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CytoDyn wins IRB approval to give leronlimab to
triple-negative breast cancer patients on
compassionate grounds
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CytoDyn Inc (OTCMKTS:CYDY) said Wednesday that it has received approval
from the Institutional Review Board for its drug leronlimab to be given to
patients with triple-negative breast cancer (TNBC) under compassionate use,
which is also known as the expanded access program.
In a statement, the Vancouver, Washington-based late-stage biotechnology
company said the program will allow TNBC patients who are not eligible under
the ongoing Phase 1b/2 clinical trial to receive leronlimab (PRO 140). Under
this protocol, patients with locally recurrent or metastatic triple-negative breast
cancer who had progressed within six months or less on chemotherapy
received leronlimab with a treatment of a physician's choice.
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Significantly, the compassionate use or expanded access program is a
potential pathway for patients with a life-threatening condition to gain access to
an investigational medical product for treatment outside of clinical trials when
no alternative therapy options are available.
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READ: CytoDyn reports positive results from first patient in triplenegative breast cancer drug leronlimab trial
The IRB is an appropriately constituted group that has been designated to
review and monitor biomedical research involving people in step with
regulations of the US Food and Drug Administration.
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Company Synopsis:
CytoDyn is a biotechnology company
focused on the clinical development and
potential commercialization of humanized
monoclonal antibodies for the treatment
and
prevention
of
Human
Immunodeficiency Virus (HIV) infection. The
Company has one of the leading
monoclonal antibodies under development
for HIV infection, PRO 140, which has
finished Phase 2 clinical trials with
demonstrated antiviral activity in man.

However, it is important to bear in mind that investigational drugs, biologics or
medical devices haven't yet been approved or cleared by the FDA.
"We are very pleased with the confidence demonstrated by the IRB to allow
access to leronlimab for patients with triple-negative breast cancer. We are
dedicated to advancing this therapeutic opportunity to many more patients in
our ongoing trials," said CytoDyn CEO Nader Pourhassan.
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CytoDyn recently reported that the first patient of a new Phase 1b/2 clinical trial
for its metastatic triple-negative breast cancer (mTNBC) treatment, leronlimab,
reported encouraging initial results.
The biotechnology company said circulating tumor cells in the patient's blood decreased significantly after leronlimab
therapy at both two-week and five-week time points.
CytoDyn is developing leronlimab (PRO 140) to battle multiple diseases. Leronlimab has already completed nine clinical
trials and been given to 800 patients in HIV treatment programs, Pourhassan said, without a single drug-related serious
adverse event.
The drug itself works as an inhibitor of CCR5, a protein that plays a role in tumor invasion and metastasis. Blocking
CCR5 has been shown to reduce tumor metastases in laboratory and animal models of aggressive breast and prostate
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cancer.
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No investment advice
The Company is a publisher. You understand and agree that no content published on the Site constitutes a recommendation that any particular security,
portfolio of securities, transaction, or investment strategy is suitable or advisable for any specific person. You understand that the Content on the Site is
provided for information purposes only, and none of the information contained on the Site constitutes an offer, solicitation or recommendation to buy or sell a
security. You understand that the Company receives either monetary or securities compensation for our services. We stand to benefit from any volume which
any Content on the Site may generate.
You further understand that none of the information providers or their affiliates will advise you personally concerning the nature, potential, advisability,
value, suitability or profitability of any particular security, portfolio of securities, transaction, investment, investment strategy, or other matter.
You understand that the Site may contain opinions from time to time with regard to securities mentioned in other products, including Company-related
products, and that those opinions may be different from those obtained by using another product related to the Company. You understand and agree that
contributors may write about securities in which they or their firms have a position, and that they may trade such securities for their own account. In cases
where the position is held at the time of publication and such position is known to the Company, appropriate disclosure is made. However, you understand and
agree that at the time of any transaction that you make, one or more contributors may have a position in the securities written about. You understand that price
and other data is supplied by sources believed to be reliable, that the calculations herein are made using such data, and that neither such data nor such
calculations are guaranteed by these sources, the Company, the information providers or any other person or entity, and may not be complete or accurate.
From time to time, reference may be made in our marketing materials to prior articles and opinions we have published. These references may be
selective, may reference only a portion of an article or recommendation, and are likely not to be current. As markets change continuously, previously published
information and data may not be current and should not be relied upon.
The Site does not, and is not intended to, provide investment, tax, accounting, legal or insurance advice, and is not and should not be construed as
providing any of the foregoing. You should consult an attorney or other relevant professional regarding your specific legal, tax, investment or other needs as
tailored to your specific situation.
In exchange for publishing services rendered by the Company on behalf of CytoDyn Inc. named herein, including the promotion by the Company of CytoDyn
Inc. in any Content on the Site, the Company receives from said issuer annual aggregate cash compensation in the amount up to Twenty Five Thousand
dollars
($25,000).
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