
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)

September 15, 2023
 

KINNATE BIOPHARMA INC.
 (Exact name of registrant as specified in its charter)

Delaware
 

001-39743
 

82-4566526
 (State or other jurisdiction of incorporation) (Commission File Number) (IRS Employer Identification No.)

103 Montgomery Street, Suite 150
 The Presidio of San Francisco

 San Francisco, CA 94129
(Address, including zip code, of Registrant’s principal executive offices)

 
(858) 299-4699

(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, par value $0.0001 per share

 
  KNTE

 
  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 September 18, 2023, Kinnate Biopharma Inc. (“Kinnate” or the “Company”) issued a press release providing cash runway guidance. A copy of the
press release is attached hereto as Exhibit 99.1 and is incorporated herein by reference.
 
All of the information furnished in this Item 2.02 and Item 9.01 (including Exhibit 99.1) shall not be deemed to be “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 into any filing under the Securities Act of 1933, as amended (the “Securities Act”), or the Exchange Act, except as shall be
expressly set forth by specific reference in such a filing.

Item 2.05 Costs Associated with Exit or Disposal Activities.
 
On September 18, 2023, Kinnate announced pipeline updates, a reprioritization plan and workforce restructuring (the “Plan”) based on a strategic review of
its business. As part of the Plan, which was approved by the Company’s Board of Directors on September 15, 2023, the Company is expecting to reduce its
workforce by approximately 70%, resulting in a total of 28 remaining full-time employees. The Company is also taking related measures to reduce
operating expenses. This includes separating from all employees of its wholly-owned subsidiary in China, Kinnjiu Biopharma. The Company initiated the
Plan effective September 18, 2023.

In connection with this Plan, the Company expects to incur one-time costs of approximately $2.0 million, primarily in the third quarter of 2023, relating to
severance and related benefits. Cash payments related to these expenses will be paid out, and the Plan is expected to be completed, during the fourth quarter
of 2023. The estimates of expenses and cash costs that the Company expects to incur, and the timing thereof, are subject to a number of assumptions and
actual results may differ. The Company may also incur additional costs not currently contemplated due to events that may occur as a result of, or that are
associated with, the actions described above.

Item 7.01 Regulation FD Disclosure.
 
On September 18, 2023, Kinnate issued a press release announcing pipeline updates and the Plan. A copy of the press release is attached hereto as Exhibit
99.1 and is incorporated herein by reference.
 
All of the information furnished in this Item 7.01 and Item 9.01 (including Exhibit 99.1) shall not be deemed to be “filed” for purposes of Section 18 of the
Exchange Act, or otherwise subject to the liabilities of that section, nor shall it be deemed incorporated by reference into any filing under the Securities Act
or the Exchange Act, except as shall be expressly set forth by specific reference in such a filing.
 
Note Regarding Forward-Looking Statements
 
This Current Report on Form 8-K contains forward-looking statements as that term is defined in Section 27A of the Securities Act and Section 21E of the
Exchange Act. Such forward-looking statements involve substantial risks and uncertainties. All statements other than statements of historical fact contained
in this Form 8-K are forward-looking statements including statements relating to the Company’s plans, expectations, forecasts and future events. Such
forward-looking statements include, but are not limited to, the potential of, and expectations regarding the Company’s business strategy, statements relating
to the anticipated timing and details of the Plan and the expected impacts, charges and costs associated with the Plan that the Company expects to incur. In
some cases, you can identify forward-looking statements by terminology such as “believe,” “estimate,” “intend,” “may,” “plan,” “potentially,” “will,”
“expect,” “enable,” “likely” or the negative of these terms or other similar expressions. The Company has based these forward-looking statements largely
on its current expectations and projections about future events and trends that the Company believes may affect its financial condition, results of operations,
business strategy and financial needs. Actual events, trends or results could differ materially from the plans, intentions and expectations disclosed in these
forward-looking statements based on various factors. Information regarding the foregoing and additional risks may be found in the section entitled “Risk
Factors” in the Company’s Annual and Quarterly Reports on Form 10-K and 10-Q filed with the Securities and Exchange Commission (the “SEC”), and
the Company’s future reports to be filed with the SEC. These forward-looking statements are made as of the date of this Current Report on Form 8-K, and
the Company assumes no obligation to update the forward-looking statements, or to update the reasons why actual results could differ from those projected
in the forward-looking statements, except as required by law.
 



