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Epidemioelogicall Studies
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o [heodore J. Cicero, PhD
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Whor Cares?

o Public Health Concenms
— Maintaining kenefit (analgesia/access)

— Reducing adverse consequences
o Patients

= Non-patients
— Abusing pepulation
— |Inadvertent exposure (e.g., children-accidental use)

» [Healti care costs
— Direct (e.q., cost of addiction treatment)
— Indirect (e.g., cost of abuse-related diseases)
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Whor Cares?

o Commercial
— Differential Scheduling
— RMPs tailered tor actual risk
— Product differentiation
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Pesiied Label Language

o Epidemiological studies
— Pre-market studies are unlikely to influence
the mnitially’ approved lakel language.

— Pre-market studies may be usefullin
estanlishing haseliness against Which post-
marketing studies can be compared.
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Pesired Post-approvall Lakel

o “<Jrade Name>= has been shown te be
asseclated with' Iower prevalence: of abuse
than ether fermulations containing the same
active ingredient(s)”

o “<Jrade Name> has been shoewn to e
asseclated with' Iower prevalence: of <route: of
administration> albuse tham; other
formulatiens centaining the same active
Ingredient(s)”
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Post-approeval Patient Studies

o Apprepriate active compalators
e [ndicators of abuse / addiction
e [ndicators of diversion

o Active safety surveillance
— Adverse events
— Diminished efificacy.
o Active efiiectiveness survelllance
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Post-approeval Patient Studies

o Stratification
— Knewn risk factors fol anuse
— Co-morhidities
— Pharmacogenomics

o Registry Studies

— Condition-based), as eppesed to only
product-basead

o Consistent with existing EDA Guidances
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Post-approval Abuser Studies

» Prospective studies desirable, but may not e
practical, due to
— Recruitment
— Retention

o Retrospective and Sentinel Pepulations
— Ethnographic studies

— Physicians could lhe both
= Sentinell populatien (Impaired)
= Seurce of Infermation; about abusers (SUD: treatment)
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Post-approval Abuser Studies

e [DIversion studies
— Prevalence
— Street prices

s EXiSting data collection systems

— DAWN, NSDUH[;, TESS, NELIS, etc.

— A key finding Woeuld be cencordance
amongst multiple systems
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