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Re: K260414
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Regulation Number: 21 CFR 876.1500
Regulation Name: Endoscope And Accessories
Regulatory Class: Class II
Product Code: GCJ, HRX
Dated: May 8, 2026
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Dear Yin-Jiun Tseng:

We have reviewed your section 510(k) premarket notification of intent to market the device referenced above
and have determined the device is substantially equivalent (for the indications for use stated in the enclosure)
to legally marketed predicate devices marketed in interstate commerce prior to May 28, 1976, the enactment
date of the Medical Device Amendments, or to devices that have been reclassified in accordance with the
provisions of the Federal Food, Drug, and Cosmetic Act (the Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general controls
provisions of the Act. Although this letter refers to your product as a device, please be aware that some
cleared products may instead be combination products. The 510(k) Premarket Notification Database
available at https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for annual registration,
listing of devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability warranties. We
remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class IIT (PMA), it may be
subject to additional controls. Existing major regulations affecting your device can be found in the Code of
Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may publish further announcements
concerning your device in the Federal Register.

Additional information about changes that may require a new premarket notification are provided in the FDA
guidance documents entitled "Deciding When to Submit a 510(k) for a Change to an Existing Device"
(https://www.fda.gov/media/99812/download) and "Deciding When to Submit a 510(k) for a Software
Change to an Existing Device" (https://www.fda.gov/media/99785/download).

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov
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Your device is also subject to, among other requirements, the Quality Management System Regulation
(QMSR) (21 CFR Part 820), which includes, but is not limited to, ISO 13485 clause 7.3 (Design controls),
ISO 13485 clause 8.3 (Nonconforming product), ISO 13485 clause 8.5.2 (Corrective action), and ISO 13485
clause 8.5.3 (Preventative action). Please note that regardless of whether a change requires premarket review,
the QMSR requires device manufacturers to review and approve changes to device design and production
(ISO 13485 clause 7.3 and ISO 13485 clause 7.5) and document changes and approvals in the Medical
Device File (ISO 13485 clause 4.2.3).

Please be advised that FDA's issuance of a substantial equivalence determination does not mean that FDA
has made a determination that your device complies with other requirements of the Act or any Federal
statutes and regulations administered by other Federal agencies. You must comply with all the Act's
requirements, including, but not limited to: registration and listing (21 CFR Part 807); labeling (21 CFR Part
801); medical device reporting (reporting of medical device-related adverse events) (21 CFR Part 803) for
devices or postmarketing safety reporting (21 CFR Part 4, Subpart B) for combination products (see
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-
combination-products); good manufacturing practice requirements as set forth in the Quality Management
System Regulation (QMSR) (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR
Part 4, Subpart A) for combination products; and, if applicable, the electronic product radiation control
provisions (Sections 531-542 of the Act); 21 CFR Parts 1000-1050.

All medical devices, including Class I and unclassified devices and combination product device constituent
parts are required to be in compliance with the final Unique Device Identification System rule ("UDI Rule").
The UDI Rule requires, among other things, that a device bear a unique device identifier (UDI) on its label
and package (21 CFR 801.20(a)) unless an exception or alternative applies (21 CFR 801.20(b)) and that the
dates on the device label be formatted in accordance with 21 CFR 801.18. The UDI Rule (21 CFR
830.300(a) and 830.320(b)) also requires that certain information be submitted to the Global Unique Device
Identification Database (GUDID) (21 CFR Part 830 Subpart E). For additional information on these
requirements, please see the UDI System webpage at https://www.fda.gov/medical-devices/device-advice-
comprehensive-regulatory-assistance/unique-device-identification-system-udi-system.

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21 CFR Part
803), please go to https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-
mdr-how-report-medical-device-problems.

For comprehensive regulatory information about medical devices and radiation-emitting products, including
information about labeling regulations, please see Device Advice (https://www.fda.gov/medical-
devices/device-advice-comprehensive-regulatory-assistance) and CDRH Learn
(https://www.fda.gov/training-and-continuing-education/cdrh-learn). Additionally, you may contact the
Division of Industry and Consumer Education (DICE) to ask a question about a specific regulatory topic. See
the DICE website (https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-
assistance/contact-us-division-industry-and-consumer-education-dice) for more information or contact DICE
by email (DICE@fda.hhs.gov) or phone (1-800-638-2041 or 301-796-7100).

Sincerely,
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Please type in the marketing application/submission number, if it is known. This

textbox will be left blank for original applications/submissions. K260414

I Please provide the device trade name(s).

“Tech-Image” Video Endoscope System

I Please provide your Indications for Use below. i

The “Tech-Image” Video Endoscope System is intended to be used as a single-use endoscopic video
camera to provide visualization of the interior of the body’s internal anatomy during various diagnostic and
surgical endoscopic procedures. These applications include, but are not limited to: general surgery and
minimally invasive surgery (e.g., orthopedic, spine, laparoscopic, and plastic surgical procedures).

