, Biostatistics or equivalent.

The candidate will be a member of the Biometric Research Program (BRP) and will collaborate with 
NCI investigators in the DCTD Cancer Therapy Evaluation Program (CTEP), Cancer Imaging 
Program (CIP), Cancer Diagnosis Program (CDP), and potentially other NCI programs, including the 
NCI Center for Cancer Research. The candidate’s responsibilities may include coordination with 
DCTD senior staff in the development and review of national clinical trials evaluating new therapeutics 
and diagnostics. The candidate will conduct research on statistical issues arising in clinical and 
translational science, including clinical trial design, management and analysis, diagnostics 
development, and other important topics related to cancer research. Candidates with an interest in 
clinical trial design and molecular/imaging characterization of cancer are especially encouraged to 
apply.

This is an exploratory ad to gauge interest and a possible candidate pool. Vacancy Announcements 
(VAs) to fill the positions will be posted on WWW.USAJOBS.GOV at a later date.

https://dctd.cancer.gov/


cancer.gov                                   cancer.gov/espanol

Thank You!



NIAID Clinical Trial 
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Infectious Diseases



The National Institute of Allergy and 
Infectious Diseases (NIAID)

• Conducts and supports basic and applied 
research to better understand, treat, and 
ultimately prevent infectious, immunologic, and 
allergic diseases.
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NIH Research Project 
Grant (Parent R01 Clinical 

Trial Required)                
PA-25-305

Application budgets are not limited but need 
to reflect the actual needs of the proposed 

project.

NIH Exploratory/ 
Developmental Research 
Project Grant (Parent R21 

Clinical Trial Required)     
PA-25-306

The combined budget for direct costs for 
the two-year project period may not exceed 
$275,000. No more than $200,000 may be 

requested in any single year.

Supporting research in:
- the causes, diagnosis, prevention, and cure of human diseases;
- the processes of human growth and development;
- the biological effects of environmental contaminants;
- the understanding of mental, addictive and physical disorders; and
- directing programs for the collection, dissemination, and exchange of information including the 
development and support of medical libraries and the training of medical librarians and other health 
information specialists.

https://grants.nih.gov/grants/guide/pa-files/PA-25-305.html
.

https://grants.nih.gov/grants/guide/pa-files/PA-25-306.html
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Investigator-Initiated Clinical Trials
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o This program would support the 
implementation of investigator-
initiated, milestone driven, high-
risk clinical trials including 
mechanistic studies associated 
with these clinical trials. 

o Includes support for the 
conduct, completion, and 
analysis of the clinical trial.https://simpler.grants.gov/opportunity/81895450-caf7-

48ab-bab4-b80f0d74e3b1 
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Collaborative International Research 
Project  (PF5)
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https://simpler.grants.gov/opportunity/3df028f3-f97a-4cdf-
9359-1c6515d091ce 

o NIH no longer accepts 
applications that request funds 
for foreign components using 
the traditional grant 
subaward/consortium structure.

o The PF5 activity code facilitates 
an application and award 
structure that allows NIH to 
track the expenditure of federal 
funds at foreign components 
and meet federal reporting and 
oversight needs. 

https://simpler.grants.gov/opportunity/3df028f3-f97a-4cdf-9359-1c6515d091ce
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Grant Opportunity Forecast: PAR-28-011
Feasibility Studies to Inform the Design of Future Clinical Trials

The National Institutes of Health intends to publish a Notice of Funding Opportunity (NOFO) to solicit 
applications that propose feasibility studies that could inform the design and conduct of 
subsequent definitive clinical trials. Applications to this NOFO should demonstrate that the 
proposed feasibility research is scientifically necessary to design or plan the subsequent 
definitive clinical trial. Applications are not being solicited at this time. This notice is being 
provided to allow potential applicants sufficient time to develop meaningful collaborations and 
responsive projects.

\

Estimated Post Date: November 24, 2026

Grantor Contact: 

NCCIH Division of Extramural Research Program Officer: NCCIHDERFunding@nih.gov

https://www.grants.gov/search-results-detail/362101
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Grant Opportunity Forecast: PAR-28-010
NIH Pragmatic Trials Conducted in Health Care Systems

The National Institutes of Health intends to publish a Notice of Funding Opportunity (NOFO), 
Pragmatic and Implementation Trials Conducted in Health Care Settings. This funding 
opportunity will support large-scale pragmatic trials that test intervention effectiveness in routine 
clinical care and/or implementation trials that evaluate strategies for delivering interventions 
within health care settings.This phased award will use a milestone-driven cooperative agreement 
mechanism, supporting a planning phase and a phase for full trial execution. Applications are 
not being solicited at this time. Notice is being provided to allow potential applicants sufficient 
time to develop meaningful collaborations and responsive projects. 

