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Orthocell soars on receiving FDA clearance to
supply CelGro product in US market
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Price:

$106.6 m

Market Cap:

Orthocell Ltd (ASX:OCC) has received Food and Drug Administration's (FDA)
510(k) clearance to market and supply its CelGro collagen medical device for
dental bone and tissue regeneration procedures in the US.

1 Year Share Price Graph

The company has registered Striate+ as the new global brand for the CelGro
dental bone and tissue regeneration product and the company will market the
procedure in the US under this brand.
Shares surge
Investors have responded positively with shares as much as 40% higher to
64.5 cents this morning, a new 12-month high.

Share Information

This 510(k) clearance follows the company's application submitted to the FDA
in May 2020.
The FDA determined that Orthocell's Striate+ is substantially equivalent to a
predicate device and that it can, therefore, market Striate+ in the US.
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"Significant inflection point"

Website:

Orthocell managing director Paul Anderson said: "The US approval has come
sooner than expected and is a significant inflection point for our company.

Company Synopsis:

"I am excited by this strategic milestone and the positive step it represents on
our pathway to partnering Striate+ in dental GBR indications.
"I look forward to working with our leading dental surgeons to introduce the new
global brand, Striate+, previously branded as CelGro® Dental, and to make a
meaningful impact in the US market."

Low
0.18

www.orthocell.com.au

Orthocell Ltd (ASX:OCC) is a regenerative
medicine company focused on regenerating
mobility for patients by developing products
for the repair of a variety of soft tissue
injuries. Orthocell's portfolio of products
include CelGro®, a collagen medical device
which facilitates tissue repair and healing.
action@proactiveinvestors.com.au

Validates technology
Striate+ has been approved for supply in dental bone and tissue regeneration
procedures such as dental bone defect repair, augmentation around dental
implants in immediate and delayed extraction sockets and guided tissue
regeneration procedures in intrabony periodontal defects.
US market clearance of Striate+ validates the SMRT™ manufacturing technology and provides a pathway for Orthocell
to continue driving the development of CelGro collagen medical device in the key peripheral nerve repair application.
The global peripheral nerve repair market is estimated to be worth more than US$7.5 billion per annum, with around 3
million procedures that could use the nerve repair product each year.
Next steps
The company will now pursue negotiations with multi-national dental companies for US marketing and distribution
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rights, with Orthocell to retain manufacturing of the finished product.
With the US, EU and Australian market approval achieved and key opinion leaders (KOLs) actively engaging with the
program, Orthocell is well-positioned to secure a distribution partner and establish Striate+ as the best-in-class dental
resorbable collagen membrane.
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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 Orthocell Ltd named herein, including the promotion by the Company of Orthocell
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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