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Item 7.01 Regulation FD Disclosure

Cardiff Oncology, Inc. (the “Company”) intends to conduct meetings with third parties in which its corporate slide presentation will be presented. A copy of the presentation materials is attached as Exhibit 99.1 to this
Current Report on Form 8-K and is incorporated herein by reference.

The information in this Item 7.01 and the document attached as Exhibit 99.1 is being furnished and shall not be deemed “filed” for purposes of Section 18 of the Securities and Exchange Act of 1934, as amended (the
“Exchange Act”), nor otherwise subject to the liabilities of that section, nor incorporated by reference in any filing under the Securities Act of 1933 or the Exchange Act, except as shall be expressly set forth by specific
reference in such a filing.

Item 8.01 Other Events.

On September 26, 2023, the Company issued a press release announcing positive clinical data with onvansertib monotherapy and combination therapy in our ongoing trials in metastatic pancreatic ductal
adenocarcinoma (mPDAC) and small cell lung cancer (SCLC), as well as plans for a mPDAC first-line investigator-initiated trial (IIT) of the combination of onvansertib plus standard of care (SoC). A copy of the press release
is attached as Exhibit 99.2 hereto and incorporated herein by reference.

Item 9.01. Financial Statements and Exhibits
 
(d) Exhibits.
 

99.1 Cardiff Oncology, Inc. Corporate Presentation
99.2 Press Release of Cardiff Oncology, Inc. dated September 26, 2023

 
SIGNATURE

 
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.
 

Dated:         September 26, 2023
 
 

CARDIFF ONCOLOGY, INC.

By: /s/ Mark Erlander
Mark Erlander
Chief Executive Officer
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Pancreatic Cancer and Small Cell Lung Cancer Program Updates



 



 

Metastatic Pancreatic Ductal Adenocarcinoma (mPDAC) • • • Small Cell Lung Cancer (SCLC) •



 

Onvansertib SPECIFICITYPROPERTIES • • •



 

Line of Therapy Ph2 Ph3 Combination with:Trial IIT*



 

Targets with oncogenic alterations Targets without oncogenic alterations * ROS1 estimated eligible patients presented in Turning Point Therapeutics’ corporate presentation May 2022 slide 6 (NSCLC disease incidence in the US of 140k of which 2% of patients harbor ROS1 translocation). RET estimated eligible patients presented in Loxo Oncology’s corporate presentation January 2018 disclosed on Form 8-K (Jan 8, 2018). mCRC estimated population includes 1st line, KRAS- and NRAS-mutated cancers. mPDAC estimated population includes 1st line PDAC patients. SCLC estimated population includes SCLC salvage patients. TNBC estimated population includes invasive, 2nd line TNBC patients. 53 15 12 5050 48 Annual eligible U.S. patients (’000s)*



 

Metastatic Pancreatic Ductal Adenocarcinoma (mPDAC) Small Cell Lung Cancer (SCLC)



 

mPDAC CRDF-001 Ph 2 Second-Line Trial • mPDAC Biomarker Discovery Trial (IIT) • Path forward: Move to 1st line mPDAC •



 

mPDAC CRDF-001 Ph 2 Second-Line Trial • mPDAC Biomarker Discovery Trial (IIT) • Path forward: Move to 1st line mPDAC •



 

14 DAY CYCLE ENROLLMENT CRITERIA OBJECTIVE PRIMARY ENDPOINT SECONDARY ENDPOINT



 

Confirmed PR Waiting for confirmatory scan



 



 

� Confirmed PR Waiting for confirmatory scan�



 



 

mPDAC CRDF-001 Ph 2 Second-Line Trial • mPDAC Biomarker Discovery Trial (IIT) • Path forward: Move to 1st line mPDAC •



 

• • OBJECTIVESENROLLMENT CRITERIA
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mPDAC CRDF-001 Ph 2 Second-Line Trial • mPDAC Biomarker Discovery Trial (IIT) • Path forward: Move to 1st line mPDAC •



 

ENROLLMENT CRITERIA 28 DAY CYCLE TWO LEAD-IN COHORTS SUBSEQUENT CHEMO + ONVANSERTIB TREATMENT* • • PRIMARY ENDPOINT SECONDARY ENDPOINTS



 

Metastatic Pancreatic Ductal Adenocarcinoma (mPDAC) Small Cell Lung Cancer (SCLC)



 

TRIAL RATIONALE



 

ENROLLMENT CRITERIA 21 DAY CYCLE PRIMARY ENDPOINT SECONDARY ENDPOINTS OBJECTIVE



 

