
UNITED STATES
SECURITIES AND EXCHANGE COMMISSION

Washington, DC 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): April 8, 2022

 

Cardiff Oncology, Inc.
(Exact name of registrant as specified in its charter)

 

Delaware  001-35558 27-2004382
(State or other jurisdiction  (Commission File Number) IRS Employer

of incorporation or organization) Identification No.)

 
11055 Flintkote Avenue
San Diego, CA 92121

(Address of principal executive offices)
 

Registrant’s telephone number, including area code: (858) 952-7570
 

 
(Former name or former address, if changed since last report)

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   CRDF   Nasdaq Capital Market

 
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:

 
o             Written communication pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

 
o             Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

 
o             Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

 
o             Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))
 
 

 Indicate by check mark whether the registrant is an emerging growth company as defined in 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 o

 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.  o

1



Item 7.01 Regulation FD Disclosure.

On April 8, 2022, Cardiff Oncology, Inc. (the “Company”) issued a press release announcing updated clinical data and new biomarker analyses
from its ongoing Phase 2 trial of onvansertib in combination with abiraterone/prednisone in metastatic castrate-resistant prostate cancer (mCRPC) patients.
A copy of the press release is furnished as Exhibit 99.1 to this Form 8-K. In addition, the Company issued a press release announcing the results of
preclinical studies evaluating the anti-cancer activity of onvansertib in combination with the PARP inhibitor (PARPi) olaparib in PARPi-resistant patient-
derived xenograft (PDX) ovarian cancer models. A copy of the press release is furnished as Exhibit 99.2 to this Form 8-K.

In accordance with General Instruction B.2 of Form 8-K, the information in this Current Report on Form 8-K is being furnished and shall not be
deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended, 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.

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

99.1 Press Release of Cardiff Oncology, Inc. dated April 8, 2022.
99.2 Press Release of Cardiff Oncology, Inc. dated April 8, 2022.
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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:         April 8, 2022
 
 

CARDIFF ONCOLOGY, INC.

By: /s/ Mark Erlander
Mark Erlander
Chief Executive Officer
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Cardiff Oncology Announces Updated Clinical and New Biomarker Data from Phase 2 Metasta�c Castra�on-Resistant Prostate Cancer
Trial at the AACR Annual Mee�ng

– Trial evaluates onvanser�b in combina�on with abiraterone and prednisone in metasta�c castra�on-resistant prostate cancer
(mCRPC) pa�ents showing ini�al abiraterone resistance by rising PSA

– Disease control increased with increasing dose density of onvanser�b from 29% to 45% of pa�ents achieving PSA stabiliza�on
and from 53% to 75% of pa�ents with radiographic stable disease; Arm A (n=17) – onvanser�b 24mg/m  days 1-5 in 21-day cycle
to Arm C (n=20) – 12mg/m  days 1-14 in 21-day cycle

– Median progression-free survival (mPFS) has increased with increasing onvanser�b dose density from 4.1 months in Arm A to
13.2 months to-date in Arm C pa�ents

– Genomic analysis of ctDNA showed a correla�on between altera�ons in two key genes of the PI3K signaling pathway—MTOR
and PTEN, which appears to underly increased pathway ac�vity, and sensi�vity to onvanser�b/abiraterone combina�on in
mCRPC pa�ents with early abiraterone resistance

SAN DIEGO, April 8, 2022 – 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 updated clinical data and new biomarker analyses from its ongoing
Phase 2 trial of onvanser�b in combina�on with abiraterone/prednisone in metasta�c castrate-resistant prostate cancer (mCRPC)
pa�ents. The data are featured in a poster presenta�on at the American Associa�on for Cancer Research (AACR) Annual Mee�ng, which
is taking place both virtually and in-person at the Ernest N. Morial Conven�on Center in New Orleans, Louisiana from April 8-13, 2022.

“Results from the mCRPC trial demonstrate clinically meaningful disease control rates in pa�ents showing early resistance to
abiraterone,” said David Einstein, M.D., principal inves�gator at Beth Israel Deaconess Medical Center. “As the dose density of
onvanser�b was increased in three consecu�ve Arms (A, B and C), we observed an increase in disease control rates with both PSA
stabiliza�on and radiographic stable disease twelve weeks into treatment and some of these pa�ents have experienced durable
stabiliza�on. Pre-clinical data suggest that the synergis�c effect is independent of androgen receptor signaling.”

