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On September 19, 2022, Virios Therapeutics, Inc. (VIRI) 
announced topline results for the Phase 2b FORTRESS trial of 
IMC-1 for the treatment of fibromyalgia (FM). The company 
reported that the study did not achieve statistical significance on 
the prespecified primary efficacy endpoint of change from 
baseline to Week 14 in the weekly average of daily self-reported 
average pain severity scores comparing IMC-1 to placebo 
(P=0.302). However, a deeper look at the data showed a 
potential treatment response based on the timing of patient 
enrollment. Patients enrolled during the first half of the trial (June 
2021 – November 2021) showed no treatment effect for IMC-1, 
while patients enrolled in the second half of the trial (November 
2021 – April 2022) showed a statistically significant improvement 
on the primary endpoint (P=0.03) as well as key secondary 
endpoints. The company will continue to analyze the 
FORTRESS data and we anticipate an update on the 
development of IMC-1 when that analysis is concluded.   

52-Week High $8.77 
52-Week Low $3.31 
One-Year Return (%) 70.96 
Beta 0.63 
Average Daily Volume (sh) 24,712 
  
Shares Outstanding (mil) 8 
Market Capitalization ($mil) $73 
Short Interest Ratio (days) N/A 
Institutional Ownership (%) 14 
Insider Ownership (%) 20 

  

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 2021 Estimate N/A 

P/E using 2022 Estimate N/A 
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VIRI: FORTRESS Trial Does Not Meet 
Primary Efficacy Endpoint… 

Based on our probability adjusted DCF model that 
takes into account potential future revenues of IMC-1, 
VIRI is valued at $7.00/share. This model is highly 
dependent upon continued clinical success of IMC-1 
and will be adjusted accordingly based on future 
clinical results.  

Sponsored – Impartial - Comprehensive 
 

 Sponsored – Impartial - Comprehensive 

ZACKS ESTIMATES 
 

Revenue  
(In millions of $) 

 Q1 Q2 Q3 Q4 Year 

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

2021 0 A 0 A 0 A 0 A 0 A 

2022 0 A 0 A 0 E 0 E 0 E 

2023     0 E 

2024     0 E 
 

Earnings per Share 
  

 Q1 Q2 Q3 Q4 Year 

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

2021 -$0.37 A   -$0.51 A -$0.49 A    -$0.54 A -$1.92 A 

2022   -$0.48 A  -$0.44 A  -$0.52 E   -$0.51 E -$1.94 E 

2023     -$1.94 E 

2024     -$2.16 E 
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      WHAT’S NEW 

 
 
Business Update 
 
FORTRESS Trial Does Not Meet Primary Endpoint 
 
On September 19, 2022, Virios Therapeutics, Inc. (VIRI) announced topline results from the Phase 2b 
FORTRESS (Fibromyalgia Outcome Research Trial Evaluating Synergistic Suppression of Herpes Simplex 
Virus-1) trial of IMC-1 for the treatment of fibromyalgia (FM). The FORTRESS trial was a randomized double 

blind, placebo controlled study of IMC-1. The primary endpoint of the trial was reduction in pain and 
secondary endpoints included change in fatigue, sleep disturbance, global health status, and patient 
functionality (NCT04748705). A copy of the company’s data presentation can be found here. 
 
The topline results showed that the FORTRESS trial did not achieve statistical significance on the prespecified 
primary efficacy endpoint of change from baseline to Week 14 in the weekly average of daily self-reported 
average pain severity scores comparing IMC-1 to placebo (P=0.302). The following graph shows the primary 
endpoint over the 16 weeks of the trial (all participants received placebo after Week 14). Patients receiving 
IMC-1 showed a statistically significant treatment effect over the first five weeks of the trial, however that 
separation diminished between the two treatment groups and by Week 14 there was no statistically significant 
difference.  
 

