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Clinical Trials in Crisis



Addressing This Need

Public-Private Partnership

Co-founded by Duke University & FDA 

Involves all stakeholders

80+ members

MISSION: To develop and drive adoption of 

practices that will increase the quality and 

efficiency of clinical trials
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RESEARCH METHODS

STAKEHOLDER  
INTERVIEWS
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SURVEYS

SYSTEMATIC LITERATURE 
REVIEWS

EXPERT MEETINGS

We use quantitative & qualitative 
research methods, selecting those 
best aligned with each project’s
objectives, to:

 Identify/describe “what is going on” to
gain a better understanding of a
particular phenomenon

 Move beyond individual views to a
more complete and objective
understanding of the disincentives and
motivators for change

Equipped with data, we then challenge 
assumptions, identify roadblocks, build
tools and develop recommendations to 
change the way people think about and
conduct clinical trials.
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CTTI’s Central IRB tools & recommendations are used by:

 Celgene Corporation

 National Institute of Neurological Disorders and Stroke (NIH)

 Northwell Health

CTTI’s Quality by Design framework is used by:

 AstraZeneca

 DCRI

 The Medicines Company

 PCORNET

 Pfizer

 Seattle Genetics

 Target Health Inc

 University of Oxford

Real-World Impact within 
Organizations
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CLINICAL TRIALS



Real-World Impact at the Policy Level

CTTI and its work have been cited 

in:

 NIH Policy

 Several FDA guidance  

documents

 An EMA reflection paper

 HR 21st Century Cures & 

corresponding Senate effort



CTTI Projects



Project Methodology



Project Portfolio



Quality by Design: QbD Defined

“Quality” in clinical trials is defined as

the absence of errors that matter

P

Prospectively examining the 

objectives of a trial and 

defining factors critical to 

meeting these objectives

… focusing effort on those “errors 

… focusing effort on those      

“errors that matter” for the

success of the clinical trial

…taking action to prevent

important risks to these

critical factors from

negatively impacting

outcomes



QbD Implementation: Plan, Do, Check, Act



QbD Recommendations

“Quality” is defined as the absence of errors that matter to decision 

making—that is, errors which have a meaningful impact on the safety of 
trial participants or credibility of the results (and thereby the care of future 
patients)

Create a culture that values and rewards critical thinking and open 
dialogue about quality, and that goes beyond sole reliance on tools 
and checklists

Focus effort on activities that are essential to the credibility of the 
study outcomes

Involve the broad range of stakeholders in protocol development 
and discussions around study quality

Prospectively identify and periodically review the critical to quality 
factors



Investigator Community: Characteristics of

“One-and-Done” Investigators



Investigator Community: Characteristics 

of Successful Active Investigators

Sufficient and  well-trained    
staff

Strong commitment  and 
work ethic

Institutional support  

Ability to recruit patients

Business knowledge  and 
experience

Strong reputation

Ability to network

Ability to be realistic  when 
selecting  
protocols/recruitment



Investigator Community 

Recommendations Overview
Develop site-based research infrastructure and staff

Optimize trial execution and conduct

Improve site budget and contract negotiations

Identify additional trial opportunities for interested 
investigators



Investigator Qualification

Purpose

To critically evaluate current approaches to investigator 
qualification, including GCP training, and issue 
recommendations on efficient and effective methods for 
investigators to become qualified to conduct clinical trials.



Investigator 
Qualification

Investigator  
Community

Quality by 
Design



CTTI’s Approach to Expert Meetings

Everyone participate, no one dominate  

Disagree without being disagreeable  Stay open to new 
ways of doing things

Respect each others’ thinking and value their  contributions

Articulate hidden assumptions  

Listen for the future to emerge



www.ctti-clinicaltrials.org

THANK YOU.