The primary efficacy endpoint of the mCRPC trial is disease control rate at 12 weeks (12-week DCR), which is defined by a decline or
stabiliza�on of PSA levels (rise of <25% over baseline or less than 2 ng/mL). Each of the trial’s three arms has evaluated a different dosing
schedule of onvanser�b alongside abiraterone and prednisone administered throughout the respec�ve treatment cycle. Arm A
evaluated 24 mg/m  onvanser�b on Days 1-5 of 21-day cycles, Arm B evaluated 18 mg/m  onvanser�b on Days 1-5 of 14-day cycles, and
Arm C is evalua�ng 12 mg/m  onvanser�b on Days 1-14 of 21-day cycles.

“Biomarker correla�ve studies have revealed significant and posi�vely associated muta�ons in MTOR, FAT1, PTEN and FOXA1, with
tumors harboring these muta�ons achieving stable disease or a par�al response within the ini�al abiraterone-resistant se�ng,” said Tod
Smeal, Ph.D., chief scien�fic officer of Cardiff Oncology. “In addi�on, gene expression signatures from pa�ent tumor �ssue biopsies
correlated with treatment response included those corresponding to the ERG+ and Notch pathways, which are involved in cell-invasion,
epithelial-mesenchymal transi�on and metastasis. We con�nue to examine these promising biomarker studies with the goal of
iden�fying the genomic altera�ons most closely associated with response to the combina�on regimen of onvanser�b and abiraterone.”
Key data and conclusions from the AACR poster (cut-off date of February 2, 2022) and ongoing trial include:

Efficacy:
• 75% (15/20) of evaluable pa�ents in Arm C, which represents the most dose dense treatment schedule, showed disease control

by radiographic SD/PR at 12-weeks, compared to 53% (9/17) and 58% (11/19) in the less dose dense Arms A and B, respec�vely

Biomarker:
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• Treatment response (SD/PR) was posi�vely associated with muta�ons in PTEN and MTOR, key genes in the PI3K signaling
pathway

• Gene signatures correla�ng with treatment response included those corresponding to the ERG+ and Notch pathways, which are
involved in cell-invasion, epithelial-mesenchymal transi�on and metastasis

• Genes related to mitochondrial and immune func�ons were downregulated in pa�ents achieving SD or a PR compared to those
showing progressive disease

Safety:
• The treatment regimen of onvanser�b in combina�on with abiraterone/prednisone has been well tolerated

An electronic copy of the poster and corresponding abstract, en�tled, Biomarkers of response to abiraterone and the polo-like kinase 1
(PLK1) inhibitor onvanser�b in metasta�c castra�on resistant prostate cancer (mCRPC) pa�ents, is available to registered a�endees of
the AACR annual mee�ng on the mee�ng website. The in-person presenta�on will take place during the “Biomarkers Predic�ve of
Therapeu�c Benefit 1” poster session on April 11, 2022, from 9:00 AM – 12:30 PM CT. Following the mee�ng, the poster will be available
on the "Scien�fic Presenta�ons" sec�on of the Cardiff Oncology website at h�ps://cardiffoncology.com/scien�fic-presenta�ons/.

About Cardiff Oncology, Inc.
Cardiff Oncology is a clinical-stage biotechnology company leveraging PLK1 inhibi�on to develop novel therapies across a range of
cancers. Our lead asset is onvanser�b, an oral highly selec�ve PLK1 inhibitor, which we are evalua�ng in combina�on with standard-of-
care (SOC) therapeu�cs in clinical programs targe�ng indica�ons such as KRAS-mutated metasta�c colorectal cancer, metasta�c
pancrea�c ductal adenocarcinoma, and metasta�c castrate-resistant prostate cancer. These programs and our 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. 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 candidates; 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 any of our technology or products 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, 2021, 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.

