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Item 8.01 Other Events

On April 11, 2023, Veru Inc. (“we,” “us,” “our” or “Veru”) filed an amendment to a Registration Statement on Form S-3 that included the following
“Recent Developments.”

Recent Developments

The Pill Club has historically been our largest telehealth customer for FC2, accounting for 44% of our net revenues (including 58% of our U.S.
prescription channel revenue) in fiscal 2022 and 43% of our net revenues (including 57% of our U.S. prescription channel revenue) in fiscal 2021. We sell
FC2 to The Pill Club at a wholesale price pursuant to purchase orders received from The Pill Club from time to time. The Pill Club takes title to FC2 and
then acts as a distributor of FC2. The Pill Club is solely responsible for its interactions with health care providers and patients (including, without
limitation, the conduct of the telehealth physician-patient interactions), pricing of the FC2 products that it distributes, and legal and regulatory compliance.
We have no oversight of The Pill Club’s operations.

On February 7, 2023, the California Attorney General announced a settlement with The Pill Club over a number of alleged improper actions by The Pill
Club, including alleged overbilling for FC2. Notwithstanding the statements in the California Attorney General’s press release, California’s allegations
against The Pill Club, according to the publicly available Settlement Agreement executed as of January 18, 2023, involved not only billing related to FC2
but also billing related to emergency contraceptives, improper coding of asynchronous telemedicine visits, and billing for prescriptions sent to California
patients by a Texas pharmacy not then-licensed to provide pharmacy services to California patients.

While the California Attorney General’s allegations included The Pill Club’s practices with respect to sales of FC2 by The Pill Club, we were not involved
in such business practices and no claims against Veru have been made by the California Attorney General. However, to the extent that the settlement
adversely affects The Pill Club’s FC2 sales, our business may be adversely affected.

As a result of the settlement, The Pill Club has informed us that it expects to modify some of its business practices regarding its sales of FC2 to patients,
notwithstanding that The Pill Club did not agree that it had violated any laws in the Settlement Agreement. It is not clear to Veru at this time when such
new business model will be in operation in California or in any other states. In addition, the settlement may have damaged The Pill Club’s reputation and
may affect The Pill Club’s financial resources to continue large purchases of FC2. Such changes may make it difficult to restore The Pill Club’s ordering
patterns in future periods, and as a result net revenues from sales of FC2 may not return to past levels.

We also have a concentration of accounts receivable with The Pill Club, which totals $3.9 million as of March 31, 2023, including $1.3 million of
accounts receivable that are past due. At this time, Veru is uncertain as to whether or when The Pill Club will pay these amounts to Veru. Veru had been
making significant efforts to obtain clarity from The Pill Club on when this payment would be made. On March 29, 2023, The Pill Club refused delivery
of a shipment of FC2 for which it had previously submitted a binding purchase order and which it was contractually bound to accept. On March 30, 2023,
Veru provided written notice to The Pill Club that Veru believed The Pill Club was in default for the past due payment and the refused shipment. These
breaches remained uncured 10 calendar days after the default notice and, accordingly, Veru’s contract with The Pill Club for the sale of FC2 has
automatically terminated by its terms.

If The Pill Club’s business and legal issues impair or have impaired its financial condition, it may no longer be able or willing to pay the past due accounts
receivable balance and other outstanding invoices on a timely basis or at all, or accept any deliveries of or place new orders for FC2 from Veru. Further,
with the termination of our contract with The Pill Club, we expect that our revenue from The Pill Club is likely to be substantially reduced or possibly
eliminated. It is possible that individual purchases of FC2 could still be made by The Pill Club from time to time but any such potential purchases would
be outside of the now terminated contract.
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Forward-Looking Statements