 
 
A similar lack of separation between the two treatment groups was seen in the secondary endpoints 
examining the PROMIS Fatigue outcome as well as the FIQR Symptom Domain and the FIQR Function 
Domain, as shown in the following graphs.  
 

https://ir.virios.com/news/press-releases/detail/84/virios-therapeutics-announces-top-line-results-from-phase
https://clinicaltrials.gov/ct2/show/NCT04748705
https://d1io3yog0oux5.cloudfront.net/_b238343ef15122b66bc10e3779d5aafa/virios/db/853/7517/presentation/Investor+Update+on+FORTRESS-Sept+19-2022-Final+v4.pdf
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The company performed an initial deeper examination of the data by separating out patients that were 
enrolled in the first half of the trial (“Cohort 1”) compared to patients that were enrolled in the second half of 
the trial (“Cohort 2”). It was noted that during the first half of the trial the Delta variant of SARS-CoV-2 was the 
predominant strain circulating in the U.S. while during the second half of the trial the Omicron strain was 
dominant. While the differing SARS-CoV-2 strains may not have impacted the FORTRESS trial, it is 
interesting that there seems to be a large difference in the efficacy outcomes for the two cohorts.  
 
The following graphs show the primary efficacy daily pain score outcomes for Cohort 1 and Cohort 2. For 
Cohort 1, there was no statistically significant difference between the two treatment groups (P=-0.484). 
However, for Cohort 2 there was a statistically significant difference that favored IMC-1 treatment (P=0.030). 
This statistically significant difference was seen not just for the primary outcome but in the PROMIS Fatigue, 
FIQR Symptom Domain, and the mean change in HADS Depression Score, suggesting that those results may 
not just be a statistical artifact.  
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Importantly, IMC-1 was well tolerated during the trial. The following table shows adverse events that were 
reported in >2% of IMC-1 patients. COVID-19 infection was the most reported adverse event. This was self-
reported by the patient as there was no official COVID-19 testing of participants in the FORTRESS trial. 
Interestingly, a higher percentage of patients discontinued from the trial due to adverse events in the placebo 
group (8.1%) than in the IMC group (4.6%). 
 

 
 
Conclusion 
 
We were disappointed and surprised to see that the FORTRESS trial did not meet the primary efficacy 
endpoint, as the company’s Phase 2a data showed a clear treatment effect for IMC-1 in FM patients. The 
company will continue to analyze the data in an effort to determine why the trial was unsuccessful and we 
anticipate an update on the development of IMC-1 when that analysis is complete. The initial examination of 
the trial data based on enrollment date is interesting, however at this point the presence of differing SARS-
CoV-2 strains to explain the difference in outcome between patients enrolled in the first versus the second half 
of the trial is speculative and additional analysis will need to be conducted to better understand that 
phenomenon.  
 
Based on the results of the FORTRESS trial we have lowered the probability of approval for IMC-1 in FM to 
20%, raised the discount rate to 15%, and increased the future dilution to account for additional financings. 
This has results in a decrease of our valuation to $7 per share.  
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       PROJECTED FINANCIALS 

 
 
 
 

Virios Therapeutics, Inc. 2021 A Q1 A Q2 A Q3 E Q4 E 2022 E 2023 E 2024 E 

IMC-1 $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

Other  Income $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  

CoGS $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

Product Gross Margin - - - - - - - - 

R&D $10.8 $2.8 $2.4 $3.0 $3.0 $11.2 $14.0 $16.0 

SG&A $4.8 $1.2 $1.3 $1.3 $1.3 $5.1 $5.5 $5.7 

Operating Income ($15.6) ($4.0) ($3.7) ($4.3) ($4.3) ($16.2) ($19.5) ($21.7) 

Operating Margin - - - - - - - - 

Interest & Other Income ($0.3) $0.0 $0.0 $0.0 $0.0 $0.0  $0.1  $0.1  

Pre-Tax Income ($16.0) ($4.0) ($3.7) ($4.3) ($4.3) ($16.2) ($19.4) ($21.6) 
Taxes & Other $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  $0.0  

Tax Rate 0% 0% 0% 0% 0% 0% 0% 0% 

Net Income ($16.0) ($4.0) ($3.7) ($4.3) ($4.3) ($16.2) ($19.4) ($21.6) 

Reported EPS ($1.92) ($0.48) ($0.44) ($0.52) ($0.51) ($1.94) ($1.94) ($2.16) 

Weighted Shares Outstanding 8.3 8.3 8.3 8.3 8.3 8.3 10.0 10.0 

Source: Zacks Investment Research, Inc.          David Bautz, 
PhD                 
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     HISTORICAL STOCK PRICE 
 
 
 

 
Source: Zacks Small Cap Research 
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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. 

 


