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This is the  US National Registry Developed to Fulfill the Needs as Articulated 
in the 2012 National Coverage Decision on Transcatheter Aortic Valve Replacement (TAVR) 

J Am Coll Cardiol 2013;62:78–86 

• “The intent of the TVT registry is to provide a data repository and reporting 
infrastructure to monitor the safety and effectiveness of TVT devices.” 

• “The TVT registry represents a new model combining the needs of the medical 
device industry, regulatory and reimbursement agencies, clinicians, hospitals, 
patients, researchers, and professional societies.” 

• “The TVT registry will have multiple innovations.” 



 

 
 

  
 

 
 

The Need for a Clinical Registry 

A Clinical 
Knowledge 
Machine: 

Key to US 
Learning Health 

Care System 

A 
Performance 
Assessment 

Tool 

A Component of 
Regulatory and 
Reimbursement 

Reform 

Presenter
Presentation Notes
Knowledge Machine
The management of valvular heart disease has undergone a major transformation with transcatheter valve therapies. We need to learn more about these technologies in the “real-world”. Plus cost and comparative effectiveness research needed: SAVR versus TAVR.
Performance Assessment
Heart programs need to assess their TAVR/SAVR results and strive to improve. National benchmarks and risk-adjusted outcomes are essential. Public reporting is coming. How are sites doing regarding appropriate use criteria (AUC)?
Regulatory and Reimbursement Reform
FDA strives for more rapid pre-market approval then further assessment post.
FDA may use registry data for expansion of indications and safety monitoring
CMS uses coverage with evidence development (CED) with national coverage decisions (NCD) to understand value of new treatments, access, quality, and over-under utilization.




 
  

 
 

   

    
  

 

 
 

The Dramatic Increase in the Number of US 
Patients Needing Aortic Valve Replacement 

SAVR 
(Surgical) 

& 
TAVR 

(Transcatheter) 
Volumes 

Sources: 

There are 
580 TAVR 
Programs 
in the US 

STS/ACC TVT Registry Database as of 3-1-18 
STS Database 

Presenter
Presentation Notes
Total AVR 2012 64, 085 (SAVR 48,213)
Total AVR 2017 84, 095
Tavr increase 26,297 (161%)
Savr decrease -6723 (-13.9%)



  
 

Site Variability in Quality Outcomes 
Especially of  Concern in Low Volume Programs 
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The Need to Rapidly Learn About New 
Treatments 

CMS: Coverage with Evidence Development 
Who is Undergoing Transcatheter Valve Therapy in the USA? 

Do they all benefit? 
Are there unexpected problems? 

How can patients, families, and clinicians make optimal decisions on whether it is the 
best treatment for them? 

TAVR versus SAVR? 
Sex, Race, Ethnicity 

Presenter
Presentation Notes
What data are gathered? PRO’s as well as traditional data elelments. CMS linkage to determine who is alive and rehospitalization rates.
Analystics – develop risk models and indibvsulaz treatment decisions
Detrermine real world use = clinical trials.
Surveillance for device issues



 
   

   

  
       

     
   

 

 

   
    

 

  

Quality-of-Life Outcomes 
After Transcatheter Aortic Valve Replacement 

A Report From the STS/ACC Transcatheter Valve Therapy Registry 

The KCCQ Questionnaire assesses patient-reported health status. 
Patients fill this out pre, 30 days and one year post TAVR. 

“Overall, 62.3% of patients had a favorable outcome at 1 year 
(alive with reasonable quality of life).” 

JAMA Cardiology 
2017;2(4):409-416. 

Arnold S et al. 

Ongoing Questions: 
How can we improve patient selection, procedure 

performance, and post procedure care to increase the % of 
patients benefitting from TAVR at one year? 

How does Surgical AVR compare to TAVR? 



 
   

 
 

 
 

 
  

 

CED Questions 

• Variability in TAVR outcomes 
– What accounts for differences in site performance? 
– Also true for Surgical AVR? 

• Patient selection refinement 
• Performance in real life populations over time 
– Long term mortality 
– Long term quality of life 

• Choices between SAVR and TAVR implications 
as indications broaden 



   
 

  

  

TVT Registry: 
Provides Data to Answer the Questions Being 

asked at MEDCAC 

Provides Data to Answer Outstanding CED 
Questions 

Supports the 2018 Update of  TAVR Operator and 
Institutional Requirements 



       
        

          
   

          
       

      
        

    
  

    
 

Conclusions 
• The TVT Registry provides all stakeholders with comprehensive data to

address issues of site performance, scientific evidence on key issues
related to variability in patient care, and facilitates improvement in the
US regulatory and reimbursement health care systems. 

• Going forward with the on-going rapid transformation in the treatment
of valvular heart disease a Coverage with Evidence Development (CED) 
National Coverage Determination (NCD) is necessary to address these 
issues involving surgical, transcatheter, medical and palliative care of
patients with aortic valve disease. 
– The TVT Registry is essential to understand and guide 
– Registry and external assessment (accreditation) would provide flexibility to

understand rather than freeze static requirements in an evolving field 
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