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Item 7.01                                           Regulation FD Disclosure.
 
NextCure provides details on Phase 1 portion of Phase 1/2 clinical trial with NC318
 
In October 2018, NextCure, Inc. (“NextCure” or the “Company”) initiated a Phase 1/2 clinical trial of NC318 in patients with advanced or metastatic solid
tumors. As of March 31, 2019, 21 patients had been dosed, and no dose limiting toxicities had been observed. NC318 has been well tolerated with several
patients presenting with Grade 1/2 immune-mediated adverse events (e.g. rash and diarrhea). As of March 31, there was 1 patient with a confirmed partial
response, 6 patients with stable disease, and 6 patients with disease progression. To provide investors with additional context, NextCure is providing further
details. The patient with the confirmed partial response was a lung cancer patient in the 8mg cohort who had a 40% reduction in the target lesions at 8 weeks, an
80% reduction in the target lesions at 16 weeks, and undetectable target lesions at 24 weeks.  At March 31, 2019, a different patient who was in the 80mg cohort
and who did not respond to nivolumab as salvage therapy after palliative radiation had a confirmed 20% tumor reduction after 16 weeks on NC318.
 
As of August 8, 2019, NextCure enrollment in the Phase 1 portion of this trial remains on schedule, and the Company remains on schedule to present topline
data from the Phase 1 portion of the Phase 1/2 trial in the fourth quarter of 2019.
 
The Company does not presently plan to provide a further update on the NC318 Phase 1/2 clinical trial prior to the fourth quarter of 2019.
 
About NC318
 
NC318 is a first-in-class immunomedicine against S15, a novel immunomodulatory target found on highly immunosuppressive cells called M2 macrophages
in the tumor microenvironment and on certain tumor types including lung, ovarian and head and neck cancers. In preclinical research, it was observed that
S15 promoted the survival and differentiation of suppressive myeloid cells and negatively regulated T cell function, allowing cancer to avoid immune
destruction. In preclinical studies, NC318 blocked the negative effects of S15. NextCure believes NC318 has the potential to treat multiple cancer types.
 
About the Phase 1/2 NC318 clinical trial
 
This first-in-human trial is an open-label Phase 1/2 clinical trial designed to assess the safety and tolerability of NC318, to define the maximal tolerable dose
and/or pharmacologically active dose and to assess preliminary efficacy. The trial is being conducted in two phases. The Phase 1 portion, which is designed for
dose escalation and safety expansion, is intended to determine the pharmacologically active dose, defined as the dose that provides a maximal biologic effect,
such as an increase in biomarkers of immune activation or a reduction of biomarkers associated with immune suppression, and/or the maximal tolerable dose of
NC318, including defining the optimal dose administration schedule and the maximum number of tolerated doses. The Phase 2 portion of the trial is intended to
detect a relevant efficacy signal, or response rate, for each of the tumor types. In this portion, NextCure will enroll patients with tumor types that have been shown
to have elevated S15 expression, including ovarian cancer, non-small cell lung cancer and head and neck squamous cell carcinoma, as well as other malignancies
where PD-L1 expression is low. NextCure continues to expect completion of the Phase 1 portion of this trial in the fourth quarter of 2019 and completion of
the Phase 2 portion in the fourth quarter of 2020.
 
Forward Looking Statements
 
This current report contains forward-looking statements, including statements pursuant to the safe harbor provisions of the Private Securities Litigation
Reform Act of 1995. These statements are based on current expectations, forecasts, assumptions and other information available to NextCure as of the date
hereof. Forward-looking statements include statements regarding NextCure’s expectations, beliefs, intentions or strategies regarding the future and can be
identified by forward-looking words such as “may,” “will,” “potential,” “expects,” “believes,” “plan” and similar expressions. Examples of forward-looking
statements in this press release include, among others, statements about the progress and expected timing of NextCure’s ongoing clinical study of NC318.
Forward-looking statements involve substantial risks and uncertainties that could cause actual results to differ materially from those
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projected in any forward-looking statement. Such risks and uncertainties include, among others: that preliminary results are not predictive of future results;
NextCure’s limited operating history and no products approved for commercial sale; NextCure’s history of significant losses; NextCure’s need to obtain
additional financing; risks related to clinical development, marketing approval and commercialization; and the unproven approach to the discovery and
development of product candidates based on NextCure’s FIND-IO platform. More detailed information on these and additional factors that could affect
NextCure’s actual results are described in NextCure’s filings with the Securities and Exchange Commission (the “SEC”), including NextCure’s Form 10-Q
filed with the SEC on June 10, 2019. You should not place undue reliance on any forward-looking statements. Forward-looking statements speak only as of
the date of this press release, and NextCure assumes no obligation to update any forward-looking statements, even if expectations change.
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SIGNATURES

 
Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the

undersigned hereunto duly authorized.
 
 

NEXTCURE, INC.
Date: August 8, 2019

 

 

/s/ Steven P. Cobourn
 

Steven P. Cobourn
 

Chief Financial Officer
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