Estimated Post Date: November 24, 2026
Grantor Contact: 
NCCIH Division of Extramural Research Program Officer: NCCIHDERFunding@nih.gov
https://www.grants.gov/search-results-detail/362108
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DMID Clinical 
Trial Support



Diagnostics
Vaccines
Therapeutics

Resources for Researchers

Research Tools and Technologies

►Funding opportunities
     ►Research tools and biological materials
         ►Preclinical and clinical services
       to facilitate product development

Basic Research Preclinical 
Development

Discovery IDE- and IND-Enabling 
Activities

Clinical 
EvaluationHypothesis 

Development and 
Testing

Trials

Product Development Pathway

Research Tools and Biological Materials



Clinical Resources
• Purpose

o Provide a ready resource for the conduct of interventional trials and clinical 
research studies for vaccines and other preventive biologics, therapeutics, 
diagnostics, and devices for all infectious diseases except HIV

• Emphasis and Scope 
o Public health
o Product development
o Responding to emerging infectious diseases
o These contracts provide services, not direct funding, for all aspects of the 

clinical trial



DMID Clinical Trial Infrastructure
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Clinical Trial Implementation Clinical Trial Support
Extramural Networks
• Focus: Phase 1 to Phase 4 

vaccine and treatment trials
• Sites: 25

• Focus: Antimicrobial resistance
• Sites: 130

• Focus: Influenza
• Sites: 3 

Early Phase Clinical Trial Units (EPCTUs)

Other Mechanisms

• Focus: Phase 0 to Phase 2 clinical trials important to 
DMID

• Investigator Initiated Clinical Trials (IICT)
• OTIPD Product Development

Support Services
• Role: Data and stats

• Role: Study product, biospecimens

• Role: Central laboratory

• Role: Regulatory support

• Role: Monitoring, safety, quality

• Role:  sIRB



Early Phase Clinical Trial Units: EPCTUs
Support Ph0, Ph1, Ph1/2 
and small Ph2 studies – 

IDIQ mechanism

Healthy volunteers, special 
populations, target disease 

populations

Includes bioanalysis 
capabilities

www.niaid.nih.gov/research/early-phase-clinical-trial-units 

ICON Government and 
Public Health 
Solutions, Inc

Duke University

Pharm-Olam

DynPort Vaccine 
Company (DVC)

PPD Government and 
Public Health Services

http://www.niaid.nih.gov/research/early-phase-clinical-trial-units
http://www.niaid.nih.gov/research/early-phase-clinical-trial-units
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www.niaid.nih.gov/research/idcrc https://idcrc.org/concept/index.html 

https://www.niaid.nih.gov/research/idcrc
https://idcrc.org/concept/index.html




Antibacterial Resistance Leadership Group (ARLG)

Established in 2013 to develop, prioritize, and implement a clinical 
research agenda to impact antibacterial resistance

 Reviewed > 195 proposals 
 Initiated >65 clinical studies 

• > 160 clinical sites
• > 28K subjects 

 10K strains in repositories
 Updated 2 treatment guidelines 
 Obtained 2 FDA approvals for Dx
 >330 manuscripts
 Work with > 70 mentees 
 Established a global AMR clinical                            

partnership
www.arlg.org 

http://www.arlg.org/


DAIT Clinical 
Trial Support



Immune Tolerance Network (ITN)
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Mission:
• To advance the clinical application of immune tolerance by performing high quality 

clinical trials of emerging therapeutics integrated with mechanism-based research.

In particular, the network aims to:
• Establish new tolerance therapeutics
• Develop a better understanding of the mechanisms of immune function and disease 

pathogenesis
• Identify new biomarkers of tolerance and disease

ITN accepts applications for novel clinical trials from all interested scientists from 
academia, industry and government. Please see: https://www.immunetolerance.org/for-
researchers/proposals 

https://www.immunetolerance.org/for-researchers/proposals
https://www.immunetolerance.org/for-researchers/proposals
https://www.immunetolerance.org/for-researchers/proposals


DAIDS Clinical 
Trial Support



HIV/AIDS Clinical Trials Networks
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 AIDS Clinical Trials Group (ACTG)

  HIV Prevention Trials Network (HPTN)

 International Maternal Pediatric Adolescent 
AIDS Clinical Trials Network (IMPAACT)

 HIV Vaccine Trials Network (HVTN)

 HIV/AIDS Network Coordination (HANC)
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https://www.hptn.org/resources/proposals 

https://actgnetwork.org/submit-a-proposal-2 
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https://www.impaactnetwork.org/studies/submit-research-proposal 

https://www.hvtn.org/scientific-programs/scientific-programs-
overview/auxiliary-studies.html#submit 
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