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RCT vs. Non-randomized Trials

• SVS supports priority to RCTs over
other forms of approaching this issue

• Issues well established

• Disadvantages of selection, treatment &
assessment biases balanced by ability
to accrue large “n” in real world experience

• Propensity score and covariate adjustment
may allow analysis



Concept: Non-RCT monitored with
specialty society registries

• In CAS / CEA world, robust measurement
tools already exist in the clinical realm

• Sufficient to answer subset questions

• Fit properly / best in concert with RCTs

• Answer questions of high risk for CAS just as
•we focus on high risk for CEA



CAS / CEA Registry Tool

• Economical web-based tool for
outcomes data collection

• Ability to analyze
Baseline risk factors
Routine MAE 
Plaque characteristics
Stenosis impact

>150 measured variables

• Long-term follow-up 



Registry Specific Goals

• Facility compliance with CMS requirements

• Ability to analyze risk-adjusted large “n”

• Compare CEA & CAS subgroups

• Long-term follow-up data

• Broad-based Specialty involvement with 
Agency advice



Vascular Registry Steering Committee

• SVS

• SIR

• Ad-hoc members:
AHRQ
FDA
CMS
New England Research Institute (NERI)



Multispecialty Participation

• Cases Entered by:
• Interventional cardiologists
• Interventional radiologists
• Neurosurgeons
• Vascular surgeons
• Interventional neuroradiologists



Vascular Registry Data Engine

• New England Research Institute - NERI

• Founded 1986

• NIH & biomedical research

\



CF20 Form: Pre-procedural Diagnostics



CF40 Form: Follow-up Visit



On-line Help



Hyperlinked Definitions



On-line Validation



Validation

• Registry format allow validation at 
whatever level necessary

• Independent patient outcome analysis
readily incorporated



Registry Report Example: Baseline Demographics

Vascular Registry Carotid Procedures Institutional Benchma
Report Date: 10-26-2006
Report Selection Criteria
  Procedure: CAS

Site xxx Site * Site *
Total patients 153
Total procedures 173
Pre-Op Risk
      Age (years) 70 69 68
      Recent MI 0% 0% 7%
      NYHA Class III/IV 55% 0% 7%
      Renal Failure 3% 7% 8%
      COPD 21% 0% 23%



CAS Outcomes Example Report
Vascular Registry Carotid Procedures Institutional Benchma
Report Date: 10-26-2006
Report Selection Criteria
  Procedure: CAS

Site xxx Site * Site *
Total patients 153
Total procedures 173
Mortality
      Rank 21 19 18
      Peri-Op 1% 0% 0%
      6-Month 3% 7% 0%
      1-Year 1% 7% 0%
      > 1-Year 1% 0% 0%
      Unknown 0% 0% 0%
Stroke
      Rank 16 24 13
      Peri-Op 3% 14% 0%
      6-Month 1% 0% 0%
      1-Year 0% 0% 0%
      > 1-Year 0% 0% 0%



CEA Outcomes Example Report
Vascular Registry Carotid Procedures Institutiona
Report Date: 10-26-2006

Report Selection Criteria
  Procedure: CEA

Site XXX Site * Site *
Total patients 269
Total procedures 297
Combined Death/Stroke
      Rank 11 8 12
      Peri-Op 3% 0% 5%
      6-Month 1% 0% 0%
      1-Year 0% 0% 0%



Vascular Registry Activity
• August 2005 to September 2007

• >2500 Procedure forms entered
~ 50/50 mix CAS /CEA

• >2000 Follow-up forms entered up to 2 years

• 123 Termination forms entered

• 93% Active Ongoing Follow-up



SVS Recommendations

• Design CAS vs. CEA trials for conventional
risk patients using specialty society registry(s)

• Provide accurate audited real-world large “n”
data collection 

• In the best of worlds, trials would be designed
and powered to satisfy CMS subgroup
coverage issues / Coverage with Evidence 
Development 


