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We found unmet needs in the surgical wound
protection for thyroid surgery and developed
S-protector

{) WECAN MEDICARE (%)



(@)

] \l/\:\" S
t Introduction of S-protector

Thyroidectomy leaves various scars on the neck and 78.8% of
patients were female in Korea (National Surgical Statistics in 2014)

2
A |

(Y WECAN MEDICARE (%)



v' Metal retractors that are currently used in thyroid surgery cause ischemic
tissue damage and scarring as a result of uneven pressure distribution
v' Energy devices are now widely used and can cause stray burns

Tissue damage
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Introduction of S-protector

Most surgeons make homemade gadgets to
protect the skin

Inefficient
Inconvenient
Need a preparation time
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A pen rose drain is used to protect the incised skin
edges during Thyroidectomy

temporarily
sutured

'Use of a Silicone Penrose Drain to Protect Incised Skin Edges During Thyroid Surgery’
(Hang-Seok Chang, Thyroid Cancer Center, Gangnam Severance Hospital, Yonsei University College)
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Surgical Wound Protector can alleviate the localized tension and
prevent stray burns.

Without Protector With Protector

But, a ring plastic protector is hardly used because it disturbs
the operation due to the thick ring
(several devices are used in the small space)
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Objectives of development

- How to distribute localized force evenly
- How to improve Alexis(ring wound protectors)
- What is a safer material than plastic?
(to avoid chemical exposure to blood vessel)
- Can the protector be meaningful in ergonomics?
(save the preparation time and reduce the number
of surgical assistants)
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S-protector

(Surgical wound protector for thyroidectomy)

ﬂ Head side Curved shape to
fit to the neck

Incision size
Small 3~5cm
Medium 5~7cm
Protector Large 7~10cm
(Material: Silicon) Frame
Protect the skin edge and retract (Material: Polypropylene)

the surgical cavity
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Why S-protector is better than competing
products?
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Competing product list

approvals

Applied Medical Australia Australia Ring(Wound Protector), Drape Retention, Internal

Applied Medical Distribution Center USA Ring(Wound Protector), Drape Retention, Internal 14
Applied Medical Europe Netherlands  Ring(Wound Protector), Drape Retention, Internal 4
Applied Medical Resources Corp. USA Ring(Wound Protector), Drape Retention, Internal 5
Applied Medical Resources Corporation USA Ring(Wound Protector), Drape Retention, Internal 4
ggéngzhou AT b el ST e China Disposable Wound Protector(4 items) 1
s Sumsieere o etr e Swokal
Isomedix Operations, Inc Canada Ring(Wound Protector), Drape Retention, Internal 1
Jiangsu JDC Medical Devices Co. Ltd China \évtgzgf[jiol:;r’()ltﬁtgtﬁ]rélRing(Wound FRIEEE, IERE 1
43 products were approved by FDA(Regulation No.: 878.4370)
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FDA registration of S-protector

Regulation Number: 878. 4370
Registered Establishment Number: 3013734015

tment of Health & Human Services

AtoZIndex | FollowFDA | En Espaiiol

22y U.S. FOOD & DRUG I

ADMINISTRATION

Home Food Drugs @ Medical Devices iati itting Products = Vacci Blood & Biologil Animal & Veterinary Cosmetics | Tobacco Products
Establishment Registration & Device Listing & o
© FDAHome @ Medical Devices @ Databases

New Search Back To Search Results
Proprietary Name: S PROTECTOR (WOUND PROTECTOR AND RETRACTOR);

SP-TO1A, SP-T01, SP-T02, SP-G01A, SP-G01, SP-G02, SP-
GO03, SP-G04, SP-G05

Classification Name:  RING (WOUND PROTECTOR), DRAPE RETENTION, INTERNAL

Product Code: KGW
Device Class: 2
i 5 878.4370
Medical Specialty: General & Plastic Surgery
Reglstered WECAN MEDICARE CO__LTD
ent Name:
Registered
Establishment Number: SURIELIE
Owner/Operator: Wecan Medicare Co.. Ltd
Ownerl(?perator 10055423
Number:
Establishment Marititieh
Operations: aniEctier

Page Last Updated: 08/21/2017

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Language Assistance Available: Espariol | #5217 | Tiéng Viét | 3201 | Tagalog | Pyccxuit | L:<) | Kreyol Ayisyen | Francais | Polski | Portugués | ltaliano | Deutsch | B #4<:%
=% | English

