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National Institutes of Health
NCATS
TRND: The Therapeutics for Rare and Neglected Diseases (TRND) program, supports the development of new technologies and more efficient paradigms for translation in the context of important unmet medical needs. TRND support spans the pre-clinical spectrum, including medicinal chemistry optimization, drug metabolism and pharmacokinetics, toxicology, formulation, and other studies required to achieve Investigational New Drug (IND) application clearance with the Food and Drug Administration. In limited cases, the program may support first-in-human clinical studies. For more information see http://www.ncats.nih.gov/research/rare-diseases/trnd/trnd.html or contact trnd@mail.nih.gov.

NCI
CTEP: The Cancer Therapy Evaluation Program (CTEP) in the National Cancer Institute (NCI), Division of Cancer Treatment and Diagnosis (DCTD) allows for distribution of Investigational Agents (http://ctep.cancer.gov/industryCollaborations2/agreements_agents.htm) for clinical or nonclinical studies that are mutually agreeable to the NCI and the collaborating Agent Sponsors.  Please contact the CTEP Protocol and Information Office (PIO) at PIO@ctep.nci.nih.gov with your queries.

NICHD
IDDRC: The Eunice Kennedy Shriver Intellectual and Developmental Disabilities Research Centers (IDDRC) program supports researchers whose goals are to advance understanding of a variety of conditions and topics related to Intellectual and Developmental Disabilities (IDD). The NICHD Intellectual and Developmental Disabilities Branch funds the program, which includes 14 research centers, located at universities and children’s hospitals throughout the country. Since 2013, the IDDRCs have been funded through a cooperative agreement (U54) mechanism. For more information see http://www.nichd.nih.gov/research/supported/pages/eksiddrc.aspx.

Funding announcement:
· Outcome Measures for Use in Treatment Trials for Individuals with Intellectual and Developmental Disabilities (R01) (PAR-16-216)
· Pre-application: Opportunities for Collaborative Research at the NIH Clinical Center (X02) (PAR-15-286)
· Opportunities for Collaborative Research at the NIH Clinical Center (U01) (PAR-15-287)

 


NIDDK
General announcements related to:
A. High throughput screening
· High Throughput Screening (HTS) to Discover Chemical Probes (R01); (PAR-14-284)
· Lead Optimization and Pre-Clinical Development of Therapeutic Candidates for Diseases of Interest to the NIDDK (SBIR (R43/R44)); (PA-14-055)
· Early-Stage Preclinical Validation of Therapeutic Leads for Diseases of Interest to the NIDDK (R01); (PAR-16-121)
B. Clinical research
· Pilot and Feasibility Clinical Research Grants in Kidney Diseases (R21); (PAR-15-161)
· Chronic Illness Self-Management in Children and Adolescents (R01); (PA-14-029)

NIMH
Funding Announcements: 
· Temporal Dynamics of Neurophysiological Patterns as Potential Targets for Treating Cognitive Deficits  in Brain Disorders (R01), (R21); (PAR-14-153); (PAR-14-158)
· Building on High Impact Basic Neurobiology Through Assay Development: Advancing Tools for Therapeutic Discovery (R01); (PAR-15-066)
· Development of Assays for High-Throughput Screening for Use in Probe and Pre-therapeutic Discovery (R01); (PAR-13-364)
· Development and Application of PET and SPECT Imaging Ligands as Biomarkers for Drug Discovery and for Pathophysiological Studies of CNS Disorders (R21); (PAR-13-282)
· Molecular and Cellular Substrates of Complex Brain Disorders (R01), (R21); (PAR-14-309), (PAR-14-310)
Clinical Trials Opportunities:
· First in Human and Early Stage Clinical Trials of Novel Investigational Drugs or Devices for Psychiatric Disorders (U01); (PAR-14-107)
· Exploratory Clinical Trials of Novel Interventions for Mental Disorders (R61/R33), (R33); (RFA-MH-16-406), (RFA-MH-16-400)
· Pilot Effectiveness Trials for Treatment, Preventive and Services Interventions (R34); (RFA-MH-16-410)
· Clinical Trials to Test the Effectiveness of Treatment, Preventive, and Services Interventions (R01), (Collaborative R01); (RFA-MH-16-420), (RFA-MH-16-415)

NINDS
NeuroNEXT: The Network for Excellence in Neuroscience Clinical Trials (NeuroNEXT) will provide a robust, standardized, and accessible infrastructure to facilitate rapid development and implementation of protocols in neurological disorders affecting adult and/or pediatric populations. The network includes multiple Clinical Sites, one Clinical Coordinating Center (CCC) and one Data Coordinating Center (DCC) www.neuronext.org. For questions please contact NEXT@ninds.nih.gov.
Other clinical trials funding opportunities:
· Clinical Trial Readiness for Rare Neurological and Neuromuscular Diseases (U01) (PAR-16-020)
· NINDS Phase III Investigator-Initiated Efficacy Clinical Trials (U01) (PAR-13-278)
· NINDS Exploratory Clinical Trials (R01) (PAR-13-281)
· NINDS Exploratory Clinical Trials for Small Business (R44)  (PAR-15-277) 
· NINDS Exploratory Clinical Trials for Small Business (R42)  (PAR-15-278)  
CREATE Bio: The NINDS Cooperative Research to Enable and Advance Translational Enterprises for Biotechnology Products and Biologics (CREATE Bio) program is dedicated to biotechnology product- and biologics-based therapies, which broadly include modalities such as peptides, proteins, oligonucleotides, gene therapies, and cell therapies. The program includes two tracks: the Discovery Track supports lead optimization in order to obtain a candidate appropriate for entering the Development Track, and the Development Track supports IND-enabling studies for the candidate, as well as early-phase clinical trials. 
Funding Opportunity Announcements: 
· NINDS CREATE Bio Discovery Track: Optimization in Preparation for Development of Biotechnology Products and Biologics (U01) (PAR-14-286) 
· NINDS CREATE Bio Discovery Track: Optimization in Preparation for Development of Biotechnology Products and Biologics (SBIR) (PAR-14-287) 
· NINDS CREATE Bio Development Track: Preclinical and Early-phase Clinical Development for Biotechnology Products and Biologics (UH2/UH3) (PAR-14-288) 
· NINDS CREATE Bio Development Track: Preclinical and Early-phase Clinical Development for Biotechnology Products and Biologics (SBIR) (PAR-14-289) 

