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UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549
 

 FORM 8-K
 

 CURRENT REPORT
 

Pursuant to Section 13 or 15(d) of the
Securities Exchange Act of 1934

 
Date of Report (Date of earliest event reported): December 11, 2019

 

Celcuity Inc.
(Exact name of Registrant as Specified in its Charter)

     
Delaware  001-38207  82-2863566

(State or Other Jurisdiction
of Incorporation)  

(Commission
File Number)  

(IRS Employer
Identification No.)

 
16305 36th Avenue North; Suite 100 

Minneapolis, Minnesota 55446 
(Address of Principal Executive Offices and Zip Code)

 

(763) 392-0767 
(Registrant’s telephone number, including area code)

 

Not Applicable
(Former Name or Former Address, if Changed Since Last Report)

 
Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following
provisions:
 
☐ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
 
☐ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
 
☐ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
 
☐ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))
 

Securities registered pursuant to Section 12(b) of the Act:
 

Title of each class Trading Symbol(s) Name of each exchange on which registered
Common Stock, $0.001 par value per share CELC The Nasdaq Stock Market LLC

 
Indicate by check mark whether the registrant is an emerging growth company as defined in as defined in [sic] Rule 405 of the Securities Act of 1933 (§ 230.405
of this chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§ 240.12b-2 of this chapter).

Emerging growth company ☒
 

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or
revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act. ☒
 

 

 
 
Item 7.01    Regulation FD
 

On December 11, 2019, Celcuity Inc. (the “Company”) issued a press release announcing a presentation at the 2019 San Antonio Breast Cancer
Symposium. Celcuity presented results evaluating a sub-group of PIK3CA WT breast cancer patients. A copy of the press release is furnished as Exhibit 99.1 to
this report and is incorporated herein by reference.
 

The information in this Item 7.01, including the accompanying exhibit, is being furnished and shall not be deemed “filed” for the purposes of Section 18 of
the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that Section. The information in this Item 7.01
shall not be incorporated by reference into any filing pursuant to the Securities Act of 1933, as amended, or the Exchange Act, regardless of any general
incorporation language in such filing.
  
Item 9.01  Financial Statements and Exhibits.
 

(d) Exhibits.
 

EDGAR Stream is a copyright of Issuer Direct Corporation, all rights reserved.



99.1           Press Release of Celcuity Inc. dated December 11, 2019.
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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.
 
 CELCUITY INC.  
    
Date:  December 12, 2019 By:  /s/ Brian F. Sullivan   
  Brian F. Sullivan  
  Chairman and Chief Executive Officer   
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Exhibit 99.1

 
Celcuity Presents Results at the 2019 San Antonio Breast Cancer Symposium Evaluating a Sub-Group of PIK3CA WT Breast Cancer Patients Who

Have Hyperactive Signaling Tumors Responsive to PI3K Inhibitors
 
Minneapolis, Minnesota – December 11, 2019 - Celcuity Inc. (Nasdaq: CELC), a dynamic cellular analysis company developing diagnostic tests to identify new
patient populations for targeted therapies, announced that it presented results from a study of its newly developed CELx PI3K Signaling Function Test at the
2019 San Antonio Breast Cancer Symposium on December 11, 2019.
 
The CELx PI3K Test identifies HER2-negative breast cancer patients with hyperactive PI3K-involved signaling tumors that respond ex vivo  to PI3K inhibitors.
Currently, only breast cancer patients with PIK3CA-mutations are eligible to receive treatment with PI3K inhibitors. However, response rates of 20% or less to
PIK3 drugs in recent Phase III clinical trials suggest the need to measure other biological factors, such as PIK3-involved signaling, when identifying patients
eligible for PI3K inhibitors.
 
“The studies we presented demonstrate how the measurement of PI3K-involved signaling initiated by G-protein-couple receptors (GPCRs) may provide a more
sensitive and specific method of identifying patients most likely to benefit from PI3K inhibitors than PIK3CA-status,” said Brian Sullivan, Chairman and Chief
Executive Officer of Celcuity.
 
Abstract #2224, Poster # P1-09-07
Title: Sub-Group of PIK3CA WT breast cancer patients have hyperactive S1P and LPA signaling tumors responsive to PI3K inhibitors: functional signaling test
identifies new patient group who may benefit from PI3K inhibitors
● Using primary patient breast tumor cells and well characterized breast cancer cell lines, this study set out to:

❑ Characterize the involvement of the PI3K node in hyperactive S1P and LPA-initiated signaling.
❑ Assess whether PI3K-involved hyperactive S1P and LPA signaling is limited to breast cancer cells with PI3KCA mutations.

● Found that two of three cell lines with PI3KCA-mutations lacked abnormal PI3K-alpha isoform involved signaling.
❑ Suggests a weak correlation between the status of PI3K-involved signaling and PI3KCA gene mutation status.

● Demonstrated that CELx PI3K Test results correlate with xenograft drug study results using two different cell lines with p110a-mutations.
❑ Abnormal pan-PI3K signaling corresponded with significant  in vivo anti-tumor effect of a pan-PI3K inhibitor.
❑ Normal PI3K-alpha isoform signaling corresponded with no in vivo anti-tumor effect of a PI3K-alpha isoform inhibitor.

● Found that 4 of 17 (24%) patient tumor cell samples recorded total levels of signaling activity involving PI3K isoforms initiated by S1P activation above the
test cut-off.
❑ Confirms that abnormal S1P or LPA activity involving PI3K can occur in PIK3CA WT patient primary cells.

 
About Celcuity
Celcuity is a dynamic cellular analysis company developing diagnostic tests to identify new patient populations for targeted therapies. Celcuity’s proprietary CELx
diagnostic platform uses a patient’s living tumor cells to identify the specific abnormal cellular activity driving a patient’s cancer and the targeted therapy that can
best treat that patient’s disease. Celcuity is headquartered in Minneapolis, Minnesota. Further information about Celcuity can be found at www.celcuity.com.
 
Forward-Looking Statements
This press release contains statements that constitute “forward-looking statements,” including the anticipated benefits to the clinical outcomes of cancer patients.
Forward-looking statements are subject to numerous conditions, many of which are beyond the control of Celcuity, which include, but are not limited to, those set
forth in the Risk Factors section of Celcuity’s Annual Report on Form 10-K for the year ended December 31, 2018. Readers are cautioned not to place undue
reliance on these forward-looking statements, which speak only as of the date hereof. Celcuity undertakes no obligation to update these statements for revisions
or changes after the date of this release, except as required by law.
  
Contacts:
Celcuity Inc.
Brian Sullivan, bsullivan@celcuity.com
Vicky Hahne, vhahne@celcuity.com
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