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Who Cares?Who Cares?

•• Public Health ConcernsPublic Health Concerns
–– Maintaining benefit (analgesia/access)Maintaining benefit (analgesia/access)
–– Reducing adverse consequencesReducing adverse consequences

•• PatientsPatients
•• NonNon--patientspatients

–– Abusing populationAbusing population
–– Inadvertent exposure (e.g., childrenInadvertent exposure (e.g., children--accidental use)accidental use)

•• Health care costsHealth care costs
–– Direct (e.g., cost of addiction treatment)Direct (e.g., cost of addiction treatment)
–– Indirect (e.g., cost of abuseIndirect (e.g., cost of abuse--related diseases)related diseases)
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Who Cares?Who Cares?

•• CommercialCommercial
–– Differential SchedulingDifferential Scheduling
–– RMPsRMPs tailored to actual risktailored to actual risk
–– Product differentiationProduct differentiation
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Desired Label LanguageDesired Label Language

•• Epidemiological studiesEpidemiological studies
–– PrePre--market studies are unlikely to influence market studies are unlikely to influence 

the initially approved label language.the initially approved label language.
–– PrePre--market studies may be useful in market studies may be useful in 

establishing baselines against which postestablishing baselines against which post-- 
marketing studies can be compared.marketing studies can be compared.
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Desired PostDesired Post--approval Labelapproval Label

•• “<Trade Name> has been shown to be “<Trade Name> has been shown to be 
associated with lower prevalence of abuse associated with lower prevalence of abuse 
than other formulations containing the same than other formulations containing the same 
active ingredient(s)”active ingredient(s)”

•• “<Trade Name> has been shown to be “<Trade Name> has been shown to be 
associated with lower prevalence of <route of associated with lower prevalence of <route of 
administration> abuse than other administration> abuse than other 
formulations containing the same active formulations containing the same active 
ingredient(s)”ingredient(s)”
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PostPost--approval Patient Studiesapproval Patient Studies

•• Appropriate active comparatorsAppropriate active comparators
•• Indicators of abuse / addictionIndicators of abuse / addiction
•• Indicators of diversionIndicators of diversion
•• Active safety surveillanceActive safety surveillance

–– Adverse eventsAdverse events
–– Diminished efficacyDiminished efficacy

•• Active effectiveness surveillanceActive effectiveness surveillance
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PostPost--approval Patient Studiesapproval Patient Studies

•• StratificationStratification
–– Known risk factors for abuseKnown risk factors for abuse
–– CoCo--morbiditiesmorbidities
–– PharmacogenomicsPharmacogenomics

•• Registry StudiesRegistry Studies
–– ConditionCondition--based, as opposed to only based, as opposed to only 

productproduct--basedbased
•• Consistent with existing FDA Consistent with existing FDA GuidancesGuidances
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PostPost--approval Abuser Studiesapproval Abuser Studies

•• Prospective studies desirable, but may not be Prospective studies desirable, but may not be 
practical, due topractical, due to
–– RecruitmentRecruitment
–– RetentionRetention

•• Retrospective and Sentinel PopulationsRetrospective and Sentinel Populations
–– Ethnographic studiesEthnographic studies
–– Physicians could be bothPhysicians could be both

•• Sentinel population (impaired)Sentinel population (impaired)
•• Source of information about abusers (SUD treatment)Source of information about abusers (SUD treatment)
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PostPost--approval Abuser Studiesapproval Abuser Studies

•• Diversion studiesDiversion studies
–– PrevalencePrevalence
–– Street pricesStreet prices

•• Existing data collection systemsExisting data collection systems
–– DAWN, NSDUH, TESS, NFLIS, etc.DAWN, NSDUH, TESS, NFLIS, etc.
–– A key finding would be concordance A key finding would be concordance 

amongst multiple systemsamongst multiple systems
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