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FDA awards 12 grants to fund new clinical trials to advance the development of
medical products for the treatment of rare diseases
https://www.fda.gov/news-events/press-announcements/fda-awards-12-grants-fund-new-clinical-trials-
advance-development-medical-products-treatment-rare-0 (/news-events/press-announcements/fda-awards-
12-grants-fund-new-clinical-trials-advance-development-medical-products-treatment-rare-0)
… Drug Administration today announced that it has awarded 12 new clinical trial research grants totaling
more than $15 … from academia and industry across the country. The FDA awarded the grants through the
Orphan Products Clinical … who need them most.” Three-quarters (75%) of the new awards fund studies
enrolling children, including children as …

FDA awards 12 grants to fund new clinical trials to advance the development of
medical products for the treatment of rare diseases
https://www.fda.gov/news-events/press-announcements/fda-awards-12-grants-fund-new-clinical-trials-
advance-development-medical-products-treatment-rare (/news-events/press-announcements/fda-awards-12-
grants-fund-new-clinical-trials-advance-development-medical-products-treatment-rare)
… Drug Administration today announced that it has awarded 12 new clinical trial research grants totaling
more than $18 … devoted to researching these opportunities,” said FDA Commissioner Scott Gottlieb, M.D.
“The FDA is committed … options for patients.” One-third (33 percent) of the new awards aim to accelerate
cancer research by enrolling …

FDA awards six grants to fund new clinical trials to advance the development
of medical products for the treatment of rare diseases
https://www.fda.gov/news-events/press-announcements/fda-awards-six-grants-fund-new-clinical-trials-
advance-development-medical-products-treatment-rare (/news-events/press-announcements/fda-awards-six-
grants-fund-new-clinical-trials-advance-development-medical-products-treatment-rare)
… that it has awarded six new clinical trial research grants to principal investigators from academia and
industry … “Now, more than ever, we see the important role of these FDA grants to support clinical trials of
potentially … products.   … Office of the Commissioner … FDA announced awards for six new clinical trial
research grants totaling …

FDA awards 15 grants for clinical trials to stimulate product development for
rare diseases
https://www.fda.gov/news-events/press-announcements/fda-awards-15-grants-clinical-trials-stimulate-product-
development-rare-diseases (/news-events/press-announcements/fda-awards-15-grants-clinical-trials-
stimulate-product-development-rare-diseases)
… that it has awarded 15 new clinical trial research grants totaling more than $22 million over the next four
… to develop medicines targeted to rare conditions,” said FDA Commissioner Scott Gottlieb, M.D. “For more
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than 30 … rare diseases. Approximately 33 percent of the new grant awards fund studies to accelerate
cancer research by …

Rare Disease Day 2020: FDA Continues Important Work on Treatments for Rare
Diseases
https://www.fda.gov/news-events/fda-voices/rare-disease-day-2020-fda-continues-important-work-treatments-
rare-diseases (/news-events/fda-voices/rare-disease-day-2020-fda-continues-important-work-treatments-rare-
diseases)
… Ph.D., Principal Deputy Commissioner  As leaders of the FDA, every day we see the unwavering
commitment of our agency … Grants Program awarded grants providing funding supporting 12 new clinical
trials totaling more than $15 million over … to innovators of medical devices for children. These awards
include three real-world evidence projects.  In 2019, …

FDA is Working to Bridge Gaps and Meet Needs for Rare Disease Product
Development
https://www.fda.gov/news-events/fda-voices/fda-working-bridge-gaps-and-meet-needs-rare-disease-product-
development (/news-events/fda-voices/fda-working-bridge-gaps-and-meet-needs-rare-disease-product-
development)
… still do not have approved therapies. Each year, the FDA joins the global observance of Rare Disease Day
at the … More than $15 million to fund approximately 60 ongoing and 12 new clinical trials . Highlights of
the newly funded … to innovators of medical devices for children. Our recent awards included three for real-
world evidence projects. …