Item 9.01 Financial Statements and Exhibits.
 
(d) Exhibits.
 
Exhibit No. Description
99.1 Press Release dated September 18, 2023.
104 Cover page interactive data file (embedded within the inline XBRL document).



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.

  KINNATE BIOPHARMA INC.
     
Date: September 18, 2023 By: /s/ Nima Farzan
    Nima Farzan
    Chief Executive Officer and President
 



Exhibit 99.1
 

Kinnate Biopharma Inc. Announces Pipeline Updates, Strategic Reprioritization and Workforce Restructuring

• Promising exarafenib combination data in NRAS mutant melanoma; intend to select two doses in the fourth quarter of 2023 for further development
• Plan to file KIN-8741 c-MET inhibitor Investigational New Drug application and nominate a drug candidate for brain-penetrant CDK4 selective

program in the fourth quarter of 2023
• Completed exarafenib monotherapy dose expansion enrollment and cleared efficacious dose for KIN-3248, FGFR inhibitor; exploring strategic

alternatives for both programs
• Paused KIN-7136 MEK inhibitor development and implementing a workforce restructuring, aligned with reprioritization plan
• Cash, cash equivalents and investments of $204.3 million as of June 30, 2023, anticipated to fund operations into at least the second quarter of 2026

SAN FRANCISCO and SAN DIEGO – September 18, 2023 – Kinnate Biopharma Inc. (Nasdaq: KNTE) (“Kinnate” or “the Company”), a clinical-stage
precision oncology company, today announced pipeline updates and a reprioritization plan, as well as a workforce restructuring, based on a strategic review
of its business.

The review encompassed various factors, including the Company's cash runway, near-term pipeline value creation prospects, the evolving regulatory
landscape for targeted therapies, commercial potential, development strategy, and other relevant considerations. As a result, the Company is prioritizing the
exarafenib combination, KIN-8741, and discovery efforts around its CDK4 selective program. Additionally, Kinnate will pause development of KIN-7136
and explore strategic alternatives for exarafenib monotherapy and KIN-3248, as part of the reprioritization plan. Concurrently, the Company will
implement a workforce restructuring to align with its refined focus.

Nima Farzan, chief executive officer of Kinnate Biopharma Inc., commented, “Today, we are taking hard but necessary steps to streamline our programs,
team and operations in order to advance our research and deliver meaningful benefits to patients and shareholders alike. These decisions reflect the current
financing environment, oncology regulatory landscape and development timelines. We believe that reprioritizing our programs is the most effective
approach to unlock the full promise of our innovative therapies.”

Farzan added, “The reprioritization plan unfortunately impacts our workforce. It is undoubtedly difficult to part with our valued and highly talented
employees who have made substantial contributions to our company. I want to thank each one of them for their dedication to Kinnate and our mission.”

Pipeline Updates and Reprioritization Plan

Investigational Exarafenib Combined with Binimetinib: Pan-RAF plus MEK Inhibitor

Dose exploration for the combination of exarafenib and binimetinib is currently underway in the KN-8701 clinical trial, with a primary focus on NRAS
mutant melanoma. NRAS alterations are detected in approximately 20-25% of melanoma patients, and as of today, there are no approved targeted therapies
available for this subgroup, highlighting a significant unmet medical need.



As of September 11, 2023, the data cutoff, 44 patients with NRAS mutant melanoma and BRAF-altered solid tumors were enrolled across 6 exarafenib plus
binimetinib combination dose cohorts, including 24 patients who continue on therapy.