Contact FDA Careers No FEAR Act Site Map i Website Policies
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Competing products

(Ring plastic protectors) S-protector

——
Brand: Alexis

/) Applied Medical, USA
" The 1st developer and

@ market leader
Q Brand: SurgiSleeve

Covidien/Medtronic
The 2nd market leader with

y modified products
: Brand: S-protector
Wecan Medicare, Korea

The innovator

Improved

Similar products - Patent granted
(Canada, China, e.t.c.) i - PCT submitted
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Improvement-1

Safer setup and removal

Ring wound protector S-protector

When inserted/removed, the skin is pulled and rigid

: : O A silicon ring is smoothly inserted and removed
ring causes a damage on the skin edge of incision

without touching the incision

[Setup]

1) Insert the green distal ring into the incision

2) Grasp the white proximal ring and roll it in/out
until the incision is retracted

[Setup] : Faster and easier

1) Combine the flexible silicon protector with the
white plastic frame

2) Flip the inside ring out and push it into incision

Elastic

() WECAN MEDICARE (%)



Improvement-2

More efficient surgery

Thick plastic ring  Inflexible and limited space Thin plastic frame Flexible and expandable

space
» The thick and rigid ring disturbs the » The thin plastic frame does not
use of surgical devices disturb the use of surgical devices
* The surgical space is not extended * The surgical space can be flexibly
even by retractors extended by retractors
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Quality evaluation results

Out of 20 Endocrine surgeons in 17 major hospitals;

100% said ‘better than ring plastic protectors’
100% said ‘efficient to reduce surgical scarring’
/5% said ‘saves the operation time’

/5% said ‘reduces the pain after surgery’

70% said ‘helps reduce surgical assistants’

(Refer to ‘Quality Evaluation Report of S-protector by Endocrine Surgeons
in Korea’ and the trial test was conducted during April -June, 2016)
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The picture was provided by Wataru Kitagawa MD. Ph. D/Chief of Department of
Medical Technology & Surgery, Ito Hospital, Tokyo, Japan on March 3, 2017
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Product diversification

Core value is the design of protector by
utilizing the property of silicon

Elastic
holder

Supporting ring

Different sizes of ring, height, length, width of holder,
hardness of silicon itself can make various shapes
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S-Protector for thyroid surgery

Frame Curved type
Protector Small size
Diameter 3.7cm

Commercially available

Frame Curved type
Protector Medium size
Diameter 4.4cm
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Commercially available
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S-protector for general surgeries

[SYM]ION] REVISIONS l REV NO [Q'IG DATE[ CHECK l APPR

Silicon-B Silicon-C1

Silicon-D1

—
=
7
o
—
5
T
=

roe D B0 ©(DaaaGmsont @ Dozt D Remark
EA

Rubber—Al 957 | 031 | 17 | 34 | 045 6 1EA 04| 35¢.4 | 15| TYPE-A
Rubber—A | 870 | 831| 16 | 32 |955| 6EA | 1EA | 0.4| 35¢.4 | 1.5 | TYPE-A
Rubber—B|992.3 @46 | 57 | 88 | 96.5| 6EA |  3EA | 05| 4x2 | 1.8 | TYPE-B
Rubber—C10145 073 | 61 | 92 10| 6EA | 3EA | 05| 4x2 | 18 | TYPE-B

Silicon-E1 Rubber-D1 9167|983 | 62 | 93 | 11| 6EA 3EA 05| 4x3 | 18| TYPE-B
Rubber—E1] #199/9100| 63 | 94 | @12 | 8EA 3A 055 43 | 18| TYPE-B
Rubber—F1 9220 9110 64 | 95 | #13 | 8EA 3EA o.s‘ 43 TYPE-B

PART NAME CAD FIE T/ =
Rubber Size(All) = @ & &l
MoDE, NN WATERIAL ENGINEERING

ASS'Y NAME END FINISH PART NO
DRAWN BY CHECKED BY APPROVED BY SCALE
I\I/s DRAWING NO
J, H, KWON e
Apr.17 . 2017 .. 20 .. 20 MM S | pAGE oF

Silicon-F1 P — /
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Efficacy of S-protector

v' Prevents stray burns
Prevents stray energy burns caused by energy device

v' Reduces the localized tension on the skin
Protects the skin edge and reduces localized tension caused by

metal retractors

v" Provides flexible space
Retracts skin gently and provides flexible(round or oval) space for

more efficient surgery
v' Improves surgical results

Reduces the pain after surgery, results in less scarring
Staves off the contamination of microbial or tumor cell