Dr Sharpless's remarks to the 2019 NORD Conference on Rare Diseases -
10/22/2019
https://www.fda.gov/news-events/speeches-fda-officials/dr-sharplesss-remarks-2019-nord-conference-rare-
diseases-10222019 (/news-events/speeches-fda-officials/dr-sharplesss-remarks-2019-nord-conference-rare-
diseases-10222019)
… or representatives of government agencies such as FDA and NIH.  You’re here today to interact,
collaborate, … 65 treatments for rare diseases. Recently, we announced 12 new clinical trial research grant
awards – totaling more than $15 million over the next 4 years …

Clinical Trial and Natural History Study Grants
https://www.fda.gov/industry/clinical-trial-and-natural-history-study-grants (/industry/clinical-trial-and-natural-
history-study-grants)
… Orphan Products Grants OOPD administers two Orphan Products Grants: Clinical … medical
products for rare diseases and conditions. The FDA’s Office of Orphan Products Development (OOPD)
awards new clinical trial grants annually. A major portion of …

List of OWH Research Program Awards by Funding Year
https://www.fda.gov/science-research/womens-health-research/list-owh-research-program-awards-funding-
year (/science-research/womens-health-research/list-owh-research-program-awards-funding-year)
… The FDA Office of Women’s Health (OWH) awards research grants for 1-2 year studies to address …
autophagosome-associated signaling molecules such as Atg 5-12, Atg 7, Atg 14, and Beclin 1. We further
demonstrated that …
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OWH Research Program Awards by Funding Year
https://www.fda.gov/consumers/owh-funded-research/owh-research-program-awards-funding-year
(/consumers/owh-funded-research/owh-research-program-awards-funding-year)
… The FDA Office of Women’s Health (OWH) awards research grants for 1-2 year studies to address …
autophagosome-associated signaling molecules such as Atg 5-12, Atg 7, Atg 14, and Beclin 1. We further
demonstrated that …

Orphan Grants Spotlight
https://www.fda.gov/industry/medical-products-rare-diseases-and-conditions/orphan-grants-spotlight
(/industry/medical-products-rare-diseases-and-conditions/orphan-grants-spotlight)
… Experts from FDA and the orphan products program grantees often publish … publications as well as
historical grant announcements and awards are below. OOPD Publications The effect of the … of rare
diseases  [ARCHIVED] October 2019 FDA awards 12 grants to fund new clinical trials to advance the …

Communications about OOPD's Grant Programs
https://www.fda.gov/communications-about-oopds-grant-programs (/communications-about-oopds-grant-
programs)
… Press releases: FDA awards 2 grants for natural history studies in rare diseases (October 8, 2019) FDA
awards 12 grants to fund new clinical trials to advance the …

C3TI Compass (Knowledge Repository)
https://www.fda.gov/about-fda/cder-center-clinical-trial-innovation-c3ti/c3ti-compass-knowledge-repository
(/about-fda/cder-center-clinical-trial-innovation-c3ti/c3ti-compass-knowledge-repository)
… the pathway for interested parties to engage with the FDA's mission of advancing clinical trial innovation.
View  … is an initiative of the Clinical and Translational Science Awards (CTSA) Program. The collaborative
features a single … announcements, funding opportunity announcements, CERSI grants, and inter-agency
agreements. This webpage lists …

Coronavirus Disease 2019 (COVID-19)
https://www.fda.gov/emergency-preparedness-and-response/counterterrorism-and-emerging-
threats/coronavirus-disease-2019-covid-19 (/emergency-preparedness-and-response/counterterrorism-and-
emerging-threats/coronavirus-disease-2019-covid-19)
… Español   On this page: Latest COVID-19 News from FDA COVID-19 Tests Popular Topics COVID-19 and
FDA-regulated … of COVID-19 in certain adults and adolescents (12 years of age and older weighing at least
40 kilograms … Coronavirus (COVID-19) Update: Daily Roundup The FDA awards Stanford University with a
research contract to study …