• In the first 5 cohorts, among 20 efficacy-evaluable patients with NRAS mutant melanoma (including Q61 and non-Q61 mutations), 12 patients had
radiographic tumor reductions.

• Among 16 efficacy-evaluable patients with NRAS mutant melanoma who had not received prior RAF, MEK, or ERK inhibitors, 6 achieved confirmed
and unconfirmed partial responses (PRs), resulting in a 38% overall response rate (ORR), with 5 additional patients experiencing stable disease (SD) as
their best response, yielding a 69% disease control rate (DCR).

• In a subgroup of 17 efficacy-evaluable patients with NRAS Q61 mutations, which represent up to 90% of all NRAS melanoma mutations, 7 achieved
confirmed and unconfirmed PRs, leading to a 41% ORR, and 6 others had SD as their best response, resulting in a 76% DCR.

• The combination of exarafenib and binimetinib demonstrated significant pathway inhibition, as evidenced by reductions in phosphorylated
extracellular signal-regulated kinase (pERK) and DUSP6 RNA expression in paired tissue biopsies.

• Additionally, substantial (>50%, up to 100%) reductions in circulating tumor DNA were observed in 70% of the combination-treated patients with
NRAS mutant melanoma.

• As of September 18, 2023, exarafenib plus binimetinib was generally well-tolerated in two dose cohorts and cleared by a dose review committee.
Exploration of the two final dose pairs for the combination regimen is underway.

In the fourth quarter of 2023, the Company intends to select two doses for further development.

Investigational KIN-8741: c-MET Inhibitor

KIN-8741 is designed to be a highly selective c-MET inhibitor with broad mutational coverage, including acquired resistance mutations, in solid tumors
driven by exon 14-altered and/or amplified c-MET. A primary focus for KIN-8741 is on non-small cell lung cancer, where the c-MET exon 14 alteration
serves as the primary driver alteration.

Kinnate expects to file an IND application for KIN-8741 with the U.S. Food and Drug Administration (FDA) in the fourth quarter of 2023.

Investigational Exarafenib Monotherapy: Pan-RAF Inhibitor

Enrollment in the exarafenib monotherapy dose expansion phase of KN-8701 has been completed. As of September 11, 2023, the data cutoff, a total of 107
patients were enrolled in the monotherapy arm, with 71 patients receiving the expansion dose of 300 mg twice daily (bid). Among these patients, 3
achieved a PR and 26 demonstrated SD as their best response.

• As of the data cutoff, 26 patients with Class II-driven solid tumors were enrolled across both the dose escalation and dose expansion phases of KN-
8701. Twenty-one of these patients received exarafenib as a monotherapy at 300 mg bid, with 7 patients continuing on therapy.



• Out of 8 patients with Class II fusion-driven solid tumors who received exarafenib at 300 mg bid, 3 showed radiographic tumor reductions, 2 of the 6
efficacy-evaluable patients achieved confirmed PRs, resulting in a 33% ORR, and the remaining 4 efficacy-evaluable patients achieved SD as their
best response, yielding a 100% DCR.

• Among 13 patients with Class II non-fusion driven solid tumors treated with exarafenib at 300 mg bid, 7 patients experienced radiographic tumor
reductions and 6 patients experienced SD as their best response, yielding a DCR of 60%. In addition, 1 patient treated at the 200 mg bid dose
experienced a confirmed PR.

• Exarafenib, administered at a dose of 300 mg bid to a cohort of 71 patients, demonstrated a consistent safety profile in line with previous reporting.
Treatment-related adverse events (TRAEs) were observed in 73% of patients, with 51% experiencing skin-related TRAEs, primarily comprising rash
(28%), dermatitis acneiform (21%) and pruritis (11%). Reversible, asymptomatic liver enzyme elevations were observed, including Grade 3 elevations
in alanine aminotransaminase (ALT; n=7 patients) and aspartate aminotransferase (n=6) and Grade 4 increased ALT (n=2). Other common TRAEs
included Grade 1 and 2 asthenia and fatigue (13%), nausea (13% overall including 1 Grade 3 TRAE) and vomiting (8 overall including 1 Grade 3
TRAE).

