— Differences in Adverse Events Reporting Between
%‘;ﬁ?ﬁ’{flf,gh Natura! Product.s Versus Prescription Products
School of Pharmacy in the United States and Canada

Kazarov C, Grubic M, Kane-Gill S, Boyce R
University of Pittsburgh School of Pharmacy, Pittsburgh, PA 15261

INTRODUCTION METHODS DISCUSSION

* Natural products/dietary supplements do not require| |* A reporting odds ratio (ROR; 95% confidence interval (CI)) was| [* NP more likely to be reported in younger males.

approval from regulatory agencies before being put calculated for the odds of a report for natural products vs * Variation 1n adverse event reporting between natural
on the market in the United States.! prescription for 5 categories. The ROR 1s calculated based on products and prescription medications highlights
* In Canada, manutacturers must prove satety and this formula: ROR = 22 For example, a=# of NP reports for that pharmacovigilance studies should not use
2 bXc ? : :
efficacy f.or approval. 0 males , b=# of Rx reports for males, c=# of other NP reports, combined s.umma.tlve data for these products. |
* Natural dietary supplement sales saw a 17% * Due to the inconsistency of natural product naming

d=# of other Rx reports
* The further the estimate of ROR from 0, the stronger the
disproportion 1n reporting.

increase in 2020 from the year prior.’
* Regulations regarding reporting of adverse events

conventions, capturing comprehensive ICSRs
remains challenging.

for natural products remains vague in both the * In FAERS, the ratio between NP and Rx reports
United States and Canada.’* CVAR RESULTS (452:973,718), makes meaningful statistical
Natural Prescription ROR 95% C1 cOtp &.lI‘IS()nS dl.fﬁcuy['
OB ] ECTIVE Products Products * The difference 1n ratio of NP:Rx reports between
The aim of this study is to examine adverse event 1(\}42‘1‘:"“ 85 (5L7%  17.887 (33.6% 1 EERT FAERS and CVAR may be attributed to less
reporting patterns in both the Unites States and Female 195 (13.7%) 31437 (59.1%) 054 048,06l stringent reporting requirements for NPs.

Canada, comparing top-selling natural products with | Unknown 52 (4.6%) 3,840 (7.2%)
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