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Case study 1: Lucentis vs. Avastin
• Similar molecules made by the same company, but 

with different indications and cost
• Difficulty in performing a head-to-head trial
• 1st year CATT results published in NEJM

– Equivalent visual outcomes
– 24% vs. 19% serious systemic adverse advents in disease 

categories not identified in previous studies as areas of 
concern

• Industry-funded observational analysis of Medicare 
data showed higher rates of side effects

• VA halts Avastin use
• Manufacturer position
• American Academy of Ophthalmology position
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Questions raised
• Is Lucentis vs. Avastin a good example of a 

high priority for patient-centered outcomes 
research?
– Is it politically sustainable?

• In the future would PCORI or NEI fund this?
• What would PCORI’s dissemination effort 

consist of?
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Case study 2: Metal-on-metal 
hips

• 500,000 patients in the US
• Some researchers warned of potential health threats 

of metal debris
• UK national registry: 

– 14% of patients needed joint removed or replaced after 7 
years vs. 3% for other types of hips

• 2010 FDA recall of J&J version: UK registry showed 
30% needed early replacement

• May 2011 FDA orders all makers of metal-on-metal 
hips to develop studies to track negative outcomes

• First six months of 2011 more than 5,000 reports of 
“problems” with all-metal hips, many patients getting 
blood tests and diagnostic scans 
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Questions raised
• Is this an example of regulatory failure?
• Would funding infrastructure for a US registry 

akin to the UK be a top priority for PCORI?
• How would PCORI coordinate with FDA in 

post-market surveillance of new devices?
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Case study 3: “Real-world” CER
• “Even after PCORI is up and running, 

insurers will be left to their own devices.”
– Wellpoint and others using their own data to 

perform CER
– Captures adherence and ancillary utilization

• Yale-Medtronic YODA project
• New England Comparative Effectiveness 

Public Advisory Council (CEPAC)
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The New England Comparative 
Effectiveness Public Advisory Council



Case study 3: “Real-world” CER
• New England Comparative Effectiveness 

Public Advisory Council (CEPAC)
– Supplements AHRQ reviews with state utilization 

patterns, budget impact, cost-effectiveness, 
PMPM, implicit trade-offs

– Votes and recommendations of CEPAC to support 
payer and provider policies
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Questions raised
• What relationship should PCORI seek with 

insurer CER efforts?
• Is an open data access model for CER 

research good for everyone?
• How will PCORI products be used at the local 

level to guide policy and practice?
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Conclusions

• CER continues to cast a growing shadow in 
health care policy

• While PCORI will be a major force, it is clear 
that the reverberations of CER are being felt 
across all health care sectors and CER will be 
led by many rather than few

• One of the many remaining questions: 
– What are the outcomes by which the comparative 

effectiveness of PCORI and CER will ultimately be 
judged?
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