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Risk Level High 
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Industry Med-Biomed/Gene 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

In April 2026, Oncolytics Biotech, Inc. (ONCY) announced 
that the company has reached alignment with the U.S. FDA 
on the design of a pivotal clinical trial of pelareorep in patients 
with unresectable metastatic squamous cell carcinoma of the 
anal canal (SCAC) following a Type C meeting. The company 
will be performing a randomized controlled trial designed to 
support both accelerated approval and full approval within the 
same study. Oncolytics also recently reported new data in 
metastatic colorectal cancer (mCRC) that showed a 
meaningful 19.5-month median duration of response in 
second-line KRAS-mutant MSS mCRC, compared to a 
historical benchmark of 4-6 months.  The company is in 
discussions with the FDA on a potential accelerated approval 
pathway for the currently enrolling Phase 2 study of 
pelareorep in combination with FOLFIRI and bevacizumab in 
second-line RAS-mutant MSS CRC. 

52-Week High $1.42 
52-Week Low $0.33 
One-Year Return (%) 79.96 
Beta 1.02 
Average Daily Volume (sh) 1,254,268 
  
Shares Outstanding (mil) 119 
Market Capitalization ($mil) $95 
Short Interest Ratio (days) 1 
Institutional Ownership (%) 7 
Insider Ownership (%) 0 

  

Annual Cash Dividend  $0.00 
Dividend Yield (%)  0.00 
  
5-Yr. Historical Growth Rates  
    Sales (%) N/A 
    Earnings Per Share (%) N/A 
    Dividend (%)   N/A 
  

P/E using TTM EPS N/A 

P/E using 2026 Estimate -3.7 

P/E using 2027 Estimate -4.8 
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ONCY: Aligns with FDA on Pivotal Trial for 
Pelareorep in Anal Cancer 
 

Based on our probability-adjusted DCF model that takes 
into account potential future revenues for pelareorep in 
SCAC, mCRC, and mPDAC, ONCY is valued at $6.00 per 
share. This model is highly dependent upon the continued 
clinical success of pelareorep and will be adjusted 
accordingly based on future results. 

 

Sponsored – Impartial - Comprehensive 
 

 Sponsored – Impartial - Comprehensive 

   May 19, 2026 
David Bautz, PhD 

312-265-9471 
dbautz@zacks.com 

 

ZACKS ESTIMATES 
 

Revenue  
(in millions of $) 

 Q1 Q2 Q3 Q4 Year 

 (Mar) (Jun) (Sep) (Dec) (Dec) 

2025 0.0 A    0.0 A    0.0 A    0.0 A    0.0 A    

2026 0.0 A    0.0 E    0.0 E    0.0 E    0.0 E     

2027                 0.0 E    

2028                 0.0 E 
  

Earnings per Share 
 

 Q1 Q2 Q3 Q4 Year 

 (Mar) (Jun) (Sep) (Dec) (Dec) 

2025 -$0.08 A -$0.07 A -$0.14 A -$0.04 A -$0.30 A 

2026 -$0.08 A -$0.06 E -$0.06 E -$0.06 E -$0.24 E 

2027     -$0.23 E 

2028                 -$0.21 E 
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      WHAT’S NEW 

 
 
Business Update 
 
Aligns with FDA on Pivotal Trial in Anal Cancer 
 
In April 2026, Oncolytics Biotech Inc. (ONCY) announced it had reach alignment with the U.S. Food and Drug 
Administration (FDA) on a pivotal study for pelareorep, the company’s lead development product that is a 
systemically delivered oncolytic virus designed to selectively replicate in cancer cells and enhance anti-tumor 
immunity, in unresectable metastatic squamous cell carcinoma of the anal canal (SCAC). The company is 
currently incorporating the FDA’s feedback into a final protocol, which is expected to be a single, randomized 
controlled clinical trial with the ability to seek both accelerated approval and full approval at different points in 
the trial.  
 
SCAC is a relatively rare malignancy, with approximately 9,000–10,000 new cases diagnosed annually in the 
United States, but its incidence has been steadily increasing over the past several decades (Siegel et al., 
2024). The disease is strongly associated with infection by high-risk human papillomavirus (HPV), particularly 
HPV-16, which drives oncogenesis through expression of viral oncoproteins that promote immune evasion 
and cellular transformation (Lin et al., 2018).  
 
While early-stage SCAC can often be treated effectively with chemoradiation, outcomes for patients with 
unresectable or metastatic disease are significantly worse. First-line treatment has historically consisted of 
platinum-based chemotherapy (e.g., carboplatin plus paclitaxel), which can achieve response rates in the 
range of 60-80%, although a substantial proportion of patients ultimately experience disease progression 
(Gondal et al., 2023). More recently, the treatment landscape has begun to evolve with the incorporation of 
immune checkpoint inhibitors, including the approval of retifanlimab in combination with chemotherapy in the 
first-line setting. Despite this progress, outcomes following progression remain poor, and treatment patterns in 
the second-line and later setting are not well defined, with no universally adopted standard of care. 
 
