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About WS™ Far-infrared Therapy Unit

- Quality Management System Certification:
ISO 13485:2003
GMP (Taiwan)

« Product Certification:
CE 0120 (Class lla device)
Korean FDA Approval
Thailand FDA Approval
Taiwan Dept. of Health Approval
US FDA 510(k)
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Product Certification

- Medical Device Classification
- Europe : Class lla
- US: Class I

- Indication for Use :

- The WS Far Infrared Therapy Unit may be used for temporary relief
of muscle and joint pain, stiffness, and spasm by temporary
increase in local blood circulation and muscle rélaxation at location
where the treatment is applied.

- Electromagnetic Compatibility Testing :
- IEC 60601-1-2:2001, IEC 60601-1-1:2000

- Patented in Taiwan, US, mainland China; patents pending
in the US

Hemodialysis in Taiwan

In Taiwan...

- Population: 23million

- Dialysis population : around 60,000 with
55,000 on HD

- HD center : about 550
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Current FIR Application

- HD center equipped with
FIR : about 500

- # FIR purchased by HD
center : about 1500 10%

- Patients that purchased
FIR : about 2,000

- HD center equipped with
FIR : 90%

90%

6 © WS Far IR Medical Technology Co. Ltd. 2013/11/7

Current FIR Application

Out of the 55,000 HD patients in
Taiwan...
— At least 26,000 have used WS

Far Infrared Therapy Unit
during HD

- More than 2,500 use WS Far
Infrared Therapy Unit for

home care
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Penetration Point

- After Vascular Access Surgery
- Home use for daily care during maturation
- 3 time/week treatment in HD clinics

- Routine Care of VA in HD clinics
- 3 time/week treatment in HD clinics during Dialysis
- Special treatment before dialysis for difficulty-puncture VA

User Comment

-Blood Flow

-Puncture

-Pain

-Hematoma

- Steal Syndrome

-Vein Pressure
-Hypertension during HD




Research Outcome

- Vascular Access
- Improving blood flow
- Improving AVF maturation
- Prolong patent period of vascular Access
- Decrease restenosis rate of Graft
- Ischemia
- promote Angiogenesis
- Improving Ischemia/reperfusion injury

- Improving chronic wound healing

Far-Infrared Therapy: A Novel Treatment to Improve Access
Blood Flow and Unassisted Patency of Arteriovenous Fistula
in Hemodialysis Patients

Chih-Ching Lin*"* Chao-Fu Chang,'** Ming: (

e R . -
and Wu-Chang Yang®! el Far Infrared Therapy Inhibits Vascular Endothelial Inflammation via the
e American Heart fnduction of Heme Osygenase-1
Chih-Ching Lin, Xiao-Ming Liu, Kelly Pevion. Hong Wang, Wu-Chang Yang.
; Shing-ong Lin and William Durante
Learn and Live. Arterioscler. Thromb. Vasc. Biol. 2008;28:739-745; originally published online Jan
1 3

Biological effect of far-infrared therapy on increasing skin microcirculation
in rats

Shi-Yau Yu'***%, Jen-Hwey Chiu**, Shiaw-Der Yang'. Yu-Chen Hsu', f
Chew-Wun Wu™*

Srpbesiagy s Foamnaiantaten.

Length polymorphisms of heme oxygenase-1 determine the effect of
far-infrared therapy on the function of arteriovenous fistula in

a novel physi ic study

AJKD

Effect of Far Infrared Therapy on Arteriovenous Fistula
Maturation: An Open-Label Randomized Controlled Trial

Chih-Ching Lin, MD, PhD," Wu-Chang Yang, MD,"#? Min-Chi Chen, PhD.**
Wen-Sheng Liu, MD," 7 Chih-Yu Yang, MD,"#* and Pui-Ching Les, MSc"™

J
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Patency of AVF between the two HD Groups
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2 06 Without FIR: 67.6% (46 of 68)

3 ——— FIR therapy for a year

ﬁ 05 - ——— Without FIR therapy

o : P<0.01 P <0.01 by Log rank test
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Duration after follow-up of AV fistula (months)
Patients at risk
FIR therapy for a year: 72 70 68 63 60 59 55
Without FIR therapy: 73 67 81 56 52 50 48

