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Translation and development of

intelligent tongue pressure
measurement/training system
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TEST REPORT

Report Number ..., - 18-DB-VAE-O11
Date of issue ..o 2018-07-15
Total number of pages ................... 16 pages ]
g Applicant's Name ...........c.c..c.. D BEIERAS LR TESHTERE (H9aii)
R R 7T — ' _ AQUNESS ..o BT AGAE 2 B 155 58

Test specification

[ ——
Standard LIEC 60601-1:2005 + A1:2012 |
| Test procedure ... : Testing

Test Item description . j FEMFELEA
N N N N N .
Trade Mark . DONMA
Model and!ortype reference ... NA
Serial number... .....cocc il NIA
Bating{8) oo semnmasmnmsimmmmn : 3TV = ,12A
Testing
Date of receipt of test item................: 2018-06-20

%I EC 60 60 1 _ 1 Z;%%ﬁ Date (s) of performance of tests ....: 2019-08-20 to 2019-07-10

Responsible Testing Laboratory (as applicable), testing location(s):

BEX

A2 IEC60601-1

Electronics Testing Center, Tanwan
Product Safety Testing Laboratory

No.8, Lane 29, Wenrming Rd., Guishan Dis., Taoyuan City
33383, Taiwan , R.O.C.

Testing Laboratory Name ... .

Testing location [ address ............. g

Tested by ) ot (fuant]
{name and Signature) ...............: N Y HUaNg <o | d
Approved by 'y
| (name and SIgNALUre) ................ AndrePan Py o) i

General disclaimer: Ir

This report shall not be reproduced, except in full, without the written approval of the Issuing Testing
Laboratory.
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[E g prmvaf of Clinical Trial/Research
I l “‘ ¢ &\ Protocol Title: Development of intelligent tongue pressure trainer- Establishing the model and indicator of tongue

pressure and evaluation the effectiveness of dysphagia rehabilitation for the :.Fn‘uh people in Taiwan (1)
Principal Investigator: Chun-Hung Chen

Co_Investigator(s): Chun-Li Lin, Hsiu-Yueh Lin, Jeng-Hao Chen

Study Coordinator: Hauan-Wen Wang, Jing-Ting Wang

Institution: Kaok g Medical University Chung-Ho Memaorial Hospital

Sowrce of Funding: Ministry Of Science and Technology

IRB Number: KMUHIRB-F(1)-20190104

Protocol Number: MOSTI08-2218-E- 010-0035

Approval dated: 2 816

Duration of Approval: 2019/ N”J’ﬁ- 20214831

Protacol; Version 2, 2014

Inf Consent Form: Ve n 2, 200 9/08/20

Chinese Protacol Synopsis ion 1, 2019/07/2

English Protocol Synopsis: Version | + 07/29/2019

Questionnaire.

o g i O O A 5F A

2 B 4 & (2 0 o
See the back of this page for the procedures for reporting unanticipated p s, or drug serious adverse

reactions, or intevim, and ather important notes,

Wei Yen, MD, PhD
Chairman
Institwional Review Bo

Ching-tHo Memorial Hmlmmi
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h . AR A M : 2020/11

SEE: B3 20094 125048
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70-79

PR HE IR 209509268
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Approval of Clinical Trial/Research
Protacol Title: Development of intelligent tongue pressure trainer- Establishing the model and indicator of tengue
pressure and evaluation the effectiveness m‘ “dysphagia rehabilitation for the elderly people in Taiwan (i)
Pri; C

Co_Investigator(s): I
Study Coordinator:

1, Chia-Ling Lee, Han-Sheng Chen, Wei-Shivan Chung
4 H\in'il. Chien-Hsun Li, Ming-Feng Wu, Chun-Chih Yen,

Institution: Kaohsiung Munieipal Hsiao-Kang Hospital

Source of Funding: Minisiry Of Science and Technology

IRB Number: KMUHIRB-F(1)-20190133

Protocol Number: NA

-lppmul’Dm‘e 2019/11/26
119/11/26-2021/9/30

2020/11/25

4

Ex
Protocol: Version )
Informed Consent ion 2, 2019/12/04

Chinese Protocol Synopsis. on 1, 2019/09/26

English Protocol Synopsis: Version 1"+ 09/26/2019

Questionnaire: oL 3 5. 18 AR Ae 45 S48 36 ) 7 RE W6 1 0108 MAE SP18 /L 2108 0 AR FA B
See the back of this page for the for i or drug serious adverse
reactions, or interim, and other rmpurmm notes.

