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First stage : Product certification testing
» Biocompatibility : (1) Mouse Embryo Assay ; (2) Endotoxin — LAL test ; (3) Allergic and irritation test
 Shelf life : Follow the guidance of ASTM F1980 and FDA regulation to do the Accelerated aging test -
 Sterility :
Before sterilization : Environmental assessment (mould and dust test) and product evaluations (bacterial analysis)
In sterilization : Bl and CI indicator test
After sterilization : Product evaluations (sterility test) and packaging validation

Factor/attribute PICH T EALCGON
sperm selection dish IVF Round dish
510(k) Number K052457 K991253
Classification/Procode Class 11 ,884.6160 / 85MQK Class 11, 884.6160 / 85MQK
Application ICSI IVF
Shelf Life ly (Qntlupat_ed to be extended as Unknawn
aging studies are completed)

Endotoxin (LAL test) <1 EUl/device < 20 EU/device

Compatible Compatible
Biocompatibility (1-cell Mouse Embryo Assay, >75% | (2-cell Mouse Embryo Assay, >

conversion in 96 h) 70% conversion in 72 h)
Sterility Radiation sterilized Radiation sterilized
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First stage : Product certification testing
» Biocompatibility : (1) Mouse Embryo Assay ; (2) Endotoxin — LAL test ; (3) Allergic and irritation test
 Shelf life : Follow the guidance of ASTM F1980 and FDA regulation to do the Accelerated aging test -
 Sterility :
Before sterilization : Environmental assessment (mould and dust test) and product evaluations (bacterial analysis)
In sterilization : Bl and CI indicator test
After sterilization : Product evaluations (sterility test) and packaging validation

Second stage: Prepare document of product certification and Certification Application

» Prepare document of product certification :
Our developing product is classified in 510(k) class Il. Based on this classification, it has
to prepare all the administration and technical documents such as
the claim of comparable product.

» Certification Application :
Based on the latest version of international standard 1SO 13485, guidance of MDD and standards
recognized by FDA the applicant is required to obtain product certification for product launch.

v 1S013485 - GMP

v FDA510(k)
v TFDA Registration of Class Il
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» Goal: proof of human concept

» Approval: IRB approved

» Human semen sample testing

» Subjects: patients 100 samples
Normal subjects 100 samples

Progrssive motility

JJJJJJJJ

» fEdEER (1% year Q4 — 2™ year Q1)
» Approval: IRB, FDA IDE meeting
» IVF clinical normal clinical processing
» Trail center: Appointed Hospital
» Statistics size: 120 cases of patients
» Testing Issue: safety, user experience, intended use
» Average 100 cases/month in Appointed Hospital
medical center, participate rate ~40%
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Manufactory Strategy &3
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Global Market Strategy
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Unique value:

v Medical value

v Customization
Critical Path: v Opposite approaches

v Clinical trial v' User based design

v’ 510(k) application Potential crisis:

v Financial issue

v" Market changing
v" Invisible completer
v Law limitation
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