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Recognition of increasingly vexing issues in the cancer 
landscape about which there is little disagreement

• Overly complex designs

• Unnecessary data collection

• Poorly utilized biospecimens

• Long times to activation

• Restrictive eligibility criteria

• Late endpoints (e.g., OS)

• Immense financial burden for 

cancer care 

• drugs, lost wages, travel  costs, dependent 

care

• Variable access to expertise

• Personnel shortages

• Delays in drug approval

• Delays in biomarker qualification

• Increased trial expense/staff

• Inequitable access to trials

• Individual financial burden to patients

• Social financial toxicity

• Inequitable access to care

• Compromised quality of care

Trials

Routine 

care
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Multiple areas of coincident self-interest

Patients

Biospecimens

Clinicians

Investigators

Thought leaders

Scientific discovery

Funding

Infrastructure

New drugs

New technology

Other scientific 
discovery

Expertise

Funding

Regulatory Expertise

Scientific resources

Discovery

Academia

IndustryGovernment

*

*
**

*Opportunities for gain

Scientific discovery

Drug development

Regulatory recognition

Biomarker qualification/validation

Improving outcomes 

*Opportunities for conflict

Control of process

Control of data

Ownership of IP

Share of revenue
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Case study: FDA, academics, and industry recognize a 
dilemma in prostate cancer

Non-measurable 

disease/late OS
Academic/FDA/Industry trial 

design criteria

Academic/FDA/Industry trial design and data: 

Registration trials for abiraterone/enzalutamide

Note: 

A win-win for all stakeholders: academics, industry, FDA,

and patients

No IP (although not without attempts to do so)

No revenue stream

No commercialized product



How do we maximize the 
sweet spots in a 
systematic way that 
moves beyond one-off 
successes?
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Challenges to systematic changes to existing paradigms of 
academic/gov’t partnerships

Academic:

• “Winners” vs “Losers” 

psychology

– Enhanced in an underfunded 

environment 

– Suspicion that innovation 

and efficiency is code for 

other agendas

Government:

▪ Innovative mechanisms 

may be poorly served by 

existing infrastructure, 

staffing, and processes

▪ Existing mission/role is 

defined by regulation or 

legislation

Industry

• Risk aversion due to:

– Threats to revenue

– Threats to data secrecy

– Threats to IP

– Threats to corporate 

SOP’s



8

NCI Strategic Vision for Clinical Trials: 2030 and Beyond

Decrease regulatory 
hurdles and broaden 
trial access

Streamline processes 
for trial design and 
execution

Focus on essential 
endpoints

Increase efficiency of 
data collection

Develop flexible, faster, simpler, less expensive, high-impact

clinical trials that seamlessly integrate with clinical practice

CTAC Strategic Planning Working Group 2020 report: 

https://deainfo.nci.nih.gov/advisory/ctac/1120/SPWGreport.pdf

https://deainfo.nci.nih.gov/advisory/ctac/1120/SPWGreport.pdf
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NCI Clinical Trials Innovation Unit: A means of testing 
innovative collaborations, interventions, biomarkers, 
procedures, designs, and problem-solving

Co-Directors/Facilitators: Michael Morris, Sheila Prindiville

NCI

Ideas and 
feasibility

Extramural 
Community

Ideas and priority

FDA

Strategy Small, nimble, and 

collaborative
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CTIU: Where innovation and collaboration can be tested without breaking 
things

NCORP

Foundations

NCI

Design and 
Feasibility

Extramural 
Community

Design and Priority

FDA

Strategy

NCTN

Industry

Reservoirs of Ideas Multidisciplinary Expertise
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Pilot Phase Submission Process: Focused proposals with 
rapid turnaround

1-2 page 

submission

by investigator
(up to 4 per group)

Rapid vetting by 

CTIU of ideas

Evaluation of 

proposals selected to 

advance on the basis 

of innovation

Additional ad hoc 

external disease 

experts and 

advocates
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Enhancing government/academic collaboration

▪ Recognition of the complementary assets, gains, and risks of each 

stakeholder

▪ Recognition of where the interests of each do not overlap

▪ CTIU is designed as a new collaborative space in which a multiagency 

group can test how to systematically change:

▪ How trials are performed

▪ How collaborations are made

▪ How processes are implemented

▪ How problems are solved
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