{) WECAN MEDICARE (%)
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2. Patent/Approvals
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The design of S-protector can be easily imitated
so the intellectual protection should be critical
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Patent

= Patent was approved on Feb. 2, 2016
= PCT(PCT/KR2016/002968) submitted on Mar. 24, 2016
= Defense patents submitted to prevent imitation

PCT/KRI016002968
= & " - ES ]
(PATENT COOPERATION TREATY)

PCT

TAREEL W TAREY NN

CT F8

L 21 | 10-1592975 &
Pett Mmtr
#ene 3 10-2015-0116534 & T —
N Mt Taw v
a8y 20159 08y 19%
- = Tr e
say 2016¢ 029 o2y PCT/KR2016/002968 | 26t il ‘

e ~
R N -
e
RSER e
HTOUCIAO! A TAHIIALLO ) T T

JIs VYA FUF ABigEMeniY 25, COSRBAH)

EEN
BEU(STI215- 1%+ )
I VYA BUT U2 VY BEYH)

flol W2 "RY, 0 W2} KSR SREUIE FYYULCL

This is to certify that, in accordance with the Patent Act, a pdmﬂo'the invention
has been registered at the Korean Intellectual Property Office.
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Approvals

= KGMP approved on Apr. 27, 2016

= |SO 13485 approved on Jan. 18, 2016
= CE approval on Mar. 21, 2017

= US FDA registration on July 31, 2017

W B(No.) KTC-MB-160273

QR7|7| M= % F&2| 7|1E HEAFYM
(Certificate of GMP)

W RIMU/9714 2 (Conomny name of Aol icant / License No.)

BUREAU VERITAS |

Certification

Wecan Medicare Co., Ltd.

Head Office and Operative Sits:
Room 606, 25, Simin-daero 248beon-gil, Dongan-gu, Anyang-si, Gyeonggi-do, Korea

HSCIHO|(F)/A 2852
Wecan Wedicare Go.., L1d Buroau Veritas Italia S.p.A. certify that the Management System of the
above organisation has boen audited and found to bo in accordance
W AED (Represontat ve) with the of the. system below

U ( Mogon Kin )

Standard

W oM 7% (Comany address of Aeol icant)

WIS D9 BOT NUARNEET 25 RS HE) EN 1SO 13485:2012

06, 25, Sinin-daero 24Bbecn-gi|, Dongan-gu, Aryang-a!, Gyecogol-do. Korea Scope of certification

W AEW (Nve of Manutacturer)
B Design and development, production of sterile single use surgical
MESISA WG wound protectors and retractors

WA= 275 (Adross of Nanatacturer)

MEX L ME ANF WHE 10, 1X6R(IIR, CIXIEAH0I U ACCREDIA DT

MTEBX IS VUM ST AUARIGNT 2, N F28) Certfication cycle start date: 21 March 2017

- R (Category)
ABKHE NN

Subject to opes
System, this certiicate expires on: 28 February 2019

Oniginal certfication date: 18 January 2016
am701 Mz ¥ BUSCiEd NuUE DyL
oo an17 Tt e e mctionr acpi o0

oo anefaet iy Pract o o edtc Gevice ot DroGt(e | nted o) Centificate No. 1273118 Version N.1 Revision date: 21 March 2017

WU UXHDate of Issve) 22016, 04 27
#R712HDate of Expiration) 2019, 04. 28 -
( el ~Sie
Eﬂﬂﬂqﬂﬂ“ﬂ'ﬁﬁﬂ 'CARMELA DE FEO- Technical Commitios Coordinator

GYEONGIN REGIONAL FOOD AND DRUG
Te ERI|IAHII B AT

Korea Testing Certification

[T ——
Burmas Vs A . i M, 15, 29028 Mo 382

e carscaors et e e o 13 s -6 e ity
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BUREAU VERITAS

Certification

CE Certificate

Wecan Medicare Co., Ltd.

