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Item 2.02 Results of Operations and Financial Condition.

On November 14, 2022, Virios Therapeutics, Inc. (the “Company”) issued a press release announcing the results of operations for the
third quarter ended September 30, 2022. A copy of the press release is included as Exhibit 99.1 to this Current Report on Form 8-K and is
hereby incorporated by reference into this Item 2.02.  

The information provided pursuant to this Item 2.02, including Exhibit 99.1, is being furnished and shall not be deemed “filed” for
purposes of Section 18 of the Securities Exchange Act of 1934 (the “Exchange Act”) or otherwise subject to the liabilities under that Section
and shall not be deemed to be incorporated by reference into any filing of the Company under the Securities Act of 1933 or the Exchange
Act.

 
Item 9.01 Financial Statements and Exhibits.

(d) Exhibits.

Exhibit Number     Description
99.1 Press Release of the Company, dated November 14, 2022 (furnished herewith).
104 Cover Page Interactive Data File (formatted in Inline XBRL and contained in Exhibit 101)



3

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.

 VIRIOS THERAPEUTICS, INC.
   
 By: /s/ Angela Walsh
 Name: Angela Walsh

Title: Senior Vice President of Finance and Corporate Secretary
November 14, 2022
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Exhibit 99.1

Virios Therapeutics Announces Third Quarter 2022
Financial Results and Provides Corporate Update

- FORTRESS Study Analysis Reveals Fibromyalgia Patients New to Research Demonstrate Significant IMC-1
Pain Reduction Treatment Benefits -

- Company Believes FORTRESS Safety Data Supports Phase 3 Development, Requesting FDA Meeting to
Discuss Next Steps -

- Patient Dosing Continues in IMC-2 Exploratory Long-COVID Treatment Study -
- Conference Call Today at 8:30 a.m. ET -

ATLANTA, Ga., November 14, 2022 -- Virios Therapeu�cs, Inc. (Nasdaq: VIRI) (the “Company”), a
development-stage biotechnology company focused on advancing novel, combina�on an�viral therapies to
treat debilita�ng chronic diseases including fibromyalgia (“FM”), today announced financial results for the
third quarter ended September 30, 2022, as well as plans to advance development of its lead an�viral
development candidate, IMC-1, as a potential new treatment for FM patients.

Key Highlights and Upcoming Milestones

● Post-hoc analysis of the FORTRESS (Fibromyalgia Outcome Research Trial Evalua�ng Synergis�c
Suppression of Herpes Simplex Virus-1) study results indicated that FM pa�ents who were generally
more naïve to prior clinical studies and prior FM drug treatment (“new” pa�ents), demonstrated
clinically and sta�s�cally significant reduc�ons in pain, fa�gue, FM symptoms and both anxiety and
depression symptoms. In contrast, FM pa�ents who were prior FM trial par�cipants and/or study site
database pa�ents (“experienced” pa�ents) did not exhibit a sta�s�cally significant treatment benefit
in this study.

● The Company believes targe�ng new FM pa�ents for IMC-1 development is the op�mal approach
and plans to meet with the U.S. Food & Drug Administra�on (“FDA”) with the goal to progress IMC-1
into Phase 3 development.

● In September, the Company raised $5 million in equity capital to further advance the clinical
development of IMC-1 and for working capital and general corporate purposes.

As previously announced, Virios’ novel FM development candidate, IMC-1, demonstrated exemplary safety
and tolerability in the FORTRESS study but did not achieve sta�s�cal significance on the pre-specified
primary efficacy endpoint of change from baseline in daily self-
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reported average pain severity scores compared to placebo. However, analysis of the top-line data revealed
a bifurca�on of response based on the �ming of pa�ent enrollment in the FORTRESS study that the
Company believes is unlikely related to chance. Based on these results, the Company performed a deeper
analysis of the FORTRESS data to determine factors driving these results to determine whether, and if so,
how, to continue the development of IMC-1.

Initial Analysis

Ini�al analysis of the efficacy data showed that the roughly 50-60% of pa�ents recruited in the beginning of
the trial, from May 2021 to November 2021, had responses that were not consistent with prior research or
with the design goals of the study, par�cularly with respect to the rate of placebo improvement.  However,
the responses of pa�ents enrolled in the second half of the trial, from November 2021 to April 2022, were
consistent with the Company’s expected efficacy profile for IMC-1 vs placebo.  In a post-hoc analysis, the
sub-group of pa�ents recruited from November 2021 to April 2022 demonstrated sta�s�cally and clinically
significant improvement, which the Company believes was unlikely related to chance.  Consistent with the
Company’s prior communica�on, the COVID-19 pandemic appeared to impact overall results, par�cularly in
the first half of the FORTRESS study, when extensive quaran�ning was in place, vaccina�on rates were far
lower than later in the trial, and there was limited access to home COVID-19 testing.

