Post-marketing surveillance of adalimumab-adaz in psoriasis patients: A comparative
analysis of adverse events in FDA drug-labeling and FDA Adverse Event Reporting System
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Introduction

* Biosimilars play a crucial role in . - ' '

Jormatologic care by offering cost. SUMMARY OF FINDINGS: Table I: DLI Adverse Events In early post-marketmg survelliance

. . . . .« [ . 2.3 _ _ ! . . .
effective therapeutic alternatives to Four AE§ were identified in th.e DLIs (Table I). Drug-Labelling Information and FAERS were noted in psoriasis
biologics, thereby improving patient For adalimumab, all four AEs in the DLI were patients treated with adalimumab-
access and healthcare affordability.? also in the top ten AEs in the FAERS database nfect; Injection Site adaz.

* Adalimumab-adaz, a biosimilar of (Table I1).%4 ections Reactions * Arthralgias, elevated CRP, and
adalimumab, has only been FDA- For adalimumab-adaz, only rash and pain were hypertension emerged as common
approved within the last year.%3 listed in the top ten AEs in FAERS (Table II1).34 Headache Rash AEs in EAERS for adalimumab-adaz

 Continued post-marketing Notably, rash (psoriasis), arthralgias, elevated that were not in the DLI

, : The most common DLI-reported AEs listed . o
surveillance c?f qutcorpes & adverse CRP, and hypertension eme.rged as the four e + This underscores the importance of
events (AEs) is highly important. most common AEs for adalimumab-adaz were infections, injection site reactions, continued post-marketing

(Table 111). headache, and rash.** surveillance to capture the full

Purpose

To compare the FDA Adverse Event Table Il: Adadlimumab FAERS AE’s Table Ill: Adadlimumab-adaz FAERS AE’s reactions in psoriasis patients using
Reporting System (FAERS) with drug-
labeling information (DLI) for
adalimumab-adaz to assess real-

world adverse effects among
psoriasis patients.

spectrum of potential adverse

biosimilars.

ADALIMUMAB ADALIMUMAB-ADAZ

Adverse Event Cases Adverse Event Cases

Marketing
Surveillance

1.) Psoriasis 4,175 (16.3%) 1.) Psoriasis 28 (14.3%)
2.) Arthralgia 1,805 (7.0%) .) Arthralgia 21 (10.7%)
: FAERS Database :
DLI Revielw Review 3.) Pain 1,771 (6.9%) |l 3.) CRP Increase 17 (8.7%) References
dlc:-emiﬂiell)d %LI f?r BEC e 4) Fatigue 1,287 (5'0%) ) Hypertension 13 (6'6%) 1. Kim H, Alten R, Avedano L, et al. The Future of
adalimumab-adaz from searched (January 1st, ' ’ ’ ’ '
2023 2019 to June 30th, 2023) 0 Biosimilars: Maximizing Benefits Across Immune-
5.) Headache 1,099 (4.3%) |l 5.) 12.(6.17%) Mediated Inflammatory Diseases. Drugs. 2020
“Aduarce Reactions? Refined search using : 0 Feb;80(2):99-113. doi: 10.1007/s40265-020-01256-5.
section was reviewed “psoriasis” 6) Rash 1,079 (4.2%) ) Pruritus 11(5.6%) Erratum in: Drugs. 2020 Jul;80(10):1039-1040. PMID:
: : : : 32002851; PMCID: PMC7007415.
» . 7) Injectlon Slte Pain 1,029 (4.0%) ) 11(3.6%) 2. Adalimumab [Package Insert] Illinois, US: Abbvie;
Identified ."Adverse Identifield top ten 021
il il el 8) COVid'1 9 956 (3-7%) ) GlUCOSG Increased 11 (5'6%) 3. Adalimumab-Adaz [Package Insert] New Jersey, US:
o : o Sandoz Inc.; 2023
9) Condition Aggravated 915 (3.6%) 9) HemOQIObm Decreased 11 (5.6%) 4. Center for Drug Evaluation and Research. (n.d.). FDA
Determined the number of DLI AEs in the Adverse Event Reporting System (FAERS) public
FAERS database for adalimumab-adaz 1 O) Pain In Extremity 911 (3.6%) 1 O) Dyspnea 10 (5.1%) dashboard. U.S. Food and Drug Administration.
https://www.fda.gov/drugs/questions-and-answers-
_ A review of the FAERS database for adalimumab A review of the FAERS database for adalimumab- fdas-adverse-event-reporting-system-faers/fda-
RepeateGiSigiNs steps for (n=25,659) showed all four AEs ranking within th adaz (n=196) showed only rash and painto b adverse-event-reporting-system-faers-public-
adalimlumab to establish a control ) g within tne

top ten.2* listed in the top ten AEs.3* dashboard
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