Pelareorep has been evaluated in SCAC in the GOBLET study, an ongoing multi-cohort clinical trial 
investigating pelareorep in combination with checkpoint inhibition and chemotherapy, as appropriate, across 
gastrointestinal malignancies (NCT07280377). In Cohort 4, pelareorep was combined with the PD-L1 inhibitor 
atezolizumab in patients with second-line or later SCAC, representing a heavily pretreated population with 
limited therapeutic options. Updated data from this cohort demonstrated evidence of clinical activity, including 
a 30% overall response rate and a median 17-month duration of response. 

 
Notably, the pattern of response observed in GOBLET Cohort 4 is consistent with pelareorep’s proposed 
mechanism as an immune primer. Treatment was associated with tumor shrinkage across multiple patients, 
including both partial responses and prolonged stable disease, suggesting that the combination of pelareorep 
and checkpoint inhibition may overcome resistance mechanisms that limit the efficacy of PD-1/PD-L1 
blockade alone. While cross-trial comparisons should be interpreted cautiously, the observed activity 
compares favorably to historical benchmarks for checkpoint inhibitor monotherapy in this setting, where 
response rates are generally low and disease control is limited. 
 

 
 

https://pubmed.ncbi.nlm.nih.gov/38230766/
https://pubmed.ncbi.nlm.nih.gov/38230766/
https://pubmed.ncbi.nlm.nih.gov/29158102/
https://pubmed.ncbi.nlm.nih.gov/36975459/
https://clinicaltrials.gov/study/NCT07280377
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Durable Responses Reported in Second-Line CRC 
 
In May 2026, Oncolytics announced new durability data from the ongoing REO 022 trial that demonstrated a 
19.5-month median duration of response in second-line KRAS-mutant, microsatellite stable (MSS) metastatic 
colorectal cancer (mCRC) patients. This is in addition to previously reported median overall survival (OS) data 
of 27.0 months. These results compare favorably to established benchmarks for FOLFIRI plus bevacizumab in 
the second-line setting. Across prospective trials and real-world studies, objective response rates for FOLFIRI-
based regimens in previously treated mCRC are typically in the range of ~6–11%, with median PFS of 
approximately 5–7 months and median OS of approximately 11–13 months (Bennouna et al., 2013; Iwamoto 
et al., 2015). While cross-trial comparisons should be interpreted with caution, the magnitude of improvement 
observed with pelareorep, particularly in a molecularly defined, poor-prognosis KRAS-mutant population, 
suggests the potential for meaningful clinical benefit beyond cytotoxic therapy alone. 
 
Oncolytics is currently enrolling a Phase 2 trial in second-line, RAS-mutated, microsatellite-stable mCRC 
patients (NCT07446322). The patients will be randomized into one of two groups: bevacizumab and FOLFIRI 
or pelareorep, bevacizumab, and FOLFIRI. The study is powered for statistical significance with each arm 
expected to enroll 30 patients. The primary endpoint of the trial is objective response rate (ORR), with PFS, 
OS, safety, and biomarker analysis as other endpoints. The company is actively engaged with the FDA 
regarding a potential accelerated approval pathway based on response durability and time-to-event endpoints 
in this study.  
 
Financial Update 
 
On May 14, 2026, Oncolytics filed form 10-Q with financial results for the first quarter of 2026. As expected, 
the company did not report any revenues in the first quarter of 2026. R&D expenses in the first quarter of 2026 
were $4.6 million compared to $2.8 million in the first quarter of 2025. The increase was primarily due to 
increased personnel-related expenses and clinical trial costs. G&A expenses in the first quarter of 2026 were 
$4.7 million compared to $2.2 million in the first quarter of 2025. The increase was primarily due to increased 
public company-related expenses, personnel-related expenses, and intellectual property expenses.  
 
As of March 31, 2026, Oncolytics had approximately $5.5 million in cash and cash equivalents. Subsequent to 
the end of the quarter, the company sold approximately 2.6 million common shares pursuant to an Open 
Market Sale Agreement signed in April 2026 with Jefferies LLC for net proceeds of approximately $2.3 million. 
As of May 12, 2026, Oncolytics had approximately 119.4 million common shares outstanding and, when 
factoring in stock options and warrants, a fully diluted share count of 146.6 million.  
 
Conclusion 
 
We look forward to additional details on the upcoming pivotal trial for pelareorep in anal cancer, for which we 
continue to anticipate it initiating in the second half of 2026. The updated response data for pelareorep in 
mCRC is very encouraging, and we look forward to updates from the company regarding the potential for 
accelerated approval in that indication. With no changes to our model, our valuation remains at $6 per share. 

