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Contemporary Challenges for Clinical 
Research 

• New approaches & strategies for the clinical trial 
enterprise 
• Stakeholder interactions & leveraging multi-

disciplinary expertise 
• Methods for preserving randomized trial design & 

optimizing use of available data 
• Dissemination and Implementation 

Lauer MS, Collins FS. JAMA 2010;303:2182-3 



   

 

      
      

Science, 2015, 348:382 

• Need for trials that inform practice & policies 
• Decision makers include patients, clinicians, payers & 

N Engl J Med 2016;375:454-63 

policy makers 



 CMAJ 2009;180:E47; BMJ 2015;350:h2147 



  

 

      
 

  
   

       
    

     

    

NIH Health Care Systems Research 
Collaboratory

Initiated in 2012 

• Goal: To strengthen the national capacity to 
implement cost-effective large-scale research
studies that engage health care delivery 
organizations as research partners. 

• Aim: To provide a framework of implementation
methods and best practices that will enable the 
participation of many health care systems in 
clinical research. Research conducted in 
partnership with health care systems is essential to 
strengthen the relevance of research results to 
health practice. 





 

      
  

    

    
   
   

 
     

    
     

NIH Collaboratory – 1st Set of Trials 

• Time to Reduce Mortality in End-Stage Renal 
Disease (TiME) NIDDK 

• Active Bathing to Eliminate Infections (ABATE) 
NIAID 

• Strategies & Opportunities to Stop Colorectal 
Cancer (STOP CRC) NCI 

• Lumbar Image Reporting & Epidemiology 
(LIRE) NIAMS & NCCIH 

• Collaborative Care for Chronic Pain in Primary 
Care (PPACT) NINDS, NIDA & NCCIH 

• Suicide Prevention Outreach Trial (SPOT) NIMH 



    
 

 
      

   
     
 

    
   

NIH Collaboratory 
2nd Set of Trials – Multiple Chronic Conditions 
• Improving Chronic Disease Management with 

Pieces (ICD-Pieces) NIDDK & NHLBI 
• Pragmatic Trial of Video Education in Nursing 

Homes (PROVEN) NIA & NINR 
• Trauma Survivors Outcomes & Support 

(TSOS) NIMH & NIAAA 
3rd Set of Trials – RFA RM 16-019 
• 5-6 PCTs launching in Spring 2018 



   

      
   

    
  

    
  

     

NIH Collaboratory 
Pragmatic Clinical Trials Interventions 

• Organizational change to patient care (e.g. 
dialysis time or bathing protocol) 

• Enhancing information available to providers in 
EHR to change care delivery 

• Direct to patient screening kits, video education, 
or online intervention 

• Enhanced coordination of care delivered to 
complex patients 



   
 
  

 
 

 
  

  

  

 
  

    
  

  
 

 
  

NIH Collaboratory 
Partnering Health Care Systems 

• Kaiser Permanente 
• (Group Health

Cooperative) 
• Mayo Clinic 
• Henry Ford Health 

System 
• HealthPartners Institute 
• Parkland Heath System 
• Texas Health 

Resources 
• ProHealth CT 
• Fresenius and DaVita 

Dialysis Corporations 
• Hospital Corporation of

America 
• US Level 1 Trauma 

Care Centers 
• Genesis Healthcare 
• UHS Pruitt Corporation 
• Oregon Community

Health Information 
Network (FQHCs) 

• North Texas VA 



 
     

    
 

        
  

    
  

  
     

   

NIH Collaboratory 
Coordinating Center (CCC) 

• Provide national leadership and technical 
expertise in all aspects of research with 
health care systems 

• Support the design and rapid execution of a 
set of high impact Pragmatic Trial
Demonstration Projects conducted in 
partnerships with health care systems 

• Make available data, tools and resources 
from these, and other, projects to facilitate a 
broadened base of research partnerships 
with health care systems 



Rethinkingclinicaltrials.org 
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