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Item 8.01 Other Events.

 
On July 16, 2024, Globus Medical, Inc. received a warning letter from the U.S. Food and Drug Administration (the “FDA”) following an inspection of our 
facilities in Audubon, Pennsylvania. In the warning letter, the FDA cited deficiencies in the response letters sent by the Company to the FDA following the 
Form 483, List of Investigational Observations, which was delivered to the Company in connection with the inspection that occurred from February 15, 
2024 until March 7, 2024. The letter describes observed non-conformities in establishing and maintaining product complaint procedures, including 
complaint investigations, trending, risk reconciliation, and Medical Device Report (MDR) procedures including timely reporting, pertaining to the 
ExcelsiusGPS® robotic system. The letter does not identify any safety concerns with the use of the ExcelsiusGPS® robotic system, nor does it raise any 
issue with our manufacturing process.   
 
We take the matters identified in the warning letter seriously and have taken corrective actions and provided a comprehensive and timely response to the 
FDA. We believe the FDA’s concerns set forth in the warning letter have been or can be resolved without a material impact to our operations or financial 
results. We cannot, however, give any assurances that the FDA will be satisfied with our response or as to the expected date of the resolution of the matters 
included in the warning letter. Until the issues cited in the warning letter are resolved to the FDA’s satisfaction, additional legal or regulatory action may be 
taken without further notice. 
 
Safe Harbor Statements
 
Statements included in this report other than statements of historical fact are forward-looking statements and may be identified by their use of words such 
as “believe,” “may,” “might,” “could,” “will,” “aim,” “estimate,” “continue,” “anticipate,” “intend,” “expect,” “plan” and other similar terms.  Particularly, 
our statements regarding our response to the FDA, our ability to resolve the FDA’s concerns without a material impact on our financial results, and the 
impact of any further action by the FDA are forward-looking statements. These forward-looking statements are based on our current assumptions, 
expectations and estimates of future events and trends.  Forward-looking statements are only predictions and are subject to many risks, uncertainties and 
other factors that may affect our businesses and operations and could cause actual results to differ materially from those predicted. These risks and 
uncertainties include, but are not limited to, risks related to regulatory approvals, the effects of FDA regulatory requirements, and our ability to address 
issues raised by FDA inspections adequately and on a timely basis without a resulting recall of product or interruption of manufacturing or shipment of 
products. Forward-looking statements contained in this Form 8-K should be considered in light of these factors and those factors discussed from time to 
time in the Company’s public reports filed with the Securities and Exchange Commission, such as those discussed under the heading, “Risk Factors,” in the 
Company’s most recent annual report on Form 10-K and those discussed in other documents the Company files with or furnishes to the Securities and 
Exchange Commission. Given these risks and uncertainties, readers are cautioned not to place undue reliance on any forward-looking statements. Forward-
looking statements contained in this Form 8-K speak only as of the date of this Form 8-K. We undertake no obligation to update any forward-looking 
statements as a result of new information, events or circumstances or other factors arising or coming to our attention after the date hereof. The provision of 
the information in this report shall not be deemed an admission as to the materiality of any of the information contained herein.
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