CC Lin et al. J Am Soc Nephrol. 2007; 18:985-992
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of AVF between the two HD Groups

A L 10
< S . o
5 08 - FIR:87.1%
- ‘“'-——_‘
2 o8 g
5 R
: 0.7 1 Without FIR: 78.7%
£ 06 P00«
3 — FRtherapy P =0.0499 by Log rank test
E 0594 ——— wihout FIR hermapy
= "
[&] 0.0 T T T T 1
0 12 24 36 48 60

Patients at risk  Duration after follow-up of AVF (months)

FIR therapy: 139 109 104 102 100 98
Without FIR therapy: 141 102 96 92 S0 90

CC Lin et al. Nephrol Dial Transplant 2013 May; 28(5): 1284-93




newly created AVF between the two HD Groups
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Cumulative unassisted patency
of AVF at 12 months

Duration after creation of AVF (months)
Patients at risk

FIR group: 60 56 54 49 46
Control group: 62 53 46 41 37

CC Lin et al. Am J Kidney Dis. 2013; 62(2):304-311
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Blood flow slightly increase by single treatment of
Far-infrared Therapy

Average Access Blood Flow of HD Patients . Both control and FIR
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CC Lin et al. NAm Sa€ Nephrol. 2007; 18:985-992
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Blood flow increase after 1 year treatment of
Far-infrared Therapy

Average Access Blood Flow of HD Patients - After 1 year, the ave.

" access blood flow of the
Em‘o s control group before HD
EIOZOO

110116
9800 [— %928

shows a decrease.
Whereas that of the FIR
group shows an increase.
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At one year, after 40
minutes of FIR, the test
group experience a bigger
increase of access blood
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CC Lin et al. J Am Soc Nephrol. 2007; 18:985-992

FIR Progressively increase of access blood flow of newly
created AVF from the 15t to 12t month

1200 Access flow of AVF 11308
000 - For new AVF, using FIR
within one year,
800
- 802 > Increase 450ml/min of blood
E500 p— flow within one month
£ 2 .
AZ » The change of blood flow is
400 . 37% higher than control
group.
200
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CC Lin et al. Am J Kidney Dis. 2013; 62(2):304-311




Increase 14% AVF physiologic maturation rate (3 month) and 22%
AVF clinical maturation rate (12 month)
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Physiologic maturation  Clinical maturation
at 3 months at 12 months

CC Lin et al. Am J Kidney Dis. 2013; 62(2):304-311

Dramatically reduction of malfunction of newly created AVF at 12
month (ARR:17%, RRR:59%)

AVF malfunction within 12 month
35%

30%

25% -

20% -

15% -

10% -

Control far-infrared

CC Lin et al. Am J Kidney Dis. 2013; 62(2):304-311
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[ WS Far-infrared therapy unit ]
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Anti-inflammatory effect

--> 1 Diameter and Flow of AVF Q

Penetration Point

- After Vascular Access Surgery
- Home use for daily care during maturation
- 3 time/week treatment in HD clinics

- Routine Care of VA in HD clinics
- 3 time/week treatment in HD clinics during Dialysis
- Special treatment before dialysis for difficulty-puncture VA
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Pre-Dialysis

AVF 3 times /
surgery _{> week

Evaluate

weeks

_[> after 4-6 D Used for

dialysis

During-Dialysis

FIR
treatmen
40 min

Start to

Dialysis

Before-Dialysis

FIR

treatment
40 min

Start to
Dialysis

Stop to giving
t FIR during the
last1 hour of HD
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Distance : 20-30 cm

Egypt
Dr. Montasser Zeid Nephrology and
Urology Center

Sweden
Karnsjukhuset | Skovde

Lithuania

Vilnius University Hospital Santariskiu
Klinikos

Baltijos Dializes Klinika

France
Etablissement de Sante Acttivites de
Dialyse et de Nephrologie

UK

Sunderland Royal Hospital
Glasgow Western Hospital
Newcastle University Hospital
ST James University Hospital
Royal Free Hospital

Hull Hospital

Addenbrooke’s Hospital
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Walsgrave Hospital
Ninewells Hospital

Royal Edinburgh Hospital
Kilmaarnock Hospital
Glan Clwyd Hospital
Brighton Hospital
Heartlands Hospital
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