Chairman

Institutional Review Board-II
Kaohsiung Medical University
Chung-Ho Memorial Hospital
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Computer Aided Engineering in Biomedicine Lab.
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(1) &
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| .33005M A A

FDA 510KE 3} &

(2) B E"‘ s MELR © B4R
SRS ERARES ¢ 13300
thz 2 f8 © SRS R
B 4F% © Surgical mesh
£, )
SIMEHA4E A (surgical mesh)E B BECEEY)
HIERT- » F T ARG BE LR E:
PR RHESS 2 R o YNRIEYER 26T - A1
ST R EYIER TR (Hernia )2 (&4
DIR B R 2 B8 (acetabular) S2&
'E (cement) PRHIERF °
. L /EFAGMP( " EEYE RELSAER] ) B2
TRIROMPER © 5. o — 2 e it L -
RIS ¢ EEEET 550030328238 FE
ML B A
Mesh, Metal

" ST

I

SR HEEEYI4E R
Mesh, Surgical, Polymeric
SRR R

Mesh, Surgical

o -ty FH S

Surgical Film

Ex \ =] 3 .
(1) Bz 1485l : Bone plate
Ex \ .
(2) BE===MEA : Class
Device Plate, Bone
Regulation Description Bone plate.
Regulation Medical Specialty  Dental
Review Panel Dental
Product Code JEY
Premarket Review QOffice of Device Evaluation (ODE)
Division of Anesthesiology, General Hospital, Infection Control, and Dental Devices (DAGRID)
Dental Devices Branch (DEDB)
Submission Type 510(k)
Regulation Number 872.4760
Device Class 2
Total Product Life Cycle (TPLC) TPLC Product Code Report
GMP Exempt? No

Recognized Consensus Standards

IS0 5832-6:1997 Implants for surgery -- Metallic materials - Part 6: Wrought cobalt-nickel-chromium-molybdenum alloy
ISO 5832-3:1996 Implants for surgery - Metallic materials - Part 3: Wrought titanium 6-aluminium 4-vanadium alloy
ISO 5832-2:1999 Implants for surgery - Metallic materials - Part 2: Unalloyed titanium

IS0 5832-1 Fourth edition 2007-06-15 Implants for surgery -- Metallic materials - Part 1: Wrought stainless steel
Including: Technical Corrigendum 1 (2008))

IS0 5832-12 Second edition 2007-05-01 Implants for surgery -
molybdenum alloy [Including: Technical Corrigedum 1 (2008):
ISO 5832-5 Third edition 2005-10-15 Implants for surgery - Metallic materials - Part 5: Wrought cobalt-chromium-
tungsten-nickel alloy

ISO 5832-9 Second edition 2007-06-15 Implants for surgery - Metallic materials - Part 9: Wrought high nitrogen stainless
steel

ISO 7405 Second edition 2008-12-15 Dentistry - Evaluation of biocompatibility of medical devices used in dentistry
Including: Amendment 1 (2013)]

ISO 5832-4 Third edition 2014-09-15 Implants for surgery -- Metallic materials -- Part 4: Cobalt-chromium-molybdenum
casting alloy

IS0 5832-11 Second edition 2014-09-15 Implants for surgery - Metallic materials - Part 11: Wrought titanium 6-

Metallic materials -- Part 12: Wrought cobalt-chromium-
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#1 52.58 935

#2 44.6 9.28

#3 46.03 iHaL7z)
Average+Std 47.73+4.25 9.7840.82
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3DP model Stamping method

The interfacial adaption test (gap size)

3DP model pre-bent method:
2.285 + 1.82 mm
v Sdvhquvshf T indp st hvkrg=#
0.821 £ 0.63* mm
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Thanks for yeur attention
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Welcome to NYCU

cllin2@nycu.edu.tw #RIUZIT 1B




