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Q BioMed to apply for Orphan Drug status with FDA,
European regulators for its pediatric autism drug

$0.72

Price:

$10.57 m

Market Cap:
1 Year Share Price Graph

Q BioMed Inc (OTCMKTS:QBIO) announced Tuesday it plans to apply for
Orphan Drug status with US and European regulators for its pediatric autism
drug candidate QBM-001.
QBM-001 aims to treat toddlers with pediatric nonverbal autism who suffer from
nonverbal or minimally verbal capabilities (PMVA). The company says there is
no effective treatment available to treat an estimated 250,000 children born
each year worldwide (20,000 in the US) with the affliction.
Q BioMed said that this month it will ask the US Food and Drug Administration
and the European Medicines Agency for Orphan designation, which is given to
drugs that treat less than 200,000 patients per year in the US. QBM-001 should
be able to treat 15,000 US children, the company said.
READ: Q BioMed uncovers first biomarkers for pediatric nonverbal autism
Orphan Drug designation offers clinical development benefits including tax
credits and eligibility for seven years of market exclusivity in the US and 10
years in Europe.
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The company said its application to the FDA and EMA will be based on its
recent breakthrough discovery of two biomarkers that identifies PMVA. The
company's study examined 1,953 autistic biomarkers.
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"Q BioMed is committed to delivering relief to the children and families that are
impacted by this condition," said CEO Denis Corin. "The emotional strain of
never talking with one's child can be severe, and the direct financial costs over
a lifetime are estimated to be $4.5 million per family."
In the meantime, the New York-based company's second phase of QBM-001's
formulation is expected to be finalized in August 2019.
At that time, Q BioMed said it will request a pre-investigational new drug
meeting with the FDA and similar discussions with Europe's EMA. Based on
regulatory guidance, Q BioMed anticipates filing its new drug meeting
submissions, including its current clinical trial design, in December.
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And clinical trials may commence as early as the first quarter of 2020, the company said.
Contact the author: patrick@proactiveinvestors.com
Follow him on Twitter @PatrickMGraham
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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 Q BioMed Inc named herein, including the promotion by the Company of Q BioMed
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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