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Goals

• What successful CER looks like

• How to translate/disseminate CER 
information (what works) for doctors 
and patients







• Comparators:  Current practice
– Aids doctors and patients
– Smaller difference





Previously Excluded Subgroups

• Women
• Minorities
• Children
• Patients with multiple co-

morbidities



Understudied Sources of 
Individual Patient Variation

Heterogeneity of treatment effects can be due 
to variables that include:

• Biologic causes (e.g. biomarkers, stages 
detected by imaging, differences in 
metabolism, etc.).

• Disease severity (i.e. those sicker at 
baseline respond more favorably)



Understudied Sources of 
Individual Patient Variation (cont’)

• Comorbidity, as a determinant of response 
due to:
- Competing risk for mortality or other
outcomes

- Disease-disease interactions
- Drug-drug interactions
- Burden of polypharmacy



Understudied Sources of 
Individual Patient Variation (cont’)

• Personal, cultural
• Adherence to treatment



Understudied Sources of 
Individual Patient Variation (cont’)
• Functional status, quality of life, 

resilience
• Social support
• Depression or other mental health 

problems
• Medical context, e.g.

- Willingness and ability to work with
providers to optimize/tailor treatments







Types of CER Studies

Trials
• Classic RCT
• Pragmatic/ Practical
• Adaptive



Types of CER Studies

Trials
•Stratified 
(Heterogeneity of  Treatment Effects)

• N of One
• Cluster



Types of CER Studies

Observational Studies
•From Registries
•From Databases
•Assemble



OS Required

• Good data
• Composites
• Re-design or propensity scores





CEASAR Study: AIM 1

To compare the effectiveness of 
contemporary surgical and radiation 
techniques for localized PCa in terms of 
the 6- and 12-month patient-reported 
outcomes, side-effects and complications 
of treatment. 



CEASAR Study: AIM 2

To identify patient level characteristics 
that may influence comparative 
effectiveness:

• Race 
• Co-morbid conditions 
• Socio-economic status
• Personality profile  



CEASAR Study: AIM 3

To assess how the comparative 
effectiveness of the various therapies 
varies by the quality of care received 











Breakdown of Steps from 
the Lab to the Office

Laboratory

Clinical Observations

Small Trials

Multiple RCTs  
(New & Old Forms)

Observational 
(New & Old 

Forms)



Breakdown of Steps from 
the Lab to the Office

Data Synthesis 
(Systematic Review, Decision Analysis, etc.)

Guidelines

Performance Measures 
(Quality)



Acceptance

• Clinical receptivity to new forms of 
evidence

• Standards for observational studies  
• Standards for systematic reviews



Acceptance

• Standards for guidelines
• Separate evidence from valuation
• Consumer and benefit/ risk



Training patients/doctors/journalists
or

How to calculate and interpret NNT



Number Needed to Treat 
Approach—Montori @ Mayo

31





Conclusion

• Good CER is the first step and first goal

• Translation through CPG and SRS will 
rise in importance

• All steps can/should include 
patients/consumers 



Conclusion

• Patients/consumers/doctors need 
training

• The goals can be realized