ENROLLMENT CRITERIA PRELIMINARY EFFICACY (N=7) PRELIMINARY SAFETY (N=6)



 

Baseline Scan Restaging after Cycle 2



 

20252023 2024 Q1 Q2 Q3 Q4 Q1 Q2 Q3 Q4 1st line mCRC randomized data readout mPDAC data readout SCLC data readout
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Cardiff Oncology Announces Posi�ve Clinical Data in Pancrea�c Cancer and Small Cell Lung Cancer, including Single-Agent Ac�vity from Onvanser�b Monotherapy

Pancrea�c Cancer Program

- Pancrea�c cancer Phase 2 trial of onvanser�b + SoC in the second-line se�ng demonstrated greater efficacy vs. historical controls with ORR of 19% (vs. 7.7%) and mPFS of 5.0 months (vs. 3.1 months) -

- Pancrea�c cancer biomarker discovery trial in refractory pa�ents demonstrated tumor biomarker response to onvanser�b treatment as a single-agent -

- Based on posi�ve data from both pancrea�c trials and suppor�ve preclinical data, a first-line pancrea�c inves�gator-ini�ated trial is planned to evaluate the efficacy of onvanser�b + SoC -

Small Cell Lung Cancer Program

- Preliminary data from small cell lung cancer Phase 2 trial in refractory pa�ents with extensive stage disease demonstrate single-agent ac�vity from onvanser�b monotherapy -

- Company will hold a conference call today at 5:00 p.m. ET/2:00 p.m. PT  -

SAN DIEGO, September 26, 2023 -- Cardiff Oncology, Inc. (Nasdaq: CRDF), a clinical-stage biotechnology company leveraging PLK1 inhibi�on to develop novel therapies across a range of cancers, today
announced posi�ve clinical data with onvanser�b monotherapy and combina�on therapy in our ongoing trials in metasta�c pancrea�c ductal adenocarcinoma (mPDAC) and small cell lung cancer (SCLC), as well
as plans for a mPDAC first-line inves�gator-ini�ated trial (IIT) of the combina�on of onvanser�b plus standard-of-care (SoC).

“We are excited that the data released from these trials, in two challenging cancers with low survival rates, expands the opportunity for onvanser�b beyond our lead program in RAS-mutated mCRC,” said Mark
Erlander, Ph.D., Chief Execu�ve Officer of Cardiff Oncology. “In pancrea�c cancer, the strength of the data provides a clear ra�onale for a first-line trial using onvanser�b in combina�on with standard of care,
which we believe provides the greatest opportunity for a posi�ve impact on pa�ents. In small cell lung cancer, we are encouraged to observe single-agent ac�vity with onvanser�b monotherapy in this difficult-to-
treat extensive stage refractory se�ng.”

mPDAC Phase 2 CRDF-001 trial: 19% ORR and 5.0-month mPFS

Data from the ongoing Phase 2 open-label trial of onvanser�b combined with nanoliposomal irinotecan, leucovorin, and 5-FU in pa�ents with second-line mPDAC demonstrated an objec�ve response rate (ORR)
of 19% (4 of 21 evaluable pa�ents; 1 confirmed PR, 3 wai�ng for confirmatory scan) and median progression-free survival (mPFS) of 5.0 months as of the data cutoff of September 13, 2023. Historical control trials
in similar pa�ent popula�ons have shown an ORR of 7.7% and mPFS of 3.1 months with SoC.



mPDAC biomarker discovery trial: decrease in clinically-validated tumor biomarkers from onvanser�b monotherapy

The inves�gator-ini�ated biomarker discovery trial is exploring the impact of onvanser�b 10-day monotherapy on tumors in mPDAC pa�ents, and is currently enrolling at the Oregon Health & Science University
(OHSU) Knight Cancer Ins�tute. Two pa�ents have been enrolled to date. One pa�ent demonstrated an 86% decrease in Ki67, a well-established biomarker of tumor prolifera�on, and a 28% decrease in CA 19-9, a
clinically-used biomarker to monitor treatment response.

“Serum carbohydrate an�gen 19-9 is the most extensively studied and validated serum biomarker in PDAC, which provides a clinically meaningful surrogate for response to treatment. We are encouraged by the
ability of onvanser�b to provide an approximately 30% reduc�on in this biomarker with only 10 days of monotherapy in a refractory se�ng,” said Fairooz Kabbinavar, MD, Chief Medical Officer of Cardiff
Oncology. “We will con�nue to explore onvanser�b in the first-line mPDAC inves�gator-ini�ated trial at the OHSU Knight Cancer Ins�tute.”

