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ABSIRACT

Sponsor / Client: DONGGUAN QU G MEDICAL SUPPLIES CO.. LTD.

QISHI TOWN. DONGGUAN CITY. Q
GUANGDONG, CHINA. (b'
Manufacturer: DONGGYAN@UANDING MEDICAL SUPPLIES CO.. LTD. &

Address: 3 YONGFA EAS

EAST ROAD. QISHI TOWN. DONGGUAN CIT

GUANGDONG, CHINA.
Test le: Conductive Hydrogel, prepared two samples a pair(6.25¢cm3 &and
subJ ml skin sensitization test according to ISO 10993-10:20 "%
mea pigs (10 for test, 5 for Negative control and 5 fo P{SQ
e

fc test were used. After induction phase, the prepared samp

ol) for Closed-
were applied to the
ammals for (6 £0.5) h.

The skin reactions for erythema and oedema w aded according to “Magnusson and

}0 Kligman Scale” and recorded at (24 +2) h and,(48 +-2) h’after removal of the dressings.

The freg uenc%

Conclusion:
itive control is 100%.

ive hal[enge results in sample and Negative control ' Q

Study Director: A \s F‘j\ Date: NOV. (3. ”@@

engxia

Report Re@ il 7’?&@, Date: DN
Wang Meng :
}rized Signatory: g ) < 7 Approval Da i ($,2a20 .

()%' Xu Honglei Q

. Q Report issued by:
> GUANGDONG V@ LITY TECHNOLOGY SERVICE CO., LTD.

(Testing Stamp)
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QUALITY ASSURANCE STAT T

includes review of study plan, result ofa s

udit and results of audit of raw data and e
study report. s Q
The findings were reported to tor and NEWAY management. @

AR o [3.202
: Xu P})nglei Date Completed

These tests were audited by Quality Assuranc@ nnel of NEWAY. The QA inspection

QA manager:

ction
Inspection Date Testing Phase )

udy Director

Study base Sep. 21, 2020 Draft Protocol Sep. 21, 2020

Study base Oct. 07,2020 Induction pha Oct. 07,2020

%’ Study base Nov. 07, 2020 Challenge Nov. 07, 2020 <
Raw Data & Draft Rinal
} Study base Nov. 10, 2020 N Nov. 10, 2020
@0

Veway/
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PURPOSE AND SCHEDULE

damage from hypersensitive su£ ce ced or contaminated during manufacturing.

According to its nature and duration of the ipated contact with human tissues when e
in use, medical device should be testmG‘ ompatibility to avoid potential physiological Q
In this study, guinea pi in semsitization study (Closed-patch test) was performed to Qt

evaluate the possibility @ sitization after topical applications of the test sample on t

skin of guinea pig® sults provide practical information for assessing the risk of skin
sensitization of the medical device. \
Stud@le is as below: @
,\Q

Study Initiation Date: Sep. 21, 2020

' L 4
\ Test Starting Date:

Q Test Completion Date:

PHOTO OF TEST SAMPLE \

Newavi



NE WAY Bio-Com. Lab.

1. MATERIALS INFORMATION

1.1 Test Sample

Test Sample information Was pro

Test Sample Description:

Specify the test parts 0

Major ingredient&

Intende@
\ ot No.:

odel No.:
Stability:
Production date:
Expiration Date:

Storage Condition:

External Features: '\ i
Sterilization Method: 6 on-Sterilized
Pre-treatment: Q Non

1.2 Reagent %

1.2.1 0.9 Chloride (Guangdong KELUN Lot:
1.2.2 DNCB (SIGMA Lot: BCBP8259V) Y Q -

quipment

(b‘l'.

4

N\

Vewayy, ,
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ed By sponsor and showed as below:

onductive Hydrogel

Conductive Hydrogel

Conductive Hvdrogel

Conducting electric current to the ski

transmitting human EMG or ECG

R
N\
Q)é

machine.

20200915

QDO0.9A

Not entrusted

H18111406)

1.3.1 Electronic Scale (Shanghai Yaohua, C2016-02.%Q

1.4 Test Sample and Controls Preparat
Prepared two samples a pair (6.25cm? ece) as the test sample apply to animal, the

>
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absorbent gauze patches (2,5cm*2,5cm)  containing 0.9% sodium chloride as the negative

control and 0.1 % DNCB as the positive contr

2. EXPERIMENTAL DESIGN (b e
$ QD
2.1 Experimental System \

2.1.1 Animals %
a) Animal Species: giga?ig (Hartley strain)

b) Source: ngzhou Huadu district huadong xinhua experimental animal far X ental

Permit No.: SCXK(YUE) 2019-0023
‘ ()

{g eights (Gender): Initial weight 300~500g (Male) \
Health Status; Healthy, previously unused young adult

\
&
N

Quarantine/acclimation: Animals are subjected to quafani d acclimated for a week

v
before treatment. Guinea pigs are selected base on @US. The female guinea pigs were

nulliparous and not pregnant.

(Guinea Pig 16# to 20#).

