RECALLS BY PRODUCT TYPE'
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From the FDA:
# of Recalls for Fiscal Year 2024 *
(September 2023 — October 2024)
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MEDICALDEVICE PHARMACEUTICAL BIOLOGICS

e Design flaws (35%) e Contamination (30%) e Contamination (40%)
e Software issues (25%) e Incorrect labeling (25%) e Potency issues (30%)
e Manufacturing defects (20%) e Adverse reactions (20%) e Labeling errors (15%)

TOP S CHALLENGES IN
RECALL MANAGEMENT"
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IMPACT OF RECALLS

PATIENT SAFETY
In 2024, medical device
o recalls increased by 13.8%
I 3 8 /o in Q1, reaching 296 events?
O
FINANCIAL IMPACT

e The average cost of a recall,
depending on the severity
and scope*

REPUTATION |

5-10%

Average stock price decline
following a major recall
announcement®
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