• Overall, exarafenib was well-tolerated, with low rates of drug-related treatment interruption (27%), dose reductions (4%), and treatment
discontinuations (9%). The mean dose intensity was 91%, with a median of 100%.

These clinical data involving over 100 patients treated with exarafenib support its favorable safety and tolerability profile, which validates the successful
execution of KN-8701. This profile is further supported by favorable pharmacokinetic/pharmacodynamic properties. Notably, the data showed higher
response and disease control rates in patients with BRAF Class II fusion versus BRAF Class II non-fusion-driven cancers.  However, limited anti-tumor
activity was observed with exarafenib monotherapy across all patients with Class II alterations, which may be attributed to the significant heterogeneity of
Class II alterations and the presence of other co-occurring mutations.

Considering these results and the Company’s assessment of clinical development timelines for Class II fusion-driven solid tumors, Kinnate will not proceed
with further clinical development of exarafenib as a monotherapy agent and will explore strategic alternatives.

Investigational KIN-3248: FGFR Inhibitor

As of September 11, 2023, the data cutoff, a total of 54 patients were enrolled in the ongoing dose escalation trial for KIN-3248, spanning 6 different dose
levels: 5 mg once daily (QD) (dose level; DL 1), 10 mg QD (DL 2), 20 mg QD (DL 3), 30 mg QD (DL 4), 40 mg QD (DL 5) and 50 mg QD (DL 6). This
includes 31 patients who have not been previously treated with an FGFR 2/3 inhibitor and 23 patients previously treated with an FGFR2/3 inhibitor.

• The predicted efficacious dose of 40 mg QD (DL 5) has been cleared, and further exploration is ongoing at the 50 mg QD dose (DL 6).

• Two PRs were observed, with 1 confirmed PR in a patient with pancreatic cancer who had not received prior treatment with an FGFR2 inhibitor;
treatment began at 20 mg QD and was then increased to 30 mg QD.

• Seven patients are currently enrolled at doses of 40 mg QD or higher and have not yet reached their first scan.

• A dose-response relationship was observed in pharmacodynamic markers, including decreased pERK levels and increased serum phosphate levels.



• As of the data cut off, the maximum tolerated dose has not yet been determined. The safety and tolerability profile of KIN-3248 is consistent with
other FGFR inhibitors in clinical development or currently approved.

Kinnate will explore strategic alternatives for the KIN-3248 program.

Investigational KIN-7136: MEK Inhibitor

KIN-7136 is designed to be a brain-penetrant MEK inhibitor. Kinnate previously announced that the FDA cleared the IND application for KIN-7136.

Based on the reprioritization plan, the Company will not initiate a clinical trial for KIN-7136 at this time.

CDK4 Program

Kinnate is exploring drug candidates (DC) for a potentially brain-penetrant, selective CDK4 inhibitor and expects to nominate a DC in the fourth quarter of
2023.

Corporate Update

Kinnate will implement a corporate restructuring by reducing the Company’s workforce by approximately 70%. The Company expects to have 28
remaining full-time employees. The Company is also taking related measures to reduce operating expenses. This includes separating from all employees of
its wholly-owned subsidiary in China, Kinnjiu Biopharma.

As of June 30, 2023, Kinnate had approximately $204.3 million in cash, cash equivalents and investments, which is anticipated to fund operations into at
least the second quarter of 2026.

About Kinnate Biopharma Inc.

Kinnate Biopharma Inc. is a clinical-stage precision oncology company founded with a mission to inspire hope in those battling cancer by expanding on the
promise of targeted therapies. The Company concentrates its efforts on addressing known oncogenic drivers for which there are currently no approved
targeted drugs and to overcome the limitations associated with existing cancer therapies, such as non-responsiveness or the development of acquired and
intrinsic resistance.