The statements in this report that are not historical facts are “forward-looking statements” as that term is defined in the Private Securities Litigation
Reform Act of 1995. Forward-looking statements in this report include statements regarding: the effect of the California Attorney General settlement on
our sales to The Pill Club, whether The Pill Club will timely pay outstanding invoices on a timely basis or at all, and whether The Pill Club will accept any
deliveries for FC2 or place any new orders for FC2. These forward-looking statements are based on the Company’s current expectations and subject to
risks and uncertainties that may cause actual results to differ materially, including unanticipated developments in and risks related to: the development of
the Company’s product portfolio and the results of clinical studies possibly being unsuccessful or insufficient to meet applicable regulatory standards or
warrant continued development; the ability to enroll sufficient numbers of subjects in clinical studies and the ability to enroll subjects in accordance with
planned schedules; the ability to fund planned clinical development; the timing of any submission to the FDA or any other regulatory authority and any
determinations made by the FDA or any other regulatory authority; the possibility that as vaccines, anti-virals and other treatments become widely
distributed the need for new COVID-19 treatment candidates may be reduced or eliminated; government entities possibly taking actions that directly or
indirectly have the effect of limiting opportunities for sabizabulin as a COVID-19 treatment, including favoring other treatment alternatives or imposing
price controls on COVID-19 treatments; the Company’s existing products, including FC2 and ENTADFI and, if authorized, sabizabulin, and any future
products, if approved, possibly not being commercially successful; the effects of the COVID-19 pandemic and measures to address the pandemic on the
Company’s clinical studies, supply chain and other third-party providers, commercial efforts, and business development operations; the ability of the
Company to obtain sufficient financing on acceptable terms when needed to fund development and operations; demand for, market acceptance of, and
competition against any of the Company’s products or product candidates; new or existing competitors with greater resources and capabilities and new
competitive product approvals and/or introductions; changes in regulatory practices or policies or government-driven healthcare reform efforts, including
pricing pressures and insurance coverage and reimbursement changes; the Company’s ability to successfully commercialize any of its products, if
approved; risks relating to the Company’s development of its own dedicated direct to patient telemedicine and telepharmacy services platform, including
the Company’s lack of experience in developing such a platform, potential regulatory complexity, and development costs; the Company’s ability to protect
and enforce its intellectual property; the potential that delays in orders or shipments under government tenders or the Company’s U.S. prescription
business could cause significant quarter-to-quarter variations in the Company’s operating results and adversely affect its net revenues and gross profit; the
Company’s reliance on its international partners and on the level of spending by country governments, global donors and other public health organizations
in the global public sector; the concentration of accounts receivable with our largest customers and the collection of those receivables; the Company’s
production capacity, efficiency and supply constraints and interruptions, including potential disruption of production at the Company’s and third party
manufacturing facilities and/or of the Company’s ability to timely supply product due to labor unrest or strikes, labor shortages, raw material shortages,
physical damage to the Company’s and third party facilities, COVID-19 (including the impact of COVID-19 on suppliers of key raw materials), product
testing, transportation delays or regulatory actions; costs and other effects of litigation, including product liability claims; the Company’s ability to
identify, successfully negotiate and complete suitable acquisitions or other strategic initiatives; the Company’s ability to successfully integrate acquired
businesses, technologies or products; and other risks detailed from time to time in the Company’s press releases, shareholder communications and
Securities and Exchange Commission filings, including the Company’s Form 10-K for the fiscal year ended September 30, 2022 and subsequent quarterly
reports on Form 10-Q, and the additional risk factors described below. These documents are available on the “SEC Filings” section of our website at
www.verupharma.com/investors. The Company disclaims any intent or obligation to update these forward-looking statements.

Risk Factors

In addition to the risks and uncertainties relating to the Company’s business disclosed in Part I, Item 1A, “Risk Factors,” in the Company’s Annual Report
on Form 10-K for the fiscal year ended September 30, 2022, the following additional risk factors relate to Veru’s relationship with The Pill Club.

Our net revenues from sales of FC2 may not return to past levels.

Net revenues from sales of FC2 have declined significantly in recent periods, particularly in the U.S. prescription channel. Although we are working to
restore ordering and utilization patterns in future periods, net revenues from sales of FC2 may not return to past levels. Ordering patterns may not rebound
or may continue to decline if our distribution partners in the telehealth sector encounter issues, we or our distribution partners are not able or willing to
spend sufficient amounts to market and promote FC2, or underlying demand for FC2 decreases. In particular, sales to our largest telehealth customer, The
Pill Club, may not return to past levels due to risks that include potential operational challenges of The Pill Club stemming from its settlement with the
California Attorney General, potential issues with The Pill Club’s business and financial condition as a result of the effects of such settlement or other
reasons, and the termination of our contract with The Pill Club due to recent payment and shipment acceptance breaches by The Pill Club. Any failure to
attain or sustain sales growth for FC2 in the U.S. market may have a material adverse effect on our results of operations.
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We are subject to risks relating to the concentration of accounts receivable with The Pill Club.

The Pill Club is one of our largest customers, accounting for 44% of our net revenues in fiscal 2022 and 43% of our net revenues in fiscal 2021. We have a
concentration of accounts receivable at The Pill Club, with $3.9 million of accounts receivable as of March 31, 2023, including $1.3 million of accounts
receivable that are past due. Veru had been making significant efforts to obtain clarity from The Pill Club on when this payment would be made. On
March 29, 2023, The Pill Club refused delivery of a shipment of FC2 for which it had previously submitted a binding purchase order and which it was
contractually bound to accept. On March 30, 2023, Veru provided written notice to The Pill Club that Veru believed The Pill Club was in default for the
past due payment and the refused shipment. These breaches remained uncured 10 calendar days after the default notice and, accordingly, Veru’s contract
with The Pill Club for the sale of FC2 has automatically terminated by its terms.

An adverse change in our relationship with The Pill Club, including as a result of the termination of our contract with The Pill Club, or in The Pill Club’s
business or financial condition following its settlement with the California Attorney General, could result in a delay in payment of, or an inability to pay,
its outstanding accounts receivable balance or an inability or unwillingness to place new orders for FC2, any of which could have a material adverse effect
on our cash flows and liquidity.

 
Item 9.01 Financial Statements and Exhibits.

(d) Exhibits.
 
Exhibit

No.   Document

104   Cover Page Interactive Data File (embedded within the Inline XBRL document).
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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.
 
Date: April 12, 2023  VERU INC.

  By:                /s/ Michele Greco
   Michele Greco

   
Chief Financial Officer and
Chief Administrative Officer
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