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Paradigm Biopharmaceuticals set to release results
of FDA's IND expanded access program for Zilosul
osteoarthritis treatment
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Paradigm Biopharmaceuticals Ltd (ASX:PAR) expects to release results for its
Zilosul treatment for osteoarthritis under the US Food and Drug
Administration's (FDA) Investigational New Drug expanded access program
(EAP) in early August.
The results will include a video detailing the patients under the EAP and their
previous struggles with osteoarthritis caused by joint issues during their
professional NFL careers and will highlight outcomes and results after
completion of the Zilosul ® treatment program.
All patients have completed their follow-up screenings and the EAP database
has been locked for data cleaning and preparation of patient results.
The company said it remained focused on its IND submission to the FDA for
the remainder of 2020.
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The Paradigm team and its consultants continue to compile the necessary
information and data for submission towards the end of the fourth quarter.
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TGA submission
Paradigm Biopharmaceuticals is continuing to prepare information requested
by the Therapeutic Goods Administration (TGA) for the next stage of
submission for the Provisional Approval determination for the use of Zilosul in
the treatment of osteoarthritis.
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It will update the market on the progress of this process in the fourth quarter this year.
There is additional new data on 67 patients treated under the Special Access Scheme (SAS) program and the
company expects to report on 35 patients in the third quarter with the remaining patient data expected to be available in
early fourth quarter this year.
The data will be presented, using the same endpoints and product identified for Paradigm's Phase 3 trials. This will take
the total number of SAS patients reported on with the proposed Phase 3 endpoints to over 100 patients.
Commercial research deal
Paradigm Biopharmaceuticals is in the process of finalising a commercial research agreement with an unnamed
Australian university.
The research program will investigate the safety and efficacy of injectable Pentosan Polysulfate Sulfate (iPPS) in a viralinduced respiratory disease model.
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Additional details on this agreement will be released to the market once this has been completed.
Proposed Phase III
The primary and secondary endpoints for Paradigm's proposed Phase 3 trial will be
? Reduced WOMAC (Western Ontario and McMaster Universities Arthritis Index) pain from baseline; and
? Improved Patient Global Impression of Change (PGIC).
Paradigm plans to conduct two randomized controlled Phase 3 clinical trials consisting of 750 patients in the first Phase
3 trial and 400 patients in the second Phase 3 trial (confirmatory study).
MPS-1
Paradigm expects to receive notification from the Ethics Committee on its MPS-1 (Mucopolysaccharidosis) clinical
program in the current quarter.
It is also expecting feedback from the Joint Parallel Scientific Advice meeting with the US FDA and the European
Medicines Agency (EMA) this quarter.
This will give Paradigm important information on the views of both agencies with regards to endpoints and overall trial
design for Paradigm's proposed pivotal/registrational trial in MPS-VI.
Paradigm has also made a submission to the ethics board for a Phase 2a clinical program to evaluate iPPS in MPS-I
subjects with residual symptoms following Enzyme Replacement Therapy or Bone Marrow Transplantation treatment.
Journal publications
Paradigm staff and the principal investigators have completed writing the Phase 2b osteoarthritis clinical trial and the
Phase 2A Viral Arthritis clinical trial manuscripts, which will be sent to the chosen Journal Editor for peer-review and
publication.
It expects both peer-reviewed publications to be released in the fourth quarter of 2020.
Virtual conferences
Paradigm is targeting to be present at several domestic and international virtual conferences in the financial year 2021
to promote the company to new investors as it progresses through its clinical development programs.
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Proactive Investors facilitate the largest global investor network across 4 continents in 4 languages. With a team of analysts
journalists & professional investors Proactive produce independent coverage on 1000's of companies across every sector for private
investors,
private
client
brokers,
fund
managers
and
international
investor
communities.
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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 Paradigm Biopharmaceuticals Ltd named herein, including the promotion by the
Company of Paradigm Biopharmaceuticals Ltd 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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