 
 
 
 

https://pubmed.ncbi.nlm.nih.gov/23168366/
https://pubmed.ncbi.nlm.nih.gov/25908603/
https://pubmed.ncbi.nlm.nih.gov/25908603/
https://clinicaltrials.gov/study/NCT07446322
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       PROJECTED FINANCIALS 

 
 
 
 

Oncolytics Biotech, Inc. 2025 A 1Q A 2Q E 3Q E 4Q E 2026 E 2027 E 2028 E 

SCAC $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

mCRC $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

mPDAC $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

Grants & Collaborative Revenue $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

Total Revenues $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

Research & Development $13.3  $4.6  $3.4  $3.6  $3.8  $15.4  $17.0  $20.0  

General & Administrative $15.4  $4.7  $4.0  $4.0  $4.0  $16.7  $17.0  $18.0  

Other Expenses $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

Operating Income ($28.7) ($9.3) ($7.4) ($7.6) ($7.8) ($32.1) ($34.0) ($38.0) 

Non-Operating Expenses (Net) $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $1.0  

Pre-Tax Income ($28.7) ($9.2) ($7.4) ($7.6) ($7.8) ($32.0) ($34.0) ($37.0) 

Income Taxes Paid ($0.1) $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $1.0  

Net Income ($28.8) ($9.2) ($7.4) ($7.6) ($7.8) ($32.0) ($34.0) ($36.0) 

Translation Adjustments ($0.1) $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $1.0  

Total Comprehensive Gain/Loss ($28.90) ($9.24) ($7.40) ($7.60) ($7.80) ($32.04) ($34.00) ($35.00) 

Net Loss per Share ($0.30) ($0.08) ($0.06) ($0.06) ($0.06) ($0.26) ($0.23) ($0.21) 
Basic Shares Outstanding 95.9 112.3 120.0 130.0 140.0 125.6 150.0 175.0 

Source: Zacks Investment Research, Inc.                          David Bautz, PhD               
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      DISCLOSURES 

 
The following disclosures relate to relationships between Zacks Small-Cap Research (“Zacks SCR”), a division of Zacks Investment Research 
(“ZIR”), and the issuers covered by the Zacks SCR Analysts in the Small-Cap Universe. 
 
ANALYST DISCLOSURES 

I, David Bautz, PhD, hereby certify that the view expressed in this research report accurately reflect my personal views about the subject 
securities and issuers. I also certify that no part of my compensation was, is, or will be, directly or indirectly, related to the recommendations or 
views expressed in this research report. I believe the information used for the creation of this report has been obtained from sources I considered 
to be reliable, but I can neither guarantee nor represent the completeness or accuracy of the information herewith. Such information and the 
opinions expressed are subject to change without notice. 
 

INVESTMENT BANKING AND FEES FOR SERVICES  

Zacks SCR does not provide investment banking services nor has it received compensation for investment banking services from the issuers of 
the securities covered in this report or article. 
Zacks SCR has received compensation from the issuer directly, from an investment manager, or from an investor relations consulting firm 
engaged by the issuer for providing non-investment banking services to this issuer and expects to receive additional compensation for such non-
investment banking services provided to this issuer. The non-investment banking services provided to the issuer includes the preparation of this 
report, investor relations services, investment software, financial database analysis, organization of non-deal road shows, and attendance fees 
for conferences sponsored or co-sponsored by Zacks SCR. The fees for these services vary on a per-client basis and are subject to the number 
and types of services contracted.  Fees typically range between ten thousand and fifty thousand dollars per annum. Details of fees paid by this 
issuer are available upon request. 
 

POLICY DISCLOSURES   

This report provides an objective valuation of the issuer today and expected valuations of the issuer at various future dates based on applying 
standard investment valuation methodologies to the revenue and EPS forecasts made by the SCR Analyst of the issuer’s business.  
SCR Analysts are restricted from holding or trading securities in the issuers that they cover. ZIR and Zacks SCR do not make a market in any 
security followed by SCR nor do they act as dealers in these securities.  Each Zacks SCR Analyst has full discretion over the valuation of the 
issuer included in this report based on his or her own due diligence.  SCR Analysts are paid based on the number of companies they cover. 
SCR Analyst compensation is not, was not, nor will be, directly or indirectly, related to the specific valuations or views expressed in any report or 
article. 
 

ADDITIONAL INFORMATION 

Additional information is available upon request. Zacks SCR reports and articles are based on data obtained from sources that it believes to be 
reliable, but are not guaranteed to be accurate nor do they purport to be complete. Because of individual financial or investment objectives 
and/or financial circumstances, this report or article should not be construed as advice designed to meet the particular investment needs of any 
investor. Investing involves risk. Any opinions expressed by Zacks SCR Analysts are subject to change without notice. Reports or articles or 
tweets are not to be construed as an offer or solicitation of an offer to buy or sell the securities herein mentioned. 
 

CANADIAN COVERAGE  

This research report is a product of Zacks SCR and prepared by a research analyst who is employed by or is a consultant to Zacks SCR. The 
research analyst preparing the research report is resident outside of Canada, and is not an associated person of any Canadian registered 
adviser and/or dealer. Therefore, the analyst is not subject to supervision by a Canadian registered adviser and/or dealer, and is not required to 
satisfy the regulatory licensing requirements of any Canadian provincial securities regulators, the Investment Industry Regulatory Organization of 
Canada and is not required to otherwise comply with Canadian rules or regulations. 

 