2.1.2 Animal Care and M

a) Environment: Te 20-26'C., 40%-70% Relative Humidity &
b) Housing: %1% housed in groups in cages identified by a animal experihefit
informatiod card

N

c) Cage: Plastic Cage. 2 guinea pigs/cage P -

ed: Guinea Pig Diet. Guangzhou Huadu district huadong xit

model for evaluating potential skin seg

standards.

2.1.4 Facility: Experimental fac%creditcd in accordance with ISO/IEC 17025 by CNAS

4, () Newavi
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(China National Accreditation Service). CNAS registratiéu%ber: CNAS L9783.
2.1.5 Personnel: All relevant personnel are weg\ and qualified.
2.1.6 Compliance: All activities of this stud out in compliance with the GLP (Good

Laboratory Practices) for U.'S. F0€ 3%39; Administration Good Laboratory Practice Qe

Regulations, 21 CFR Paria58

2.2 Test Procedure % &

2.2.1 Preparation ofaigpnals
Prior e study, the furs of animal’s backside are clipped from neck to xa with

capul
an elegi shaver. Animals with scratches or skin diseases on the ghi @ surfaces

s . 4

ej8eted from the study. The clipped area is about 8 cm”.

r
}nduction phase \
Q Apply the test sample patches by topical application ed left upper back region
% of each animal. Remove the restrainer of any occlusj % and patches after (6 = 0,5) h.

¥

Perform this procedure on three days a week for three weeks. Treat the control animals similarly, 4
using the negative control and the positive Q
2.2.4 Challenge phase P 4 ’ P Q

At (14 £ 1) d after the las d&application, challenge all test and control animals with

corresponding control solutio y the test sample patches by a single topical application i

a clipped untested Qﬂ animal. Remove the restrainer and occlusive dressin
patches after (6 &

Vewayy,
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Moderate and confluent erythema
Q Intense erythema and/or swelling

\\v
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2.3 Observation of Animals

2) h and (48=£2) h after removal of t Describe and grade the skin reactions for Qe
erythema and oedema accordinﬁ* usson and Kligman grading given in Table 1 for @
each challenge site and at e imeWterval. The skin reaction observation should be done Q

Table 1 Magnusson and Kligman scale

Observe the appearance of the challenge skin of the test and control animals at (24 +
re g

t

without knowledge of t
\‘

Patch test reaction Gradi le

No visible change

4

Discrete or patchy erythema

® 4
2.4.1 Magnusson and Kligman grades o mer in the test group indicate sensitization, QQ

4
provided grades of less than 1.0 arggl ntrol animals. '\

2.4.2 If grades of 1.0 or greate

2.4 Evaluation of Results

ot in control animals, then the reactions of test animals

which exceed the most seyere on in control animals are presumed to be due tosensitizatio

2.4.3 The outcome 0% presented as the frequency of positive challenge results in@
control anima, 0

Newavi
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3. TEST RESULTS

Page 8 of 9
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Refer to Table 2 and Table 3 for individualr\of dermal scoring for the challenge.

Table2 c1inicf@wation Record

¢

Weight (g) Clinical Observation
Groups Animal No. emoval _ except dermal
After Experiment reaction
355 normal
\‘
318 359 %
Q 3 319 361
Q L4 318 364 C &al
ample 5 315 358 normal
group 6 311 353 normal
7 325 normal
8 314 358 normal
A g
9 310 353 normal
10 356 normal
3 364 normal
) 11 352 normal
negative
control 312 355 normal
£roup 311 353 norm
324 368 normal »
312 354 mal
Vg
. 32 310 353 E inormal
positive
ntrol 33 316 361 normal
grotp 34 312 normal
35 315 normal

Veway/,
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Table 3 Guinea Pig Sensitization Dermal"Reactions

A minimum of Hours after completion of
Groups Animal No. after removal of challenge phase Positive Rate
hair 24h 48h
1 0 0
2 L4 0 0
3 0 0 @
4 0 0 0
test sample 5 0 0 0
0%
group 0 0 0
0 0 0
gy 0 0 0
9 0 0 0
10 0 0 0
7 o 0 0 #. 0
wtive 12 0 0
control 13 0 0 0%
group 14 0 0 0
(b' 16 0 2 p
0 positive 17 0 N 2 ;
control 18 0 2 2 100% s
} group 19 0 2 2 Q
20 ” 2 2 P Q

4. CONCLUSION 6 %

Under the con% this study, the frequency of positive challenge results i/@
B@»
G

extract and Ne ntrol animals are 0%, the Positive control is 100%.
5, ARCHI% ¢ Q:, '

lI the study-related raw data, records, protocol and th al rt will be kept in

AY for 6 years from report issue date. For studies of Q weeks duration, the test

¥4 ' Q samples will also be in kept in NEWAY for 6 years fr% issue date.

All the records and test samples were d ording to GLP Guidance. Agent

) authorized by the sponsor can apply for revie @ ording to NEWAY policy.

'A () Newé!i}}
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