Blueprint Neurotherapeutics Network (BPN): The network provides support for small molecule drug discovery and development, from hit-to-lead chemistry through phase I clinical testing. Access to contract research organizations (CROs) and consultants with expertise in various aspects of drug discovery and development is also provided.
Funding Opportunity Announcements:
· Small Molecule Drug Discovery and Development for Disorders of the Nervous System (UH2/UH3) (PAR-14-293)
· Small Molecule Drug Discovery and Development for Disorders of the Nervous System (U44) (PAR-14-292)

IGNITE: Innovation Grants to Nurture Initial Translational Efforts (IGNITE).  IGNITE is meant to serve a feeder program to the later-stage therapy development programs that NINDS launched in July 2014, namely the Cooperate Research to Enable and Advance Translational Enterprises (CREATE) and Blueprint Neurotherapeutics (BPN) Programs
The IGNITE suite has three funding opportunities: 
· Assay Development and Therapeutic Agent Identification and Characterization to Support Therapeutic Discovery (R21/R33) (PAR-15-070)
· Pharmacodynamics and In vivo Efficacy Studies for Small Molecules and Biologics/Biotechnology Products (R21/R33) (PAR-15-071)
· Development and Validation of Model Systems and/or Pharmacodynamic Markers to Facilitate the Discovery of Neurotherapeutics (R21/R33) (RFA-NS-16-013)
ASP: The NINDS Anticonvulsant Screening Program (ASP) screens compounds for anti-seizure activity in a battery of well-established rodent seizure models and was designed to encourage and facilitate the discovery of new therapeutic agents for epilepsy. Researchers from academia and industry in the U.S. and abroad submit compounds to the ASP, and screening is performed at a contract facility based at the University of Utah on a blinded and confidential basis and at no cost to the ASP participant. For more information see http://www.ninds.nih.gov/research/asp/.

Tuberous Sclerosis Alliance
Research Grants Program: The TS Alliance has funded $18 million in research on TSC since 1984.  Through the TS Alliance research grants program, applications can be submitted for postdoctoral fellowships, research grants, and Rothberg Courage Awards.  For details see www.tsalliance.org/grants.
TSC Natural History Database: Implemented in 2006, the database captures clinical data to document the impact of the disease on a person’s health over their lifetime. As of December 2015, 1,800 people with TSC were enrolled in the project from among 18 U.S.-based sites.  The TS Alliance provides funding to participating clinics to perform data entry, monitors the integrity of the database, and makes data available to any investigator to answer specific research questions and identify potential participants for clinical studies.  For information, contact Jo Anne Nakagawa at jnakagawa@tsalliance.org.
TSC Biosample Repository and Preclinical Consortium: The TS Alliance is driving the growth in 2016 of two new collaborative initiatives. To facilitate the study of disease-causing mechanisms and inter-individual variability, the TS Alliance is building a TSC Biosample Repository, beginning with blood for DNA and biomarkers and tissue removed during clinically necessary procedures. Samples in the repository will be available to qualified researchers worldwide and will be associated with detailed clinical data found in our existing TSC Natural History Database. The TSC Preclinical Consortium will enable testing of new therapeutic candidates by comparing head-to-head data using consistent animal models and testing procedures.  Selection of the best candidate drugs from among drug screening hits is best achieved in a collaborative way, bringing together the best minds in TSC biology and experts in the process of drug discovery and development. The TS Alliance is driving and funding the initial work of the consortium.
TSC Clinical Research Consortium:  The five clinics comprising this consortium received NIH grants to conduct two clinical studies initiated in 2013.  These two clinical studies will (1) determine what early signs or tests can identify infants with TSC at highest risk of developing autism by age three, and (2) measure the ability of EEG and brain imaging to assess the risk of newly diagnosed infants with TSC to develop infantile spasms.  The biomarkers resulting from studies will have a major impact on our ability to intervene very early to prevent some of the most devastating manifestations of TSC.  Additionally, the coordinated work to execute both of these studies has developed infrastructure and processes to form the basis of an ongoing and growing TSC Clinical Research Consortium. As translational research in TSC produces additional ideas for clinical studies, the efficient initiation and conduct of future clinical trials will benefit from having this infrastructure in place to enable investigators to quickly and affordably execute studies.
Clinical Consensus Guidelines: The TS Alliance sponsored a Clinical Consensus Conference in 2012, and all open-access, peer-reviewed publications describing the guidelines are available at www.tsalliance.org/consensus.


Department of Defense Tuberous Sclerosis Complex Research Program 

The Department of Defense Tuberous Sclerosis Complex Research Program (TSCRP) supports and encourages innovative, high-impact TSC research aimed at understanding the pathogenesis and manifestations of TSC with the goal of improving the lives of individuals with TSC. Funding announcements for fiscal year 2016 can be found at http://cdmrp.army.mil/pubs/press/2016/16tscrppreann.shtml.

