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Intelligent tongue pressure
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E ‘: Electronics Testing Center, Taiwan
Product Safety Testing Laboratory
Repert No.: 19-06-VAE-011

TEST REPORT

Report Number..............cc.ccoeennns © 18=08-VAE-011

Date of issue 20180715

Total number of pages ... 16 pages

Applicant's Name ................cecone. D ELMEAAE LB TESHTERE (i)

AUIESS oo, . SR AL B TR 155 G

Test specification

Standard ............. ...l |EC 60601-1:2005 + AT:2012
-—— e o

Test procedure : Testing

Test Item description ....... B BT YT 3
U . . N SN N S

LI T R———— ]

Model andfor type reference ... NiA

Serial number..........ccccviiieniend NIA

Rating{s} ciomvmmmmammmmamnmn : 3.7V = ,12A

Testing

Date of receipt of test item...............: 2019-06-20

~
"

k = j_ _ Date (s) of performance of tests ....: 2018-06-20 to 2019-07-10
I I E C 60 60 1 _ 1 I E C 6 O 6 O 1 1 e Responsible Testing Laboratoiy_(ag-_a pplicable), testing location(s):

T e a—— Electronics Testing Center, Taiwan
- i ' Product Safety Testing Laboratory

Mo.8, Lane 29, Wenming Rd., Guishan Dis:. Taoyuan City
33383, Taiwan , R.O.C.

Testing location | address ... :

Tasted by ) RV |
(name and signature) ... ... BinYiHuang zin | r':.r
Approved by 1)

| (name and signature) ................ . AndrePan B b o) P
General disclaimer: |

This report shall not be reproduced, except in full, witheut the written approval of the lssuing Testing
Laboratory.
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Approval of Clinical Trial/Research

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 elderly people in Taiwan (1)
Principal lm‘mngamr Chun-Hung Chen

Co_Investigato) Chun-Li Lin, Hsiu-Yueh Liu, Jeng-Hao Chen

Study Coordinator: Hsuan-Wen W Jing-Ting Wang

Institution: Kaohsiung Medical U rsity Chung-Ho Memorial Hospital

Source of Funding: Ministry Of Science and Technology

IRB Number: KMUHIRB-F(1)-20190104

Protocol Numb 1OST108-2218-E- 010-005

Approval dated: 2019/8/16

Duration of Approval: 2019/8/16-2021/8/31

Protocol: Version 2, 2019/08/20

Informed Consent Form: Version 2, 2019/08/20

Chinese Protocol Synopsis: Version 1, 2019/07/29

English Protocol Synopsis: Version 1 + 07/29/2019

Questionnaire:

OB B S ORI I 14

A I EI A

See the back of this page for the procedures for reporting unanticipated problems, or drug serious adverse
reactions, or interim, and other important notes.

Hsueh-W
Chairman

Institutional Review Board-1
Kaohsiung Medical University
Chung-Ho Memorial Hospital
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Approval of Clinical Trial/Research
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 elderly people in Taiwan (11)
Prin ) y
Co_Investigator(s): II\m-)mhIm Chun-Li Lin, Chia-Ling Lee, Han-Sheng C}
Study Coordinator: Meng-1. heng-Wen Hsich, Chien-Hsun Li, Ming
Yun- Chien Wu
Kaohsi ‘ \Imm ipal Hsiao-Kang Hospital
Source of Fundin, v Of Science and Technology
IRB Number: KM Ikn 1120190133
Protocol Number: NA
Approval Date: 2019/11/26
Duration of Approval: 2019/11/26-2021/9/30
Expiration Date of Approval: ’n’o /11725
Protocol: Version 3, 2019/12/0.
Informed Consent i
Chinese Protocol
English Protocol Synopsis: 19
Questionnaire ﬂ’#fiﬂ/’!#lﬁ/r‘?#l& -i‘ﬁ Uf??/& é#”f/?'&&é 14 & "11“)‘}1‘5“4!‘( o SRS £
See the back of this page for the procedures for reporting ., or drug serious adverse
reactions, or interim, and other mlpllrlanl notes.

n, Wei-Shiuan Chung
eng Wu, Chun-Chih Yen,

Chairman
Institutional Review Board-Il

Kaohsiung Medical University
Chung-Ho Memorial Hospital
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CT from patients 3D printed molds Patient specific implant

Stamping Method ( )

2D
implant +

-,




(>200 case)

Mediaklateral Medialfloor

Inferior orbital fissure Inferior orbital fissure
\ ” \ II
IID E F / E F
,’ C II D C
,’I A B ',' A B

Floor

Inferior orbital fissure

N
/D E

B

1

1
1
J A

F—HIREEWR

E_RIREEMH

F-_NREER







N

TFDA
(1) U 1.3300

N
o

(2) U

FDA 510K

(1) U Bone plate
(2) U Class I

1.3300

Surgical mesh

2
(surgical mesh)
Hernia)
acetabular
cement .
GMP GMP( "
) .
0930328238
A
Mesh, Metal
A
~ Mesh, Surgical, Polymeric
A
Mesh, Surgical
A

Surgical Film

Device Plate, Bone

Requlation Description Bone plate.

Requlation Medical Specialty — Dental

Review Panel Dental

Product Code JEY

Premarket Review Office of Device Evaluation (ODE)

Division of Anesthesiology, General Hospital, Infection Control, and Dental Devices (DAGRID)
Dental Devices Branch (DEDB)

Submission Type 510(k)

Requlation Number 8724760

Device Class 2

Total Product Life Cycle (TPLC) TELC Product Code Report
GMP Exempt? Mo

Recognized Consensus Standards
150 5832-6:1997 Implants for surgery — Metallic materials - Part 6: Wrought cobalt-nickel-chromium-molybdenum alloy
150 5832-3:1996 Implants for surgery - Metallic materials - Part 3: Wrought fitanium 6-aluminium 4-vanadium alloy
150 5832-2:1999 Implants for surgery - Metallic materials - Part 2: Unalloyed fitanium
150 5832-1 Fourth edition 2007-06-15 Implants for surgery - Metallic materials —- Part 1. Wrought stainless steal
[Including: Technical Corrigendum 1 (2008)]
150 5832-12 Second edition 2007-05-01 Implants for surgery — Metallic materials — Part 12: Wrought cobalt-chromium-
molybdenum alloy [Including: Technical Corrigedum 1 (2008);
150 5832-5 Third edition 2005-10-15 Implants for surqery - Metallic materials — Part 5: Wrought cobalt-chromium-
tungsten-nickel alloy
150 5832-9 Second edition 2007-06-15 Implants for surgery - Metallic materials - Part 9: Wrought high nifrogen stainless
steel
150 7405 Second edition 2008-12-15 Dentistry - Evaluation of hiocompatibility of medical devices used in dentistry
[Including: Amendment 1 (2013)]
150 5832-4 Third edition 2014-08-15 Implants for surgery - Metallic materials —- Part 4: Cobalt-chromium-molyhdenum
casting alloy
150 5832-11 Second edition 2014-09-15 Implants for surgery - Metallic materials - Part 11: Wrought titanium 6-
aluminium 7-niobium alloy




(ASTM F382)

#1
#2 . 9.28

#3 46.03 10.73
Average+Std 47.73+4.25 9.78+0.82




|

3DP model Stamping method

The interfaciabadaption-test-(gap = size)

3DP model prec-bentimethod::
2.285 1 1.82 mm
V Patientspecific stamping method:
0.821 - 0.63* mm







