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The Public Health Challenge

10,000
Diseases

and only

5%
Have 

Treatments

or Cures

Time from early 

development to the 

medicine cabinet takes 

10-15 years.

9 out of 10
Promising therapeutic candidates 

that enter clinical trials fail.



NCATS’ MISSION

Turn research observations

into health solutions through 

translational science



NCATS is Re-engineering the Translational Pipeline

NCATS is advancing translational science by addressing long-standing bottlenecks in the 

translational pipeline so that new treatments reach people faster.

Pre-clinical Clinical

OperationalExamples of 

bottlenecks

• And 

solutions

“One size fits all” approach
• Adaptive clinical trial 

design, master protocols
• N of small CTs, RDCRN 

basket/umbrella trials
Low enrollment and diversity 
in clinical trials
• Patient Advisory Groups, 

Enhanced community 
engagement efforts (TIN)

Administrative/Workforce Dev
Administrative burden for study 
start-up
• Streamlined business and 

regulatory processes (SMART 
IRB)

Shortage of qualified translational 
investigators
• Training and career 

development best practices 
(CTSA K, T, R25, R03, DPI)

Scientific
Insufficient tools and technologies to 
predict toxicity and efficacy of new drugs
• Platform-based Tissue/Organ on chips; 

3D biofabrication
• Gene targeted therapies
• AI/ML drug development (ASPIRE)
Incompatible databases to advance data 
science
• Data, interoperability and integration 

(Translator, N3C, GARD, RARESource)



NCATS Vision: Three Audacious Goals

More Treatments

Five-Fold Increase 

in Number of Diseases 

with Treatments

All People

Dramatically Increase 

Inclusivity Across Every 

Area We Support

More Quickly

Enable Diagnostics and 

Therapeutics to Reach 

People Twice as Fast



Key NCATS Approaches

Understanding 

what’s similar 

across diseases to 

spur multiple 

treatments at a 

time

Developing models 

that better predict a 

person’s reaction to 

a treatment

Enhancing clinical 

trials so the results 

more accurately 

reflect the patient 

population

Leveraging real-

world data and data 

science approaches 

to address public 

health needs



NCATS’ Budget At-a-Glance

Reflects Fiscal Year 2023 Enacted Appropriations

NCATS Budget: $923,323,000 

$ (in millions) FY 2023

Enacted
President's 

Budget

FY24 PB +/- FY23 

Enacted

923.3               923.3             0 (0%)

629.6               629.6              0 (0%)

293.8               293.8              0 (0%)

FY 2024

NCATS

CTSA

Non-CTSA

Total



Specific Efforts in Translational

Science for Nursing Research

Pre-clinical    --- Clinical   --- Data Science



Revolutionizing Drug Development Approaches
(PhRMA, Biopharmaceutical Research Industry Profile, 2016)

2D Cell Lines

X

Human

Mouse

X
HTS compatibility

Physiological complexity

Spheroids Printed Tissues Organ-on-a-chipOrganoids

Imaged on zeiss 710 (10x)

image depths at 150 um

2D

Need for new technologies and better predictive tools across the translational pipeline



Physiological Changes under 
Prolonged Microgravity: 
Chips in Space

TISSUE CHIPS IN SPACE
Resupply Mission

March 14, 2023



NCATS Study Suggests People with Rare Diseases Face 

Significantly Higher Health Care Costs



Developing and Streamlining Gene Targeted Delivery Approaches

Development

Clinical Trials

1) Somatic Cell Gene Editing – (SCGE)
1) NIH Common Fund Program
2) Moving to clinical studies for second phase
3) Toolkit – data on performance of delivery 

technologies

2) Accelerated Medicines Program® – Bespoke 
Gene Therapy Consortium (BGTC)
1) Enhancing vector manufacturing 
2) Enhancing gene expression
3) Regulatory playbook

3) Platform Vector Gene Therapy – (PaVe-GT)
1) Single AAV vector as a platform for multiple 

therapeutic genes
2) Testing ability to increase efficiency to clinical trial 

start-up



CTSA Program: Premier National Network 
Speeds Health Solutions

Develop, demonstrate, and 

disseminate innovations that turn 

science into health faster

Promote impactful partnerships 

and collaborations

Address health disparities

Provide a national resource for 

the rapid response to urgent 

public health needs

Promote training and 

career support

Nurture the field of 

translational science

Clinical and Translational Science Awards Primary Institutions
January 2023



Nursing by the Numbers within the NCATS CTSA program

CTSA Hubs and PIs

• 4 PIs with 

nursing degrees

• 43 CTSA 

institutions have 

a nursing school 

Scholars and Trainees

• 24 with nursing 

degrees

Pilot Projects

• 12 Pilot project 

Pis with nursing 

degrees

• 8 serving on 

projects related 

to nursing 

interests



…Local strengths enable nimble, rapid, and robust 
responses to national public health challenges

SMARTIRB



TRIAL INNOVATION NETWORK – Partnering Resources

How We Can Help 



National Academy of 
Medicine’s Assessing 
Meaningful Community 
Engagement 



ComPASS Collective for Community Engagement 
(C3E)

Partnership between ComPASS and NCATS 
conducted by VICTR Meharry-Vanderbilt
Community Engaged Research Core (CERC)

C3E Aims and Dissemination Outcomes

▪ Identify resources, tools, and best practices for 
community-driven and community-engaged research in 
health equity research.

