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Background Conditions  

• There is a broad moral claim to obtain
evidence to improve clinical practice since
most decisions are now made without reliable
evidence to know which choices optimize
health

• Technology permits conducting large scale
research and cohort finding for rare diseases
and special populations, often with minimal
incremental risks and burdens and less cost
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An Ethics Framework for a Learning Health Care 
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and Clinical Ethics 
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Major Areas of Controversy 

• Consent
• Risks and benefits
• Standard of care



 Alternative Bioethical Views  
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   Ethics and Regulatory Issues in the  
Collaboratory  

• Multi-stakeholder conversations at the planning  
stage convened by the  Ethics &  Regulatory Core
– Investigators and research teams
– Sponsors
– IRBs
– Regulators

• Minutes reviewed and posted
• Updates following project implementation

https://rethinkingclinicaltrials.org/demonstration-
project-ethics-and-regulatory-documentation/ 

https://rethinkingclinicaltrials.org/demonstration-project-ethics-and-regulatory-documentation/


Public Hearing  

http://www.hhs.gov/ohrp/newsroom/rfc/Public%20Meeting%20August%2028,%202013/aug28public.html 

http://www.hhs.gov/ohrp/newsroom/rfc/Public%20Meeting%20August%2028,%202013/aug28public.html


IOM/NAM Workshop  
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Clinical Trials Special Series  
Guest Editors: Jeremy Sugarman and Robert Califf  

Informed 
consent 

Defining
minimal risk 

Data 
monitoring 

Research/
quality

improvement
distinction 

Vulnerable 
subjects 

IRB 
harmonization 

Identifying
direct and 

indirect 
subjects 

Gatekeepers 

FDA-
regulated
products 

Nature of 
intervention 

Privacy 

http://ctj.sagepub.com/content/early/recent  
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NIH Ethics Supplements  

CTSA 
(University of  
Washington &  

Stanford)  

NIH Collaboratory 

TiME 
(University of 
Pennsylvania)  

ABATE 
(University of  

California - Irving)  

Coordinating  
Center 

(Duke &  Hopkins) 
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INTRODUCTION 

Ethics of research in usual care settings: Data on point 
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Signals from Early Empirical Research  

• At least a substantial minority of people want to 
be meaningfully engaged in research decision-
making 
– Regardless of risk 
– Regardless of health care norms 

• It is unclear if the nature of these activities were 
clearly understood and their best interests were
not compromised 

• Since requiring traditional written consent may 
compromise some research this issue must be
better understood 



  
 

 

Subsequent Issues  

• Standards for data monitoring 
– Points to consider 
– Sample charter 

• Incidental findings/PCT collateral findings  
• Payments and incentives 

https://rethinkingclinicaltrials.org/cores-and-
working-groups/regulatory-ethics/ 

https://rethinkingclinicaltrials.org/cores-and-working-groups/regulatory-ethics/


 
  

 

 

Now and on the Horizon 
• Ethics in research design 

– Stepped wedge 
– Implementation science 

• Responding to PRO signals 
• Disclosure and authorization alternatives  

– Opting out 
– Broad notification 

• Clinicians obligations to participate 
• Data sharing 

https://rethinkingclinicaltrials.org/cores-and-
working-groups/regulatory-ethics/ 

https://rethinkingclinicaltrials.org/cores-and-working-groups/regulatory-ethics/


  
 

  
  

 
 

   

Concluding Comments  

• Addressing the ethical and regulatory challenges 
of PCTs is surprisingly complex 

• The well-rehearsed habit of ‘adding protections’ 
in research ethics may not be actually be 
providing needed protections and may 
inadvertently stymie important research efforts 

• Additional data and deliberation should help 
inform the development of appropriate policies 
and procedures 
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