
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): May 9, 2023 

BLACK DIAMOND
THERAPEUTICS, INC.

(Exact name of registrant as specified in its charter) 

Delaware 001-39200 81-4254660
(State or other jurisdiction

of incorporation)
(Commission
File Number)

(I.R.S. Employer
Identification No.)

One Main Street, 14th Floor
Cambridge, MA 02142

(Address of principal executive offices, including zip code)

(617) 252-0848
(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
Trade

Symbol(s) Name of each exchange on which registered
Common Stock, $0.0001 par value per share BDTX The Nasdaq Global Select Market

Indicate by check mark whether the registrant is an emerging growth company as defined in 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 2.02. Results of Operations and Financial Condition.

On May 9, 2023, Black Diamond Therapeutics, Inc. announced its financial results for the first quarter ended March 31, 2023. The full text of the press
release issued in connection with the announcement is furnished as Exhibit 99.1 to this Current Report on Form 8-K.

The information in this Form 8-K (including Exhibit 99.1) shall not be deemed “filed” for 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, nor shall it be deemed incorporated by reference in any filing under
the Securities Act of 1933, as amended, or the Exchange Act, except as expressly set forth by specific reference in such a filing.

Item 9.01. Financial Statements and Exhibits.

(d) Exhibits:
Exhibit

No. Description

 
99.1 Press Release issued by Black Diamond Therapeutics, Inc., dated May 9, 2023.
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Black Diamond Therapeu�cs Reports First Quarter 2023 Financial Results and Provides Corporate Update

• On track to provide clinical update from dose-escala�on por�on of Phase 1 clinical trial of EGFR MasterKey inhibitor BDTX-
1535 in the second half of 2023; Dose Expansion cohorts expected to open in 2023

• FDA clearance of IND applica�on for BDTX-4933, RAF MasterKey inhibitor; An�cipate first pa�ent dosing in the second
quarter of 2023

• Announces nomina�on of development candidate, BDTX-4876, for FGFR 2/3 selec�ve inhibitor program; Company to
evaluate strategic alterna�ves for this program

• Cash, cash equivalents, and investments of $103.4 million as of March 31, 2023; Expected to be sufficient to fund opera�ons
into the third quarter of 2024

CAMBRIDGE, MA and NEW YORK CITY, NY, May 9, 2023 (GLOBE NEWSWIRE) – Black Diamond Therapeu�cs, Inc. (Nasdaq: BDTX), a
clinical-stage precision oncology medicine company developing MasterKey therapies designed to overcome limita�ons of exis�ng
therapies by targe�ng families of oncogenic driver muta�ons in pa�ents with gene�cally defined cancers, today reported financial
results for the first quarter ended March 31, 2023, and provided a corporate update.

“We are incredibly pleased with the pace of execu�on since the start of 2023 as we con�nue to advance our pipeline programs, BDTX-
1535 and BDTX-4933 in addi�on to our newest program, BDTX-4876. Having three inves�ga�onal new drug (IND) acceptances in three
years is exemplary of our breadth of exper�se in precision oncology drug discovery and development. We are confident that our
momentum will con�nue to bring tremendous progress across our pipeline as we head further into this transforma�onal year for Black
Diamond,” said David Epstein, Ph.D., President and Chief Execu�ve Officer of Black Diamond Therapeu�cs. “2023 brings several key
inflec�on points, including a clinical update from the dose-escala�on por�on of our Phase 1 trial of BDTX-1535 in pa�ents with non-
small cell lung cancer (NSCLC) and glioblastoma mul�forme (GBM), the ini�a�on of a Phase 1 clinical trial for BDTX-4933, and today’s
announcement of a development candidate nomina�on for our fibroblast growth factor receptor (FGFR) 2/3 selec�ve program. We
remain acutely focused on bringing our next-genera�on precision medicines to pa�ents in need, par�cularly as we work to expand the
addressable pa�ent popula�on within the broader oncogenic muta�on landscape. Our sophis�cated drug design and our deep-rooted
commitment to effec�vely targe�ng shared, ac�vated conforma�ons used by oncogenic drivers for tumor growth are all enabled by our
Muta�on Allostery Pharmacology (MAP) drug discovery engine and ul�mately realized by our MasterKey therapies.”