▪ Capture the voices of historically marginalized and 
excluded communities to understand additional needs and 
strategies for engaging these groups.

▪ Conduct hybrid meetings focused on identified priority 
areas derived from NIH needs assessment and community 
expert panel.

▪ Create a publicly available resource for dissemination on 
the web.
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Shanina C. Knighton, PhD, RN, CIC
Instructor, Frances Payne Bolton School of Nursing
Case Western Reserve University
KL2 Scholar, Pilot Award Recipient

Project Aims:

1. Develop expertise in translational health technology

2. Explore the feasibility, and acceptability of technology-based patient hand hygiene 
self-management interventions among older adults in an acute care setting and 
retirement community

Western Reserve University 

“It is not about reinventing 
the wheel but improving the 
way it turns.”
— Shanina C. Knighton, PhD, 
RN, CIC
Source: 
https://ownquotes.com/quote/98274

CTSA Program Grant KL2TR000440, 2019 –2023; UL1 TR002548, 2020-2021, Case 

https://ownquotes.com/quote/98274


Alexis Dunn-Amore, CNM, PhD
Assistant Professor, Emory University, Nell Hodgson Woodruff School of Nursing
Diversity Supplement Awardee 2020-21

The Convergence of COVID-19 and 
Systemic Racism: An Evaluation of Current 
Evidence, Health System 
Changes, and Solutions Grounded in 
Reproductive Justice
DOI: https://doi.org/10.1111/jmwh.13250

• Certified Nurse-Midwife (CNM) at 

the Atlanta Birth Center

• Nurse scientist trying to figure out 

why so many women in the U.S. 

— especially Black women — are 

dying of complications from 

pregnancy or childbirth

• Mentor and advisor “Making sure certain 
populations birth safely is 
justice – social justice.”
— Alexis Dunn-Amore, assistant 
professor, Nell Hodgson Woodruff 
School of Nursing at 
Emory University 

CTSA Program Grant UL1TR002378, 2020-21, Georgia Clinical and Translational Science Alliance



Two Heilbrunn
Nurse Scholars 
(Rockefeller CTSA) 
received 
prestigious 
awards including 
a Fulbright Award 
and the National 
Academy of 
Medicine 
fellowship.



Georgia CTSA Joins Forces with 
Children's Healthcare of Atlanta to 
Develop Nurse-Patient Communicator 
App

• Dr. Christina Calamaro and team joined 

forces with Children’s and the Emory 

University Nell Hodgson Woodruff School 

of Nursing & AppHatchery

• Awarded $100K from J&J for a proposal 

for the Johnson & Johnson to turn the 

‘Nurse Communication Board’ into 

a mobile application

• Nurses’ innovation for helping limited 

English proficiency (LEP) patients.

"We want to give the best care to patients that we 

possibly can. Nothing feels worse than when you 

leave for the night knowing that you might have 

missed something with a patient because you 

weren’t able to fully understand them, because of 

language barriers."

– Christina Calamaro, PhD, Director of Nursing 

Research and Evidence, Children’s Healthcare of 

Atlanta

Georgia Clinical and Translational Science Alliance, CTSA Grant number UL1TR002378



178 Citations

• Scripps CTSA developed a smartphone 
app that collects smartwatch and activity 
tracker data, as well as self-reported 
symptoms and diagnostic testing results

• DHT sensor and symptom data predicts 
COVID infection with AUC = 0.8, > 
symptoms alone = 0.71

Symptoms only Symptoms + DHT Sensors

45 Citations

• Led by Hershey (U. Penn) CTSA
• Sleep epoch classification for 

multi-sensor wearables (Apple 
Watch and Oura Ring) 
comparable to research-grade 
actigraphy (ECG + Actigraph Link 
device)



% NIH Funding by IC Budget in Digital Health  (2015-2022)

Lots of 
partnership 
potential!

NIDA

NIMHD

FIC

NCCIH

NLM

NCATS

NINR

NIAAA

NIMH

NIBIB

All IC’s (Mean)
All IC’s Total 
(right-axis)

FI
C

N
C

A
T

S
N

C
C

IH
N

IA
A

A
N

IB
IB

N
ID

A
N

IM
H

N
IM

H
D

N
IN

R
N

LM



NCATS Strategic Planning Process 2024-2029: 
Stakeholder Engagement

Start: November 2022
Target for rollout: 

Late 2023/Early 2024

Getting organized
Initial 

stakeholder 
engagement

Build an 
outline and 

draft

Gather 
feedback on 

draft plan 

Finalize plan 
and initiate 

rollout plans

Strategic Plan 
rollout and 

implementation

Initial stakeholder engagement

Director’s 

Presentation  

• Overview of NCATS, 

Translational Science principles, 

audacious goals

• Icebreaker questions

Staff Meetings 

and Public 

Roundtables

• Discussion guided by 
questions to get different 
groups’ perspectives 

RFI/ Written 
input

(NIH/HHS 
Engagement)

• Focused questions to gain 

additional insight from 

individuals and/or groups



Thank You!

Follow Us:

@ncats_nih_gov

@ncats.nih.gov

@ncats.nih.gov

NIH-NCATS

NCATSMedia

#NCATS
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