The Company’s lead product candidates are investigational pan-RAF inhibitor, exarafenib, which targets cancers with BRAF and NRAS-driven alterations,
and investigational FGFR inhibitor, KIN-3248, which is designed for cancers with FGFR2 and FGFR3 alterations. The Company also has early-stage
programs, including a c-MET inhibitor that targets resistant variants. The Kinnate Discovery Engine drives the Company’s pipeline of small molecule
candidates, prioritizing high selectivity, optimized pharmaceutical properties, broad genetic alteration coverage, overcoming resistance, and brain
penetration. For more information, visit Kinnate.com and follow the Company on LinkedIn to learn about its most recent initiatives.



Forward Looking Statements 

This press release contains forward-looking statements that involve substantial risks and uncertainties. These forward-looking statements include, without
limitation, the Company’s intentions for exploring strategic alternatives; the plans for implementing a workforce restructuring and the anticipated effect of
such action, including with respect to Kinnjiu Biopharma; the future plans for clinical development of exarafenib as a monotherapy; the timing and number
of doses for further development for the exarafenib plus binimetinib combination; the clinical trial plans for KIN-7136; the timing for filing an IND for
KIN-8741; the timing and plans for nominating a DC for the Company’s CDK4 program; the Company’s anticipated cash runway; and statements by our
Chief Executive Officer. Words such as “believes,” “anticipates,” “intends”, “plans,” “expects,” “will,” “potential” and similar expressions are also
intended to identify forward-looking statements. We have based these forward-looking statements largely on our current expectations and projections about
future events and trends. Such expectations and projections may never materialize or may prove to be incorrect. These forward-looking statements are
subject to a number of risks, uncertainties, assumptions and other factors, including, among other things: operating as a clinical-stage biopharmaceutical
company with a limited operating history; the timing, progress and results of ongoing and planned preclinical studies and clinical trials for our current
product candidates; that continued dose escalation in our clinical trials could increase the risk of the occurrence of adverse events; the potential for future
clinical trial results to differ from initial results or from our preclinical studies; our ability to timely enroll a sufficient number of patients in our clinical
trials; our ability to raise additional capital to finance our operations; our ability to discover, advance through the preclinical and clinical development of,
obtain regulatory approval for and commercialize our product candidates; the novel approach we are taking to discover and develop drugs; our ability to
timely file and obtain approval of IND applications for our planned clinical trials; negative impacts of the COVID-19 pandemic on our business, including
ongoing and planned clinical trials and preclinical studies; competition in our industry; regulatory developments in the United States and other countries;
our ability to attract, hire and retain highly skilled executive officers and employees; difficulties in managing our growth; our ability to protect our
intellectual property; reliance on third parties to conduct our ongoing and planned preclinical studies and clinical trials, and to manufacture our product
candidates; general economic and market conditions; and other risks. These and other risks, uncertainties, assumptions and other factors are further
described under the heading “Risk Factors” in our Quarterly Report on Form 10-Q for the quarter ended June 30, 2023 that we filed with the Securities and
Exchange Commission (SEC) on August 8, 2023, as well as in our subsequent filings we make with the SEC. New risk factors emerge from time to time
and it is not possible for our management to predict all risk factors, nor can we assess the impact of all factors on our business or the extent to which any
factor, or combination of factors, may cause actual results to differ materially from those contained in, or implied by, any forward-looking statements.
Investors should not rely upon forward-looking statements as predictions of future events. Although we believe that the expectations reflected in the
forward-looking statements are reasonable, we cannot guarantee future results, levels of activity, performance or achievements. Our forward-looking
statements speak only as of the date of this release, and except as required by law, we undertake no obligation to update publicly any forward-looking
statements for any reason in the future.

Company Contact:
Investors@kinnate.com