Recent Developments & Upcoming Milestones:

BDTX-1535:
• BDTX-1535, an epidermal growth factor receptor (EGFR) MasterKey inhibitor, is being developed to treat gene�cally defined

cancer in pa�ents whose tumors are posi�ve for EGFR MasterKey muta�ons in NSCLC, as well as in GBM. BDTX-1535 is a fourth
genera�on EGFR inhibitor designed to be irreversible (covalent) and brain-penetrant and is unique in how it targets a family of
driver and resistance muta�ons arising from the use of third genera�on EGFR inhibitors to treat EGFR-posi�ve NSCLC.



• In April 2023, Black Diamond presented two posters highligh�ng BDTX-1535’s preclinical development as well as the ongoing
Phase 1 clinical trial at the 2023 AACR Annual Mee�ng. Key highlights from the preclinical poster included an outline of the
unmet need for next genera�on EGFR inhibitors that target classical driver muta�ons as well as acquired and intrinsic resistance
muta�ons expressed in the context of EGFR driver muta�ons in NSCLC, and EGFR altera�ons expressed in GBM. Black Diamond
also outlined its ongoing Phase 1, open-label, mul�center clinical trial to assess the safety, tolerability, pharmacokine�cs, central
nervous system (CNS) penetrance and preliminary an�tumor ac�vity of BDTX-1535 in locally advanced or metasta�c NSCLC with
or without CNS disease or in recurrent GBM (rGBM).

• Enrollment in the Phase 1 clinical trial was ini�ated in 2022 and dose escala�on is ongoing. Dose Expansion cohorts are expected
to open in 2023. Black Diamond remains on track to provide a clinical update on BDTX-1535 in the second half of 2023.

BDTX-4933:
• BDTX-4933 is designed as a brain-penetrant, oral MasterKey inhibitor of oncogenic BRAF Class I, II and III and RAS muta�ons,

while also avoiding paradoxical ac�va�on.
• In the first quarter of 2023, Black Diamond received allowance of its IND applica�on from the U.S. Food and Drug Administra�on

(FDA).
• In April 2023, Black Diamond presented a poster at the 2023 AACR Annual Mee�ng, outlining its approach to characterizing RAF,

RAS and MAPK pathways in addi�on to the design and preclinical development of BDTX-4933. Based on preclinical data, BDTX-
4933 has a poten�al best-in-class profile to treat cancer pa�ents harboring oncogenic BRAF Class I, II, III and RAS muta�ons, with
or without brain disease.

• Black Diamond expects to dose its first pa�ent in a Phase 1 clinical trial of BDTX-4933 in pa�ents with tumors harboring all-class
BRAF or RAS muta�ons in the second quarter of 2023.

Discovery-Stage Pipeline and MAP Drug Discovery Engine:
• Today, Black Diamond announced that it selected a development candidate, BDTX-4876, for its FGFR program. BDTX-4876 is

selec�ve against MasterKey muta�ons and altera�ons in FGFR 2 and 3, while sparing FGFR 1 and 4.
• Black Diamond plans to evaluate strategic alterna�ves for the FGFR program as it deepens focus on its two clinical stage assets.
• Black Diamond con�nues to leverage its MAP drug discovery engine to advance its discovery-stage pipeline to bring therapies to

underserved pa�ents.

Corporate:
• In March 2023, the Company promoted Fang Ni, Pharm.D., from interim Chief Financial Officer to full-�me Chief Financial Officer,

in addi�on to his role as Chief Business Officer.

Financial Highlights
• Cash Posi�on: Black Diamond ended the first quarter of 2023 with approximately $103.4 million in cash, cash equivalents, and

investments compared to $122.8 million as of December 31, 2022. Net cash used in opera�ons was $20.0 million for the first
quarter of 2023 compared to $28.6 million for the first quarter of 2022.

• Research and Development Expenses: Research and development (R&D) expenses were $14.8 million for the first quarter of
2023, compared to $17.8 million for the same period in 2022. The decrease in R&D expenses was primarily due to reduced
clinical trial ac�vi�es stemming from the discon�nua�on of the development of BDTX-189 to focus on advancement of the
Company’s pipeline programs, BDTX-1535 and BDTX-4933.

• General and Administra�ve Expenses: General and administra�ve (G&A) expenses were $6.8 million for the first quarter of
2023, compared to $7.9 million for the same period in 2022. The decrease in G&A expenses was primarily due to a decrease in
legal and other professional fees.

