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Item 7.01 Regulation FD Disclosure.
Fortrea’s Response to Inaccurate Reports of Trial Conduct

 
On November 27, 2023, ACELYRIN, INC issued a press release and filed an 8-K that included references to two clinical trials on its
inves�ga�onal product, for which Fortrea served as its CRO. Fortrea disputes the accuracy of statements that ACELYRIN has made and
the characteriza�on of those statements in subsequent media reports.

First, as part of those disclosures, ACELYRIN implied, and media reported that the trial evalua�ng the product in the treatment of
Hidradeni�s Suppura�va (HS) was not conducted properly by Fortrea and that this may have impacted the outcome of the trial. Fortrea
objects to the implica�ons that Fortrea’s study conduct impacted the trial outcomes. Fortrea stands behind its conduct of the HS clinical
trial in accordance with the protocol and applicable regulatory requirements.

Second, in the trial evalua�ng the product in the treatment of Psoria�c Arthri�s (PsA), the descrip�on of events related to tes�ng
processes and the iden�fica�on of the third-party programming error are neither accurate nor complete. Specifically, we object to the
statements related to “the provider’s tes�ng processes” and who uncovered the third-party error. Furthermore, the sequencing issue is
isolated to two arms of the PsA trial and is not related to the HS trial. ACELYRIN has concluded that there is no risk to pa�ent safety
resul�ng from the sequencing errors in the PsA trial.

Fortrea will con�nue to work with ACELYRIN to complete the analysis of the PsA trial and help it navigate the best path forward.

Fortrea has successfully conducted thousands of clinical trials for more than 30 years, all while upholding the highest standards of
integrity for all our customers. We have an unwavering commitment to the safety and well-being of pa�ents and clinical trial
par�cipants, to data integrity, and to the ethical conduct of clinical trials.

Note: The third-party responsible for programming cannot be named due to contractual commitments. However, it is not endpoint
Clinical, which is affiliated with Fortrea.

The informa�on provided pursuant to this Item 7.01 is “furnished” and shall not be deemed to be “filed” for the purposes of Sec�on 18
of the Securi�es Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabili�es of that sec�on, nor shall
it be deemed incorporated by reference into any registra�on statement or other filing under the Securi�es Act of 1933, as amended, or
the Exchange Act, except as shall be expressly set forth by specific reference in any such filings. The furnishing of such informa�on is not
intended to cons�tute a representa�on that such furnishing is required by Regula�on FD or that such informa�on includes material
investor informa�on that is not otherwise publicly available.

Cau�onary Statement Regarding Forward-Looking Statements

This Current Report on Form 8-K contains “forward-looking statements” within the meaning of the federal securi�es laws, including
Sec�on 27A of the Securi�es Act of 1933, as amended, and Sec�on 21E of the Securi�es Exchange Act of 1934, as amended, including,
without limita�on, the Company’s ability to con�nue to work with ACECLYRIN on its clinical trials. In this context, forward-looking
statements o�en address expected future business and financial performance and financial condi�on, and o�en contain words such as
“guidance,” “expect,” “assume,” “an�cipate,” “intend,” “plan,” “forecast,” “believe,” “seek,” “see,” “will,” “would,” “target,” similar
expressions, and varia�ons or nega�ves of these words that are intended to iden�fy forward-looking statements, although not all
forward-looking statements contain these iden�fying words. Actual results may differ materially from the Company’s expecta�ons due to
a number of factors, including, but not limited to, the factors described from �me to �me in documents that the Company files with the
SEC. For a further discussion of the risks rela�ng to the Company’s business, see the “Risk Factors” Sec�on of the Company’s Informa�on
Statement filed with the Company’s Registra�on Statement on Form 10, as amended (the “Form 10”), as filed with the Securi�es and
Exchange Commission (the "SEC"), as such factors may be amended or updated from �me to �me in the Company’s subsequent periodic
and other filings with the SEC, which are accessible on the SEC’s website at www.sec.gov. These factors should not be construed as
exhaus�ve and should be read in conjunc�on with the other cau�onary statements that are included in this Current Report and in the
Company’s filings with the SEC. Comparisons of results for current and any prior periods are not intended to express any future, or
indica�ons of future



performance, unless expressed as such, and should only be viewed as historical data. All forward-looking statements are made only as of
the date of this Current Report and the Company does not undertake any obliga�on, other than as may be required by law, to update or
revise any forward-looking statements to reflect future events or developments.
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