Section 1128 of the Food and Drug Administration Safety and Innovation Act
(FDASIA): Small Business Report to Congress
https://www.fda.gov/media/86133/download (/media/86133/download)
… 4 FDA Takes an Active Role in Problem-Solving for Small … .......................................................... 12 D.
Access to Ombudsmen … 23 Appendix E: FDA Grant Awards … first PMA, PDP, PMR or BLA. B. Grant
Programs FDA offers grants for development of products aimed at small …

FDA’s Office of Orphan Products Development (OOPD) – An Overview and
Update (PDF - 1.95MB)
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https://www.fda.gov/media/147874/download (/media/147874/download)
… FDA Drug Topics: FDA’s Office of Orphan Products Development … research of promising therapies for
rare disease patients 12 Office of Orphan Products Development (OOPD) • Established … – Second review
(external ad hoc panel of experts) – Final awards determined by rank ordered priority scores • …

Speaker and Panelist Booklet FNIH-NCI-FDA Ultra-Rare Cancer Drug
Development Meeting
https://www.fda.gov/media/171559/download (/media/171559/download)
… Institutes of Health National Cancer Institute and FDA Oncology Center of Excellence Public Meeting on …
precision medicine, DNA repair and CTCAE. She has received 12 NIH/NCI Director Awards for her work in
oncology. Dr. Martha Donoghue, MD is …

Rare Disease Day 2021 Meeting Packet
https://www.fda.gov/media/146281/download (/media/146281/download)
… 1 Welcome to FDA’s Rare Disease Day 2021 Virtual Event Webcast link: … Office of Clinical Policy and
Programs, FDA 11:45am-12:45pm Lunch 12:45-1:00pm Introductory Remarks for the … work at the FDA has
been recognized with multiple awards including the Commissioner’s Special Citation and the …

January 15, 2021 - Meeting Slides Public Stakeholder Meeting on Prescription
Drug Public Stakeholder Meeting on Prescription Drug Public Stakeholder
Meeting on Prescription Drug Public Stakeholder Meeting on Prescription Drug
Public Stakeholder Meeting on
https://www.fda.gov/media/146843/download (/media/146843/download)
… Center for Drug Evaluation and Research 4 Background ➢ FDA Reauthorization Act of 2017 required a
public meeting and … exchange of medical records between clinical trial sites 12 Recommendations- Rare
Diseases ➢ Engage with rare disease … On September 11, 2019 the FDA made the following three awards
Migraine Clinical Outcome Assessment System (MiCOAS) …

ADEPT 8 Speaker Biographies
https://www.fda.gov/media/173725/download (/media/173725/download)
… a clinical pharmacologist in Canada – 2 years, Germany – 12 years and USA - 6 years. He is actively
involved in the … Pediatric Nephrology”. She has received numerous teaching awards and community
leadership recognition. Her passion … Lead in the Office of Clinical Pharmacology (OCP) at the FDA. Her
primary areas of focus are pediatrics and maternal …

Curriculum Vitae: Nicole Hamblett
https://www.fda.gov/media/172603/download (/media/172603/download)
… Research, Seattle Children’s Research Institute HONORS, AWARDS, AND SCHOLARSHIPS 1990-1994
Dean’s list, Santa Clara … Department of Pediatrics 2010-2019 Tamara Simon, MD; NIH K-12 mentoring
committee member 2011-2013 Bradley Quon, MD; MPH … NIAID Food and Drug Administration: 2005
Participant, FDA/CFF working group “Patient Reported Outcome Measure …

QM COE Workshop Program Book
https://www.fda.gov/media/177879/download (/media/177879/download)
… 1 FDA/CDER Virtual Workshop Streamlining Drug Development and … Zhao, PhD, OGD/FDA 11:10 am -
11:30 am Break 11:30 am - 12:40 pm Needs, Gaps, and Opportunities in Quantitative … exceptional
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