Update in Clinical Development Plan for mPDAC

The next trial in mPDAC will be a new Phase 2 inves�gator-ini�ated trial at OHSU Knight Cancer Ins�tute in mPDAC in the first-line se�ng. There are two cohorts in this trial. In cohort 1, pa�ents will receive the
combina�on of onvanser�b with SoC (Gemzar + Abraxane). In cohort 2, pa�ents will receive 10 days of onvanser�b monotherapy followed by onvanser�b + SoC to iden�fy biomarkers that predict response to
onvanser�b.

SCLC Phase 2 Inves�gator-Ini�ated Trial

The ongoing Phase 2 trial of onvanser�b monotherapy in pa�ents with relapsed extensive stage SCLC who have received up to two prior therapies is currently enrolling pa�ents at the University of
Pi�sburgh Medical Center. An examina�on of the safety data from the first six pa�ents by the ins�tu�onal review board confirmed the trial can con�nue to enroll as planned. Preliminary efficacy data in evaluable
pa�ents will be discussed on the company conference call.

Conference Call and Webcast

Cardiff Oncology will host a corresponding conference call and live webcast at 5:00 p.m. ET/2:00 p.m. PT on September 26, 2023. Individuals interested in listening to the live conference call may do so by using
the webcast link in the "Investors" sec�on of the company's website at www.cardiffoncology.com. A webcast replay will be available in the investor rela�ons sec�on on the company's website for 30 days
following the comple�on of the call.

About Cardiff Oncology, Inc.

Cardiff Oncology is a clinical-stage biotechnology company leveraging PLK1 inhibi�on, a well-validated oncology drug target, to develop novel therapies across a range of cancers. The Company's lead asset
is onvanser�b, a PLK1 inhibitor being evaluated in combina�on with standard-of-care (SoC) therapeu�cs in clinical programs targe�ng indica�ons such as RAS-mutated metasta�c colorectal cancer (mCRC) and
metasta�c pancrea�c ductal adenocarcinoma (mPDAC), as well as in inves�gator-ini�ated trials in small cell lung cancer (SCLC) and triple nega�ve breast cancer (TNBC). These programs and the Company's
broader development strategy are designed to target tumor vulnerabili�es in order to overcome treatment resistance and deliver superior clinical benefit compared to the SoC alone. For more informa�on, please
visit h�ps://www.cardiffoncology.com.



Forward-Looking Statements

Certain statements in this press release are forward-looking within the meaning of the Private Securi�es Li�ga�on Reform Act of 1995. These statements may be iden�fied using words such as "an�cipate,"
"believe," "forecast," "es�mated" and "intend" or other similar terms or expressions that concern Cardiff Oncology's expecta�ons, strategy, plans or inten�ons. These forward-looking statements are based on
Cardiff Oncology's current expecta�ons and actual results could differ materially. There are several factors that could cause actual events to differ materially from those indicated by such forward-looking
statements. These factors include, but are not limited to, clinical trials involve a lengthy and expensive process with an uncertain outcome, and results of earlier studies and trials may not be predic�ve of future
trial results; our clinical trials may be suspended or discon�nued due to unexpected side effects or other safety risks that could preclude approval of our product candidate; risks related to business interrup�ons,
including the outbreak of COVID-19 coronavirus, which could seriously harm our financial condi�on and increase our costs and expenses; uncertain�es of government or third party payer reimbursement;
dependence on key personnel; limited experience in marke�ng and sales; substan�al compe��on; uncertain�es of patent protec�on and li�ga�on; dependence upon third par�es; and risks related to failure to
obtain FDA clearances or approvals and noncompliance with FDA regula�ons. There are no guarantees that our product candidate will be u�lized or prove to be commercially successful. Addi�onally, there are no
guarantees that future clinical trials will be completed or successful or that any precision medicine therapeu�cs will receive regulatory approval for any indica�on or prove to be commercially successful. Investors
should read the risk factors set forth in Cardiff Oncology's Form 10-K for the year ended December 31, 2022, and other periodic reports filed with the Securi�es and Exchange Commission. While the list of factors
presented here is considered representa�ve, no such list should be considered to be a complete statement of all poten�al risks and uncertain�es. Unlisted factors may present significant addi�onal obstacles to
the realiza�on of forward-looking statements. Forward-looking statements included herein are made as of the date hereof, and Cardiff Oncology does not undertake any obliga�on to update publicly such
statements to reflect subsequent events or circumstances.
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