Detailed Sub-Group Analysis

Following the ini�al analyses, the Company further analyzed popula�ons and factors that may have been
par�cularly sensi�ve to the pandemic or elevated placebo responses. One of these analyses revealed that
“new” pa�ents, recruited into FORTRESS via adver�sing, demonstrated sta�s�cally significant reduc�on in
FM related pain, fa�gue, anxiety and depressive symptoms and an overall improvement in their global
health status, irrespec�ve of when they enrolled in the FORTRESS trial.  In contrast, previous “experienced”
FM study subjects and those previously treated for FM, who in the Company’s view represent a more
treatment refractory cohort of pa�ents, did not exhibit meaningful treatment benefits. Importantly, “new”
pa�ents responded to IMC-1 and also exhibited a lower discon�nua�on rate due to adverse events as
compared with placebo.  These effects were demonstrated irrespec�ve of when these new pa�ents were
recruited, which the Company believes supports the con�nued progression of IMC-1 to Phase 3
development, even in a research environment in which COVID-19 persists and new COVID-19 strains may
emerge.  

“As CEO and a Virios shareholder, I was as disappointed as all of our fellow shareholders were in the ini�al
efficacy results from the FORTRESS Phase 2b FM study,” said Greg Duncan, Chairman
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and CEO of Virios Therapeu�cs. “However, the team and I believe the in-depth analysis of the FORTRESS
data supports IMC-1 development for new, less refractory FM pa�ents, and this conclusion is supported by
our external FM expert advisors.”    

“While we were pleased to recruit the FORTRESS study in the midst of extraordinary circumstances
associated with the pandemic, it remains clear this environment did have unintended impacts on our
FORTRESS study results,” said R. Michael Gendreau, MD, PhD, Chief Medical Officer of Virios Therapeu�cs.
“We may be reaching a satura�on point in the U.S. FM research pa�ent community, whereby experienced
trial subjects and those presently treated for FM may be characterized as more refractory.  This trend has
been observed in several other research categories, such as depression, where more �me and energy must
be extended to recruit newer, more treatment naïve patients.”    

Third Quarter 2022 Financial Results

Research and development expenses for the third quarter ended September 30, 2022 were $1.6 million,
compared to $3.0 million for the third quarter ended September 30, 2021. The decrease was primarily due
to a decrease in clinical trial expenses for the FORTRESS study of $0.9 million, a decrease in expenses
related to our chronic toxicology program of $0.4 million and a decrease in drug development and
manufacturing costs of $0.1 million.

General and administra�ve expenses for the third quarter ended September 30, 2022 were $0.9 million,
compared to $1.1 million for the third quarter ended September 30, 2021. The decrease was due primarily
to decreases in expenses in salaries and related costs.  

Net loss for the third quarter ended September 30, 2022 was $2.6 million, or $0.28 basic and diluted net
loss per share, compared to a net loss of $4.1 million, or $0.49 basic and diluted net loss per share, for the
third quarter ended September 30, 2021. The lower net loss was primarily due to a decrease in research and
development costs.

As of September 30, 2022, Virios Therapeu�cs’ cash totaled $9.8 million. The Company believes it will have
sufficient resources to support the Long-COVID exploratory program and fund its planned opera�ons
through the end of 2023.

The Company believes targe�ng new FM pa�ents for IMC-1 development is the op�mal approach and plans
to meet with the U.S. Food & Drug Administra�on (“FDA”) with the goal to progress IMC-1 into Phase 3
development.

Future IMC-1 FM research or clinical trials will require additional funding.
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Conference Call & Webcast Details

Virios Therapeu�cs management will host a webcast and conference call on November 14, 2022, at 8:30
a.m. ET to discuss the Company’s financial results and provide a corporate update. The live and archived
webcast of the call may be accessed on the Virios Therapeu�cs website under the Investors sec�on: Events
and Presenta�ons. The live call can also be accessed by dialing 888-506-0062 (domes�c) or 973-528-0011
(interna�onal) and asking to be connected to the "Virios Therapeu�cs Conference Call" using the access
code: 333300.