Head office and operative site:

Room 606, 25, Simin-daero 248beon-gil, Dongan-gu, Anyang-si, Gyeonggi-do, Korea

Bureau Veritas Italia S.p.A. certifies that the Full Quality Assurance System

of the above organization has been audited and found to be in accordance
with th of

DIRECTIVE 93/42/EEC as amended

(in accordance with Annex I - excluding paragraph 4)

In relation 10 the following products

Product category Non actve mstrumens,
Sierie singie Use Surgical Wound
el protector and reéracior
Modet s - PROTECTOR
Class: s

Refersnce BV peactice: Z1G. N, 60478836

Certification cyclo start date: 21 March 2017

Subject y of the
Management System, this cortficats expies on: 20 March 2020
Original cortification data: 21 March 2017

Certficate N T213120 Rev. N 1 of: 21 March 2017

"CARMELA DE FEO- Tachrical Committes Coordnstor

Ths o st by Vs Vsl .. Vi Mirwmr 15 20126 M 4
ol body o s Dito 99/42/ EEC. it otfctin saber .
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3. Market analysis
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Market analysis

Premise and assumption

There is no world market data of applicable surgeries for
surgical wound protectors

We obtained reliable data for Korean market and assumed the
number of world market

All numbers, CAGR and other factors should be revised when
accurate and reliable data are available

This is a rough draft to study the feasibility
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Number of applicable surgeries in Korea

Surgery Male Female Total
Thyroid surgery 7,860 29,302 37,162
Appendectomy 48,976 44,519 93,495
Artificial cardiac pacemakers 5,003 4,918 9,921
Cholecystectomy 30,232 31,222 61,454
Inguinal and Femoral Hernia 30,470 4,484 34,954
Hysterectomy 44,087 44,087
Caesarean section 165,608 165,608
Hip replacement 9,936 16,100 26,036
Breast conserving surgery 88 19,942 20,030
Mastectomy 2,470 18,543 21,013
Gastrectomy 12,531 6,501 19,032
Partial Hepatectomy 5,006 2,386 7,392
Hepatic embolization 26,118 9,671 35,789
Cardiac surgery 3,531 3,226 6,757
General spinal surgery 70,765 93,412 164,177
Total 252,986 493,921 746,907

Thyroid surgery: 37,162 cases
General surgery(except thyroid): 709,745 cases

@ WECAN (Source: 2014 National Health Insurance Service)



Forecast of surgeries(2017-2023) - World

2017 2018 2019 2020 2021 2022 2023 CAGR

Thyroid surgery 800,000 824,000 848,720 874,181 900,407 927,419 955,241] 3%

General surgery | 35,487,250) 36,551,867| 37,648,423 38,777,876 39,941,212| 41,139,448 42,373,632 3%

Total 36,287,250I 37,375,867 38,497,143 39,652,057| 40,841,619 42,066,867 43,328,873 3%

Assumption

1. Thyroid surgery
- World market is estimated to be 800,000 cases
(reliable data: China(400,000), USA(80,000), Korea(37,000))

2. General surgery
- All kinds of surgeries are estimated to be 232 million(world data)
- Number of applicable surgeries is assumed as 36 million cases(16%)
(Assumption: world market is 50 times bigger than Korean market
based on GDP(Korea: 2% of world GDP), 709,745 x 50 = 35 million)

World market potential is about 36 mil. cases
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4. Marketing plan
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Value development status

Function as a retractor medium partially developed
Prevention of SSI* High partially developed
Improvement of scarring** High To be developed
Ergonomics
(save preparation time, High To be developed

surgical assistants)
*SSl(Surgical Site Infection)

**How to motivate the cosmesis desire?
(neck/breast surgery, women, young people, pediatrics, expandable to all surgeries)
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Hypertrophic scar

Would you like to leave this for life?

Marketing plan

‘S-protector could have made it better’
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Marketing plan of WM

Reduce post-surgery pain, scarring, risk of
Contamination and stray burns

Clinical trials

Save surgical preparation, surgical

assistants Hospital survey

Seminar, education,

Hlssplioee) et Tradeshow/exhibition

Promotion schedule - 2017

- Mar. 16-19: KIMES(Korea Int'l Medical & Hospital Equipment Show)

- April 2-4: ENDO 2017, The American Association of Endocrine Surgeons, FL, USA
- May 18-19: JAES, Japanese Association of Endocrine Surgeons

- Aug. 13-17: WCS(The World Congress of Surgery 2017), Basel, Switzerland

- Nov. 13-16: MEDICA, Dusseldorf, Germany

J) wecaN
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Global Best Protector in 2020

Thank you !!!
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