Tricida Announces Administrative Stop of the VALOR-CKD Trial
May 19, 2022
Expects to Announce Top-Line Results Early in the Fourth Quarter of 2022
SOUTH SAN FRANCISCO, Calif., May 19, 2022 (GLOBE NEWSWIRE) -- Tricida, Inc. (Nasdaq: TCDA) announced today that as anticipated it is
stopping its VALOR-CKD renal outcomes trial early for administrative reasons pursuant to the existing study protocol to allow for six months of
financial runway following the reporting of top-line results, currently anticipated to occur early in the fourth quarter of 2022.
As of May 18, 2022, the average treatment duration of the 1480 subjects randomized in the trial was approximately 25 months, and the trial had
accrued 237 subjects with positively adjudicated primary endpoint events, defined as renal death, end-stage renal disease (ESRD), or greater than or
equal to 40% reduction in estimated glomerular filtration rate (eGFR). The trial will continue to accrue primary endpoint events as clinical trial subjects
complete their participation in the study which, for the last subject, is currently projected to occur in the third quarter of 2022.
“We have previously received feedback from the FDA on the administrative stop and believe that stopping the VALOR-CKD trial early will allow us to
obtain interpretable data from the trial. We expect this data will allow us to evaluate how treatment with veverimer impacts slowing of CKD progression
in patients with metabolic acidosis and CKD,” said Gerrit Klaerner, Ph.D., Tricida’s Chief Executive Officer and President.
About the VALOR-CKD Renal Outcomes Trial
The VALOR-CKD trial was initiated in the fourth quarter of 2018. It is a multi-center, randomized, placebo-controlled trial designed to evaluate
veverimer’s ability to slow CKD progression in patients with metabolic acidosis and CKD. It is being conducted in over 200 clinical trial sites in 34
countries.
Tricida announced in November 2021 that there was a substantial likelihood that it would not have adequate resources or be able to obtain such
resources on reasonable terms in the necessary timeframe to continue the VALOR-CKD trial to reach the protocol-specified target of 511 subjects with
positively adjudicated primary endpoint events, which Tricida anticipated would not be reached until 2024. Tricida corresponded with the U.S. Food
and Drug Administration (FDA) regarding approaches to stop the VALOR-CKD trial early based on its financial resources and the procedures for study
close-out. Consistent with feedback provided by the FDA, Tricida concluded that stopping the VALOR-CKD trial early for administrative reasons
pursuant to the existing protocol would likely provide the most complete and interpretable data, reduce the risk of missing data required for key efficacy
analyses, and maintain the integrity of the trial. The exact timing of the administrative stop has been determined by the company’s financial runway.
Tricida’s goal with respect to the timing of the administrative stop has been to have approximately six months of financial runway upon receipt of the
VALOR-CKD data.
About Tricida
Tricida, Inc. is a pharmaceutical company focused on the development and commercialization of its investigational drug candidate, veverimer, a
non-absorbed, orally-administered polymer designed to slow CKD progression in patients with metabolic acidosis and CKD. Tricida is currently
conducting a renal outcomes clinical trial, VALOR-CKD, to determine if veverimer slows CKD progression in patients with metabolic acidosis
associated with CKD. Metabolic acidosis is a condition commonly caused by CKD that is believed to accelerate the progression of kidney
deterioration. It is estimated to pose a health risk to approximately 4.3 million patients with CKD in the United States. There are currently no therapies
approved by the FDA to slow progression of kidney disease by correcting chronic metabolic acidosis in patients with CKD.
For more information about Tricida, please visit Tricida.com.
Cautionary Note on Forward-Looking Statements
This press release includes forward-looking statements within the meaning of Section 27A of the Securities Act of 1933 and Section 21E of the
Securities Exchange Act of 1934. Forward-looking statements relate to expectations concerning matters that are not historical facts. Words such as
“projects,” “believes,” “anticipates,” “plans,” “expects,” “intends,” “may,” “will,” “could,” “should,” “would,” and similar words and expressions are
intended to identify forward-looking statements. These forward-looking statements include, but are not limited to, all of the statements about the
Company’s plans and expectations for the VALOR-CKD trial, including event accrual rates for the trial and the estimated timing for receipt of top-line
data and its evaluability, and the Company’s expectations regarding financial runway. Forward-looking statements involve risks and uncertainties that
could cause actual results to differ materially from those discussed in such forward-looking statements. Such risks and uncertainties include, without
limitation, the Company’s plans and expectations with regard to its interactions with the FDA, including the potential resubmission of an NDA for
veverimer; the timing of the FDA’s approval of veverimer, if at all; the Company’s plans and expectations for its VALOR-CKD trial and future clinical and
product development milestones; the Company’s contractual and financial obligations to our key suppliers and vendors; the Company’s financial
projections and cost estimates; the Company’s ability to raise additional funds; risks associated with the ongoing conflict in Ukraine; and risks
associated with the Company’s business prospects, financial results and business operations.
These and other factors that may affect the Company’s future business prospects, results and operations are identified and described in more detail in
the Company’s filings with the Securities and Exchange Commission (the “SEC”), including the Company’s most recent Annual Report filed on Form
10-K and the subsequently filed Quarterly Report(s) on Form 10-Q. You should not place undue reliance on these forward-looking statements, which
speak only as of the date of this press release. Except as required by applicable law, the Company does not intend to update any of the forwardlooking statements to conform these statements to actual results, later events or circumstances or to reflect the occurrence of unanticipated events.
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