• Net Loss: Net loss for the first quarter of 2023 was $20.9 million, as compared to $25.5 million for the same period in 2022.



Financial Guidance
• Black Diamond ended the first quarter of 2023 with approximately $103.4 million in cash, cash equivalents and investments,

which the Company believes is sufficient to fund its an�cipated opera�ng expenses and capital expenditure requirements into
the third quarter of 2024.

About Black Diamond Therapeu�cs

Black Diamond Therapeu�cs is a clinical-stage precision oncology medicine company focused on the development of MasterKey
therapies that target families of oncogenic muta�ons in clinically validated targets. Black Diamond leverages a deep understanding of
cancer gene�cs and onco-protein structure and func�on, to discover and develop innova�ve MasterKey therapies. The Company’s
MasterKey therapies are designed to overcome resistance, minimize on-target, wild-type mediated toxici�es, and be brain-penetrant to
address significant unmet medical needs of pa�ents with gene�cally defined cancers. The Company is advancing a robust pipeline with
lead clinical-stage program BDTX-1535, targe�ng MasterKey muta�ons in both EGFR mutant-posi�ve NSCLC and in GBM, and BDTX-4933,
a program targe�ng RAF MasterKey muta�ons in solid tumors, as well as discovery-stage research programs. The Company’s proprietary
MAP drug discovery engine is designed to allow Black Diamond to analyze popula�on-level gene�c sequencing tumor data and validate
MasterKey muta�ons. For more informa�on, please visit www.blackdiamondtherapeu�cs.com.

Forward-Looking Statements

Statements contained in this press release regarding ma�ers that are not historical facts are “forward-looking statements” within the
meaning of the Private Securi�es Li�ga�on Reform Act of 1995. Because such statements are subject to risks and uncertain�es, actual
results may differ materially from those expressed or implied by such forward-looking statements. Such statements include, but are not
limited to, statements regarding: the con�nued development and advancement of BDTX-1535, and BDTX-4933, including the ongoing
Phase 1 clinical trial and the expected �ming for data updates for BDTX-1535 and the �ming for ini�a�ng a Phase 1 clinical trial of BDTX-
4933, the con�nued development of the FGFR program, exploring strategic alterna�ves for the FGFR program, the con�nued
development of the MAP drug discovery engine and the Company’s expected cash runway. Any forward-looking statements in this
statement are based on management’s current expecta�ons of future events and are subject to a number of risks and uncertain�es that
could cause actual results to differ materially and adversely from those set forth in or implied by such forward-looking statements. Risks
that contribute to the uncertain nature of the forward-looking statements include those risks and uncertain�es set forth in its Annual
Report on Form 10-K for the year ended December 31, 2022, filed with the United States Securi�es and Exchange Commission and in its
subsequent filings filed with the United States Securi�es and Exchange Commission. All forward-looking statements contained in this
press release speak only as of the date on which they were made. The Company undertakes no obliga�on to update such statements to
reflect events that occur or circumstances that exist a�er the date on which they were made.



Black Diamond Therapeu�cs, Inc.

Condensed Consolidated Balance Sheet Data (Unaudited)

(in thousands)
March 31,

 2023
December 31,

 2022
(in thousands)

Cash, cash equivalents, and investments $ 103,366 $ 122,807 
Total assets $ 135,582 $ 156,255 
Accumulated deficit $ (355,864) $ (334,989)
Total stockholders’ equity (deficit) $ 98,190 $ 115,695 

Black Diamond Therapeu�cs, Inc.

Consolidated Statements of Opera�ons (Unaudited)

(in thousands, except per share data)
Three Months Ended

 March 31,
2023 2022

Opera�ng expenses:
Research and development $ 14,753 $ 17,786 
General and administra�ve 6,808 7,893 

Total opera�ng expenses 21,561 25,679 
Loss from opera�ons (21,561) (25,679)

Other income (expense):
Interest income 622 406 
Other income (expense) 64 (234)

Total other income (expense), net 686 172 
Net loss $ (20,875) $ (25,507)
Net loss per share, basic and diluted $ (0.57) $ (0.70)

Weighted average common shares outstanding, basic and diluted 36,483,878 36,271,291



Contact:

Julie Seidel, Stern Investor Rela�ons
(212) 362-1200

investors@bdtx.com

media@bdtx.com

# # #