About Virios Therapeutics

Virios Therapeu�cs (Nasdaq: VIRI) is a development-stage biotechnology company focused on advancing
novel an�viral therapies to treat debilita�ng chronic diseases, such as fibromyalgia (“FM”). Immune
responses related to the ac�va�on of �ssue resident herpes have been postulated as a poten�al root cause
triggering and/or sustaining chronic illnesses such as FM, irritable bowel disease, chronic fa�gue syndrome
and other func�onal soma�c syndromes, all of which are characterized by waxing and waning symptoms
with no obvious e�ology. Our lead development candidate (“IMC-1”) is a novel, proprietary, fixed dose
combina�on of famciclovir and celecoxib designed to synergis�cally suppress herpes virus replica�on, with
the end goal of reducing virally promoted disease symptoms. IMC-1 has been granted fast track designa�on
by the FDA.  

The Company is pursuing a second development candidate, IMC-2 (valacyclovir and celecoxib), as a
poten�al treatment for managing the fa�gue, sleep, aMen�on, pain, autonomic func�on and anxiety
associated with Long-COVID, otherwise known as Post-Acute Sequelae of COVID-19 (PASC). The Company
has provided Bateman Horne Center (“BHC”) with an unrestricted inves�ga�onal grant to conduct this
study. BHC is a non-profit, interdisciplinary Center of Excellence advancing the diagnosis and treatment of
chronic fatigue disorders, FM, post-viral syndromes, and related comorbidities.

For more information, please visit www.virios.com.

Follow Virios Therapeutics

Email Alerts: https://ir.virios.com/resources/email-alerts

LinkedIn: https://www.linkedin.com/company/viriosbiotech/

Twitter: https://twitter.com/ViriosBiotech

Facebook: https://www.facebook.com/ViriosBiotech/
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Forward-Looking Statements

Statements in this press release contain “forward-looking statements,” within the meaning of the U.S.
Private Securi�es Li�ga�on Reform Act of 1995, that are subject to substan�al risks and uncertain�es. All
statements, other than statements of historical fact, contained in this press release are forward-looking
statements. Forward-looking statements contained in this press release may be iden�fied by the use of
words such as “an�cipate,” “believe,” “contemplate,” “could,” “es�mate,” “expect,” “intend,” “seek,”
“may,” “might,” “plan,” “poten�al,” “predict,” “project,” “suggest,” “target,” “aim,” “should,” "will,”
“would,” or the nega�ve of these words or other similar expressions, although not all forward-looking
statements contain these words. Forward-looking statements are based on Virios Therapeu�cs’ current
expecta�ons and are subject to inherent uncertain�es, risks and assump�ons that are difficult to predict,
including risks related to the comple�on, �ming and results of current and future research or clinical studies
rela�ng to Virios Therapeu�cs’ product candidates. Further, certain forward-looking statements are based
on assump�ons as to future events that may not prove to be accurate. These and other risks and
uncertain�es are described more fully in the sec�on �tled “Risk Factors” in the Annual Report on Form 10-K
for the year ended December 31, 2021, filed with the Securities and Exchange Commission. Forward-looking
statements contained in this announcement are made as of this date, and Virios Therapeu�cs, Inc.
undertakes no duty to update such information except as required under applicable law.

Contact:
IR@Virios.com

-Financial Tables Follow-
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VIRIOS THERAPEUTICS
Selected Financial Data
(unaudited)

Condensed Statements of
Operations Data

Three Months Ended
September 30,

Nine Months Ended
September 30,

2022 2021 2022 2021
Revenue $ — $ — $ — $ —
Operating expenses:

Research and development 1,622,374 2,961,122 6,797,914 7,877,281
General and administrative 969,946 1,150,369 3,427,679 3,576,101

Total operating expenses 2,592,320 4,111,491 10,225,593 11,453,382
Loss from operations (2,592,320 ) (4,111,491 ) (10,225,593 ) (11,453,382 )
Other income 16,605 1,509 22,315 4,405
Net loss $ (2,575,715 ) $ (4,109,982 ) $ (10,203,278 ) $ (11,448,977 )
Net loss per share of common stock — basic

and diluted $ (0.28 ) $ (0.49 ) $ (1.18 ) $ (1.37 )
Weighted average shares outstanding — basic

and diluted   9,199,955   8,330,390   8,623,430   8,328,946

  
Condensed Balance Sheet Data September 30, December 31,

2022 2021

Cash $ 9,788,397 $ 14,008,184
Total assets 10,857,977 15,776,687
Total liabilities 1,633,142 1,275,623
Total stockholders’ equity 9,224,835 14,501,064

Source: Virios Therapeutics, Inc.


