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Development of Medical Device through Collaboration between Medicine and

Industry
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Development and oversea expansion of “Hyper-Dry Amniotic membrane” by reuse

of fetal origin amniotic membrane
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Amons have fundamental thought that company who deal with human derived tissue products need
to have principal idea of product safety for user — patient. Again, we have to provide safe product
to consumer, such as doctors and patients. We need to be extra careful with choosing right donor
by using proper questionnaire and medical examination to rule out contaminated samples or
pre—existing infectious disease, might cause unwanted effect on consumer. In addition to this
primary sample selection, we also need to pay extra attention to avoid contamination during product
processing in the factory, and during the product distribution before get to customer. We also
properly define its shelf-life based on scientific data.

Now we—Amnos have pre-production sample of our Hyper Dried Amniotic Membrane (HD-AM). We have
been working on series of product test to define its specification as final products. To be precise,
here are the list of elements we are testing, such as physical property test, cytokine test, water
content, sterilizationwith y -radiation and its effect on products, test to define products shelf—
life, and product comparison test with the similar products from US-based company. With using
product from our new GLP-based production facility, we also conducting further test to confirm
product safety and cleanness, start with cell toxicity, sensitization, irritation to skin/
endothelial reaction, sub—acute systemic toxicity, geno—toxicity, post transplant effect, and
product effect on virus—inactivation. The series of tests listed above will be done end of the
H29 year-—end.

We Amonos have been working with Shelly Petronis from Golden Dome and Engineering Consulting to
make Amnos’ s -US launch smooth and efficient in every aspect. Ms Petronis started to evaluate
potential business partner in the states based on several criteria to make our business successful.
Ms Petronis had provided us several potential partner and she is preparing for contacting these
company. Once our HD-AM product specification defined, Ms Petronis will proceed discussion with
them and narrow these potential partner down. After we narrow potential partner down to certain
number, we will discuss and negotiate with them about further details.

We plan to apply FDA next fiscal year, to achieve this, we will make contract with the person
who specializes FDA application in amniotic membrane as wound hearing material related area. Then
we are going to investigate the requirements to pass FDA application. Based on these requirements,
we will proceed its preparation of the documents for FDA application with this person’ s conduct.

Currently, we have 2—-individual hospitals, which been providing us amniotic membrane material
for our HD-AM. e more American market needs our products, we will need to have increased number
of hospitals or institution as a source of placental materials. For this purpose, we need to

initiate discussing hospitals in Kanto—area, Kansai-area, and Hokuriku-area with regard to help
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providing placental tissue for Amnos.
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