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Item 8.01. Other Events.

On October 29, 2025, the United States Food and Drug Administration (the “FDA”) verbally informed the Company that the FDA has placed a clinical
hold on the Investigational New Drug applications for the MAGNITUDE and MAGNITUDE-2 Phase 3 clinical trials for nexiguran ziclumeran
(“nex-z”). FDA indicated that it would provide a formal Clinical Hold Letter within 30 calendar days.

The clinical hold follows the previously disclosed report of Grade 4 liver transaminases and increased total bilirubin in a patient who was dosed with
nex-z in the MAGNITUDE trial. As previously announced on October 27, 2025, the Company had temporarily paused dosing and screening in the
MAGNITUDE and MAGNITUDE-2 Phase 3 clinical trials for nex-z based on the MAGNITUDE trial’s protocol-defined pausing criteria.

The Company intends to work with the FDA to address the clinical hold as expeditiously as possible.

Forward-Looking Statements

This current report on Form 8-K contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995, as
amended. The words “may,” “will,” “could,” “would,” “should,” “expect,” “plan,” “anticipate,” “intend,” “believe,” “estimate,” “predict,” “project,”
“potential,” “continue,” “target” and similar expressions are intended to identify forward-looking statements, although not all forward-looking
statements contain these identifying words. These forward-looking statements include, but are not limited to, express or implied statements regarding
Intellia’s beliefs and expectations regarding: the safety, tolerability, efficacy, success and advancement of its clinical programs for “nex-z” (also known
as NTLA-2001), including the ability resolve the clinical hold on nex-z and to resume and successfully complete its MAGNITUDE and
MAGNITUDE-2 trials for nex-z. Any forward-looking statements in this current report on Form 8-K are based on management’s current expectations
and beliefs of future events and are subject to a number of risks and uncertainties that could cause actual results to differ materially and adversely from
those set forth in or implied by such forward-looking statements. These risks and uncertainties include, but are not limited to: uncertainty as to when the
clinical hold may be resolved, including the actions or studies that the Company may be required to take or conduct in order to resolve the clinical hold;
uncertainties related to Intellia’s ability to resume the MAGNITUDE and MAGNITUDE-2 trials, the implications of the clinical hold on the safety and
efficacy of nex-z and further development of nex-z; regulatory agencies’ evaluation of regulatory filings and other information related to our product
candidates, including nex-z; uncertainties related to the authorization, initiation and conduct of studies and other development requirements for our
product candidates, including uncertainties related to regulatory approvals to conduct clinical trials; the risk that any one or more of Intellia’s product
candidates, including nex-z, will not be successfully developed and commercialized; risks related to Intellia’s ability to protect and maintain its
intellectual property position; risks related to valid third party intellectual property; risks related to Intellia’s relationship with third parties, including its
licensors and licensees; risks related to the ability of its licensors to protect and maintain their intellectual property position; the risk that the results of
preclinical studies or clinical studies will not be predictive of future results in connection with future studies for the same product candidate or Intellia’s
other product candidates; and risks related to Intellia’s reliance on collaborations, including that its collaboration with Regeneron Pharmaceuticals, Inc.
will not continue or will not be successful. For a discussion of these and other risks and uncertainties, and other important factors, any of which could
cause Intellia’s actual results to differ from those contained in the forward-looking statements, see the section entitled “Risk Factors” in Intellia’s most
recent annual report on Form 10-K and quarterly report on Form 10-Q, as well as discussions of potential risks, uncertainties, and other important
factors in Intellia’s other filings with the Securities and Exchange Commission. All information in this current report on Form 8-K is as of the date of the
report, and Intellia undertakes no duty to update this information unless required by law.



SIGNATURES
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