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APPLICANT’S DECLARATION

I, Andrew Kells, being hereby warned that willful false statements and the like so made
are punishable by fine or imprisonment, or both, under 18 U.S.C. 1001, and that such willful
false statements may jeopardize the validity of the application or any resulting registration,
declare and state the following:

1. I am currently Vice President, Innovation and IP of Applicant and I am authorized
to make this Declaration on its behalf.

2. As requested by the Examiner, attached hereto as Exhibit A is a copy of [fact
sheets, instruction manuals, brochures, advertisements] and a pertinent screenshot of applicant’s
website as it relates to the goods in the application.

3. Applicant responds to the Examiner’s question as follows:



a. Do applicant’s competitors use the word “skins” to describe or identify
gloves? Applicant is not aware of any of its competitors that do so.
b. Is the word “skins” a term of art in the medical field? Applicant is not

aware that it is.

Date: 26 July 2019

Dr. Andrew Kells
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PRODUCT DESCRIPTION

Spec No.: Revision No.: Effective Date:
YGD1005/01 - 01ASTM 0 September 12, 2018
Authorized by: Code:

Punitha Samy, QA/RA Manager N25SKB, M - 2.5¢

PRODUCT
SPECIFICATION

Brand Name / Description

SKINZ"™: Non-Sterile Powder Free Nitrile Examination Gloves

Intended Use

A patient examination glove is a disposable device intended for medical purpose that is worn
on the examiner's hand or finger to prevent contamination between patient and examiner

Product Conformance ASTM D6319 current revision as per Customer requirement
Material Nitrile (Carboxylated Acrylonitrile Butadiene)
Color(s) Blue, Black and White
Type Ambidextrous
Surface finish Finger-textured
SPECIFICATIONS
Dimension Size Palm Width (mm) Length (mm)
XS 75+5 >230
S 8545 >230
95+5 > 230
L 106 +5 > 230
XL 155 > 230
Thickness Single-Wall (mm) Typical
Specification Value
Palm >0.05 0.05
Finger > 0.06 0.07
Physical Properties Un-Aged Typical Aged Typical
Specification Value Specification Value
Tensile Strength (MPa) >4 25 >4 25
Ultimate Elongation (%) >500 600 >400 600

Residual Powder

2.0 mg / glove maximum

Quality Specification

Inspection Criteria Sampling Plan / AQL

Dimension S2-AQL4.0
Physical Properties S2-AQL4.0
Water Tight Test G1- AQL 2.5 (Multiple Normal Sampling)
Visual Inspection - Major G1-AQL25
Visual Inspection - Minor G1-AQL4.0

Residual Powder
Packaging Labeling
Glove Physical Counting

n =5 (Average)
n =5 (Accept No Defects)
n =5 (Accept No Defects)

PACKAGING CONFIGURATION AND LABELING

Packing

Gloves per Inner Dispenser (by weight) is per customer requirement (e.g. 200/250/300) gloves.
10 Dispensers per Outer Carton.

Labeling

The dispensers and outer cartons shall have the following information/prints:
* Product Description and Brand including size and net quantity of gloves.

* Country of Origin of Manufacturer and Name and Address of distributor.

* Single Use Only and/or the Symbol for Single Use and Non-Sterile.

Lot Numbering System

Per the customer's requirement or in house as per packing SOP.
Manufacturing and/or expiry date where applicable.

MAKERS OF THE WORLD’S BEST NITRILE GLOVES.™

www.ytygroup.com.my
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August 27, 2018

Dear Customer —

¥TY is excited to launch a revelutionary new product named Skinz which, at 2.5 grams, is the lowest weight, medical-grade
Examination Glove in tha world!

In creating Skinz, ¥TY was guided by its core principles: to engineer an Examination Glove with prudent barrier protection,
stand-out levels of comfort and fit, and exceptional physical properties. \With Skinz, we have achieved all of these targets.

Donning this truly revalutionary glove feels like vou have put on a second skin — it is that amazing!

Skinz has been perfactly formulated through 2 proprietary composition to allow for high-speed manufacturing, and will be
offered with the same guarantes of quality that Y TY is known for within the industry.

Motable features of Skinz include:

@ The World's first 2.5g disposable glove to be 4 Excellent barrier properties, with no
produced consistently in a high-speed enviranment " cormpromise on quality whatsoever
-? Offered as Medical-grade, conforming to global Enhanced tactile sensitivity given the
medical-grade AQL requiremeants reduced thickness profile
Conforms to the US ASTM standards in Ao Increased dexterity leading to less hand
o respect of all requirements o> fatigue, given its unigue formulation

Skinz is supported with a valid US FDA 510k, which means orders can be placed as soon as you are ready to take it to
market with yvour end-customers.

Skinz is ideally pasitioned for enviranments where:

« A more cost-effective hand-protection solution is needed;

» A differentiated branding strategy is desired to ensure existing brands are appropriately segmented;

« Opportunities exist to upsell against Vinyl gloves, thereby providing a vastly supearior product with minimal extra spend; or
« A lower cost of entry is desired for specific emerging markets.

Palm (DW): Tensile: Elongation:

0.10 mm > 25 MPa > 600%

Samples will be available at MARGMA 2018, ¥TY is exhibiting at the West Wing,
Booth WES, Flease stop by and see how YTY is reinventing the concept of a
thin-weight Mitrile glove. Again.

Sincerely,

¥TY Group
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News

YTY Launches Skinz™ — the World's First 2.5g Medical-Grade Examination Glove

(i ] Monday, August 27, 2018

YTY recently launched a revolutionary new product named Skinz™ which, at 2.5 grams, is the lowest weight, medical-grade Examination Glove in the world!

In creating Skinz™ , YTY was guided by its core principles: to engineer an Examination Glove with prudent barrier protection, stand-out levels of comfort and fit, and
exceptional physical properties. \With Skinz™ , we have achieved all of these targets. Donning this truly revolutionary glove feels like you have put on a second skin — it is
that amazing!

Skinz™ has been perfectly formulated through a proprietary composition to allow for high-speed manufacturing, and will be offered with the same guarantee of quality that
YTY is known for within the industry.

Notable features of Skinz™ include:

£
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The World’s first 2.5g disposable glove to be produced consistently in a high-  Offered as Medical-grade, conforming to global medical-grade AQL requirements Conforms to the US ASTM standards in respect of all requirements
speed environment
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Excellent barrier properties, with no compromise on quality whatsoever Enhanced tactile sensitivity given the reduced thickness profile Increased dexterity leading to less hand fatigue, given its unique formulation

Skinz™ is supported with a valid US FDA 510k, which means orders can be placed as soon as you are ready to take it to market with your end-customers.

Skinz™ is ideally positioned for environments where:

— A more cost-effective hand-protection solution is needed;

— A differentiated branding strategy is desired to ensure existing brands are appropriately segmented;

— Opportunities exist to upsell against Vinyl gloves, thereby providing a vastly superior product with minimal extra spend; or
— Alower cost of entry is desired for specific emerging markets
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Palm (DW): Tensile: Elongation:

0.10 mm > 25 MPa > 600%

ytygroup.com.my/home/skinz/ 3/3



