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NIH Randomized Clinical Trials (RCT)
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Challenges for NIH-sponsored Stroke
RCTs

RCTs are very costly
Limited resources ($30-570 million /yr)

Delays peer-review process

Too few grants awarded (20-50 phase lI-11l)
Delay building trial Infrastructure
Regulatory delays (contracts, IRBs)

Delays enrollment

Landis & Fisher, Stroke 2013



Delayed Enrollment in RCT
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Causes Delayed Enrollment RCT

Clinical Research is Sporadic work
Competing priorities

Competing RCT protocols

Funding goes to few trial leaders

Fixed number of patients around urban
tertiary centers

Landis & Fisher, Stroke 2013



Low participation RCT in Rural Areas

25% of the US population
Dispersion population

~ewer research centers

Distances to research centers
Barriers to acute trials with short time window

Barriers to prevention/recovery trials




Potential Solutions RCTs

Increased capture patients from real world,
particularly rural areas

Expand pool researchers
Motivate clinical investigators
Coordinate basic and clinical scientists

Established dedicated research teams and
infrastructure

Harmonized research capable of Metadata
analysis

Landis & Fisher, Stroke 2013



NIH Stroke Trial Network

25 Regional Centers supported by a central
coordinating center

Established permanent structure of researchers

Foster interdisciplinary collaboration for
translational research

Train translational scientists in stroke
Efficiency in performing trials
Accept central IRB and master agreements
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The University of lowa Statewide
Stroke Research Network (1uionso86521-01)

e Aim 1: Establish the University of lowa Regional
Coordinating Center (UIRCC) as a statewide
research network for improving subject recruitment
for NINDS-funded and other stroke trials.

 Aim 2: Develop innovative translational research
proposals that will lead to multicenter clinical trials
through the NINDS stroke network.
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Fig 1. UIRCC Statewide Stroke Trials Infrastructure @)St"’keﬂet
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Fig 3. Organization & Infrastructure UIRCC

Jjehns ity
Paramedics/ State
EMS System

Spoke Hospitals
(h=103}
{see Fig 1}

Senior Advisor:
MD Laurie Gutmann|

I

UIRCC PI: Enrigue Leira
MD MS

UICSC + BIRCC Acute
Trigl Ready Hospital

Collaborators (n-12)

Aeromedical System
(Ul AdrCare)

Ul Health Alliance
Netweork Small
Referring
Hospitals (n=50}

UIRCC Coordinator: Heena
Olalde RN MSN

Geography and
Mathematics
Departments:
Maximize Efticiency
Modei& Geeogranhical
Modeling

UICSC Rehabilitation
Services

ICTS Biostatistical/
Epidlemiological
Services

' v

UIRCC Web
Manager

Ul Research
Administration

UIRCE Basic Research
Collaberators

UIRCC Patient-
centerad Resoarch
Collaborators

lowa Stroke Task
Force

lowa Department
of Public Health

lowa Coverdale
Stroke Registry

lowa Center for
Immigrant Leadership
& Integration

Infrastructure
For Acute
Stroke Trials

Infrastructure
For Prevention
& Recovery Trials

Infrastructure
To Generate
Phase 1,2 &3
Trials

Infrastructure

For Patient

Advocacy
Support & Ideas

lowa Healthcare
Collaborative




Opportunity for the State of lowa

Contribute to advance stroke research (acute
trials, prevention, and recovery)

Facilitate promising translational research and
clinical trials with community input

Advocates for rural stroke care

Potential for helping recruitment by
expanding pool subjects

Generalize stroke trials to “real life” rural
patients
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