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Item 8.01 Other Events.

As an update to our previous public disclosures, the Company has opened for enrollment MAESTRO-NAFLD-1, a 52-week double blind randomized
Phase 3 primary safety study in 700 patients with biopsy-confirmed or presumed NASH recruited from sites in the U.S. Except for serial liver biopsies,
the study protocol is similar to MAESTRO-NASH with resmetirom doses of 80 mg or 100 mg or placebo and includes key secondary lipid, MRI-PDFF
and NASH biomarker endpoints. In addition, MAESTRO-NAFLD-1 includes an open label arm in which up to 100 patients will be dosed with 100 mg
resmetirom. 

Forward-Looking Statements

This filing contains “forward-looking statements” made pursuant to the safe harbor provisions of the Private Securities Litigation Reform
Act of 1995, that are based on our beliefs and assumptions and on information currently available to us. Forward-looking statements
include but are not limited to statements or references concerning: our clinical trials, research and development activities, the timing and
results associated with the future development of our lead product candidate, MGL-3196 (resmetirom); our primary and secondary study
endpoints for resmetirom and the potential for achieving such endpoints; optimal dosing levels for resmetirom; projections regarding
potential future NASH resolution, fibrosis treatment, cardiovascular effects and lipid treatment; the achievement of enrollment objectives
concerning patient number and/or timing for our studies; potential NASH or NAFLD patient risk profile benefits; our possible or assumed
future results of operations and expenses, business strategies and plans, capital needs and financing plans, trends, market sizing,
competitive position, industry environment and potential growth opportunities, among other things. Forward-looking statements: reflect
management’s current knowledge, assumptions, judgment and expectations regarding future performance or events; include all
statements that are not historical facts; and can be identified by terms such as “anticipates,” “be,” “believes,” “continue,” “could,”
“designed,” “estimates,” “expects,” “future,” “intends,” “may,” “might,” “plans,” “potential,” “predicts,” “projects,” “seeks,” “should,” “will,”
“would” or similar expressions and the negatives of those terms. Although management presently believes that the expectations reflected
in such forward-looking statements are reasonable, it can give no assurance that such expectations will prove to be correct and you
should be aware that actual results could differ materially from those contained in the forward-looking statements.

Forward-looking statements are subject to a number of risks and uncertainties including, but not limited to, the company’s clinical
development of resmetirom, enrollment uncertainties, outcomes or trends from competitive studies, the risks of achieving potential benefits
in a study that includes substantially more patients than our prior studies, the timing and outcomes of clinical studies of resmetirom, and
the uncertainties inherent in clinical testing. Undue reliance should not be placed on forward- looking statements, which speak only as of
the date they are made. Madrigal undertakes no obligation to update any forward-looking statements to reflect new information, events or
circumstances after the date they are made, or to reflect the occurrence of unanticipated events. Please refer to Madrigal’s filings with the
U.S. Securities and Exchange Commission for more detailed information regarding these risks and uncertainties and other factors that
may cause actual results to differ materially from those expressed or implied. We specifically discuss these risks and uncertainties in
greater detail in the section entitled “Risk Factors” in Part I, Item 1A of our Annual Report on Form 10-K for the year ended December 31,
2018, as well as in our other filings with the SEC.
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