Cardiff Oncology Contact:
Vicki Kelemen
Chief Opera�ng Officer
858-952-7652
vkelemen@cardiffoncology.com

Investor Contact:
Joyce Allaire
LifeSci Advisors
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212-915-2569
jallaire@lifesciadvisors.com

Media Contact:
Amy Jobe, Ph.D.
LifeSci Communica�ons
315-879-8192
ajobe@lifescicomms.com
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Cardiff Oncology Announces Data Showing the Combina�on of PARP Inhibi�on with Onvanser�b Overcomes PARP Inhibitor
Resistance in BRCA1-mutant and Wildtype Pa�ent-Derived Xenogra� Ovarian Cancer Models

– Combining onvanser�b with the PARP inhibitor (PARPi) olaparib led to sta�s�cally significant survival benefits compared to
treatment with either agent alone in PARPi-resistant ovarian cancer models

– Onvanser�b-olaparib combina�on was well tolerated in vivo

SAN DIEGO, April 8, 2022 – 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 the results of preclinical studies evalua�ng the an�-cancer ac�vity
of onvanser�b in combina�on with the PARP inhibitor (PARPi) olaparib in PARPi-resistant pa�ent-derived xenogra� (PDX) ovarian cancer
models. The results are featured in a poster presenta�on at the American Associa�on for Cancer Research (AACR) Annual Mee�ng,
which is taking place both virtually and in-person at the Ernest N. Morial Conven�on Center in New Orleans, Louisiana from April 8-13,
2022.

“In these studies, we sought to evaluate how combining onvanser�b with PARP inhibi�on, an approved maintenance treatment for
ovarian cancer, might mi�gate the known phenomenon of acquired tumor resistance to PARP inhibitors,” said Tod Smeal, Ph.D., chief
scien�fic officer at Cardiff Oncology. “We are very pleased with the results, which showed onvanser�b and olaparib synergis�cally
combining to generate strong ac�vity against PARPi-resistant pa�ent-derived ovarian cancer models. Given the current lack of effec�ve
treatment op�ons for pa�ents showing PARPi resistance, we believe these data are suppor�ve of evalua�ng this combina�on within a
PARPi-resistant clinical se�ng.”

Preclinical studies featured in the AACR poster evaluated onvanser�b-olaparib combina�on treatment in three olaparib-resistant
pa�ent-derived xenogra� (PDX) ovarian cancer models. Two of the three PDX models used (MNHOC22, MNHOC266) were cispla�n-
sensi�ve with a mutated BRCA1 gene, while the third (MNHOC316DDP) was cispla�n-resistant with wild type BRCA1. BRCA1-mutant
tumor cells are deficient for homologous recombina�on (HR)-mediated DNA repair and are ini�ally sensi�ve to PARPi. This suggests that
PARPi resistance was acquired in the MNHOC22 and MNHOC266 tumors due to the restora�on of HR-mediated DNA repair, while being
naturally conferred in MNHOC316DDP tumors due to con�nuous HR-proficiency.

Data showed that combining onvanser�b with olaparib led to a sta�s�cally significant survival benefit compared to treatment with
either agent alone in each of the three evaluated PDX models. Results showed the combina�on was well tolerated.

An electronic copy of the poster and corresponding abstract, en�tled, Combining PARP inhibi�on with the Polo-like kinase 1 (PLK1)
inhibitor onvanser�b overcomes PARP inhibitor resistance, is available to registered a�endees of the AACR annual mee�ng on the
mee�ng website. The in-person presenta�on will take place during the “Drug Resistance and Reversal of Resistance” poster session on
April 12, 2022, from 1:30 PM – 5:00 PM CT. Following the mee�ng, the poster will be available on the "Scien�fic Presenta�ons" sec�on
of the Cardiff Oncology website at h�ps://cardiffoncology.com/scien�fic-presenta�ons/.

About Cardiff Oncology, Inc.
Cardiff Oncology is a clinical-stage biotechnology company leveraging PLK1 inhibi�on to develop novel therapies across a range of
cancers. Our lead asset is onvanser�b, an oral highly selec�ve PLK1 inhibitor, which we are evalua�ng in combina�on with standard-of-
care (SOC) therapeu�cs in clinical programs targe�ng indica�ons such as KRAS-mutated metasta�c colorectal cancer, metasta�c
pancrea�c ductal adenocarcinoma, and metasta�c castrate-resistant prostate cancer. These programs and our 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. 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
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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 candidates; 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 any of our technology or products 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, 2021, 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.

Cardiff Oncology Contact:
Vicki Kelemen
Chief Opera�ng Officer
858-952-7652
vkelemen@cardiffoncology.com

Investor Contact:
Joyce Allaire
LifeSci Advisors
212-915-2569
jallaire@lifesciadvisors.com

Media Contact:
Amy Jobe, Ph.D.
LifeSci Communica�ons
315-879-8192
ajobe@lifescicomms.com
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