Patient relevant outcomes associated with generic drugs in the FDA Adverse Event Reporting System
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_ BACKGROUND NIH-PROMIS DOMAINS FOR TAMSULOSIN

« Generic drugs accounted for about 88% of all prescriptions N=77

dispensed in the US in the year 2015.1 Physical sbd mental

* Anecdotal reports about the safety of generic drugs may
potentially impact their utilization.

» The extent to which adverse events associated with generic
drugs reported to the FDA's Adverse Event Reporting System
represent patient relevant concerns is unknown.?
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» To classify spontaneously reported Adverse Events (AE)
associated with generic tamsulosin, levothyroxine,
amphetamine/dextroamphetamine in FDA's Adverse Event
Reporting System (FAERS) as patient relevant concerns using
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the physical mental and social domains of the National Institute
of Health Patient Reported Outcomes Measurement
Information System (PROMIS) framework.
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» Descriptive analysis of data on generic drugs from publicly 1%

available FAERS data and source narratives were obtained from Social
the FDA under the Freedom of Information Act. 0%
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 Case reports (n=1237) in FAERS 2011-2013 associated with
complete information on age, sex, suspected drug name and
AEs related to tamsulosin, levothyroxine,
amphetamine/dextroamphetamine as the primary suspect drug
were identified.
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* Reports of generic tamsulosin, levothyroxine and amphetamine
were identified using an algorithm which combined manufacturer
name, New Drug Application (NDA) number and presence of the
word generic or brand in text
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e 147 reports (39 for tamsulosin,67 for levothyroxine and 42 for

amphetamine/dextroamphetamine) reporting on 381 AEs ( 77 for

tamsulosin, 144 for levothyroxine and 160 for NIH-PROMIS DOMAINS FOR

amphetamine/dextroamphetamine) were selected for analysis. AMPHETAMINE/DEXTROAMPHETAMINE
« Two reviewers independently mapped adverse events onto the Physical and Men{l‘f“"

physical, medical, social and global health domains of the most 1%

widely used framework for Patient Reported Outcomes-NIH
PROMIS (third reviewer adjudicated disagreements)
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e 381 AEs associated with generic tamsulosin (n=77),
levothyroxine (n=144), amphetamine/dextroamphetamine
(n=160) selected for analysis.
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 The physical domain was the most commonly reported domain
for all three drugs (tamsulosin=76%, levothyroxine=80%,
amphetamine/dextroamphetamine= 71 %), followed by the
mental domain (9.0 % for tamsulosin, levothyroxine=9%,
amphetamine/dextroamphetamine=18%).
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* Very few AEs mapped onto the social domains. A small minority
of additional 44 AEs were mapped onto the NIH-PROMIS | [

domains after using data from the source narratives. * Relative differences should be interpreted with caution because of

. Approximately 1/3 of reports could not be mapped onto any of incomplete reporting and non-representative data in FAERS.

the domains due to missing data.

» We retrospectively mapped adverse data onto a prospective
patient oriented outcome data collection tool.
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