Please select the types of uses (select one or both, as Prescription Use (21 CFR 801 Subpart D)
applicable). [ ] Over-The-Counter Use (21 CFR 801 Subpart C)




510(k) Summary

Tech-Image Video Endoscope System

K260414

U.S. FOOD AND DRUG ADMINISTRATION

Center for Devices and Radiological Health (CDRH)

Premarket Notification 510(k) Summary

## SECTION I: GENERAL INFORMATION

A. Applicant Information

Tech-Image CO., LTD.
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11 F., No. 37, Sec. 3, Minquan E. Rd., Zhongshan Dist., Taipei City 104478, Taiwan

Contact: Ms. Karen Lu, Ph.D.
Phone:+886 2 85113386

Email: karen@chiyitech.com

Correspondent to
WeMED Bio-Tech Inc.

Contact: Mr. Yin-Jiun Tseng, Ph.D.

Phone: +886 2 26974518

Email: courant@wemed-biotech.com

B. Device Information

Item

Details

510(k) Submitter

Tech-Image CO., LTD.

Device Trade Name

“Tech-Image” Video Endoscope System

Device Common Name

Endoscope and accessories

Product Code

GCJ (21 CFR 876.1500)

Subsequent Product Code

HRX (21 CFR 888.1100)

Classification

Class II

Review Panel

General & Plastic Surgery

Regulation Medical Specialty

Gastroenterology/Urology

Submission Type Traditional 510(k)
Predicate Device K201134
Secondary Predicate K203226
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SECTION II: INTENDED USE
A. Intended Use Statement

The “Tech-Image” Video Endoscope System is intended to be used as a single-
use endoscopic video camera by qualified physicians to provide real-time illumination
and visualization of internal anatomical structures during various general surgical and

minimally invasive endoscopic procedures in diagnostic and therapeutic interventions.
B. Indications for Use

The “Tech-Image” Video Endoscope System is intended to be used as a single-use
endoscopic video camera to provide visualization of the interior of the body’s internal
anatomy during various diagnostic and surgical endoscopic procedures. These
applications include, but are not limited to: general surgery and minimally invasive

surgery (e.g., orthopedic, spine, laparoscopic, and plastic surgical procedures).
C. Patient Population

Adult patients undergoing general or minimally invasive surgery (e.g.,
orthopedic, spine, laparoscopic, and plastic surgical procedures) requiring

visualization of internal anatomical structures.
SECTION III: DEVICE DESCRIPTION
A. General Device Description

The "Tech-Image" Video Endoscope System is an integrated digital imaging
platform designed for the real-time visualization of internal anatomical structures. The
system consists of the CYTS-02 Video Display Device, a reusable 13.3-inch Full-HD
LCD console, and the TISE Series Single-use Video Endoscopes. Utilizing advanced
"Chip-on-Tip" CMOS technology and integrated LED illumination, the system
captures high-resolution imaging data and supports external video output via a
dedicated HDMI port. The TISE endoscopes are available in various configurations—
including different diameters, viewing angles, and working lengths—to accommodate
diverse clinical requirements. When used in conjunction with their corresponding
sterile cannula accessories, the system facilitates precise access through surgically
created openings during minimally invasive procedures, such as laparoscopy or

arthroscopy. This single-use architecture effectively eliminates reprocessing risks and
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cross-contamination, ensuring consistent optical performance and patient safety.

B. Manufacturing & Materials
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Component

Material

Specification

Rationale

Shaft

SUS 304 Stainless
Steel

ASTM A312

Biocompatible,
corrosion-resistant,

surgical standard

Optical Window

High durability,
optical clarity,

scratch-resistant

Seals/Gaskets

Silicone elastomer

ISO 9002 synthetic
sapphire

ISO 10993
biocompatible for

prolonged contact

Internal Lenses

Borosilicate Glass

Optical-grade

Precision optics,

chemically stable

C. Sterilization

Sterilization Method: Ethylene Oxide (EO) gas per ISO 11135-1

- Sterilization Assurance Level (SAL): 107

- Shelf Life: 3 years when stored in protective packaging at room temperature

D. Non-Clinical Testing Summary

A series of non-clinical evaluations were performed to verify the safety and

effectiveness of the “Tech-Image” Video Endoscope System and to demonstrate

substantial equivalence to the primary predicate device (K201134). The following

tests were conducted:

e Electrical Safety and Electromagnetic Compatibility (EMC): The system

was tested and found to be in compliance with the IEC 60601-1 standard for

general electrical safety and the IEC 60601-1-2 standard for electromagnetic

compatibility. The results confirmed that the device performs safely in its



K260414 Page 4 of 8

intended clinical environment.

Optical and Thermal Safety: The distal LED illumination and imaging
system were evaluated according to IEC 60601-2-18. Testing verified light
output safety, color consistency, and thermal management. Measurements
confirmed that the temperature of the endoscope tip remains within safe limits

during continuous operation.

Performance Testing — Bench: Side-by-side comparative testing was
performed on the subject device and the predicate to evaluate key imaging
parameters, including resolution (spatial frequency response), Signal-to-Noise
Ratio (SNR), image distortion, Field of View (FOV), and Depth of Field
(DOF). For models with larger outer diameters (up to 10.0mm), mechanical
integrity and structural strength tests were conducted to ensure compatibility

with standard surgical portals.

Biocompatibility: In accordance with ISO 10993-1 and FDA guidance, the
patient-contacting components of the single-use endoscopes were categorized
as "Externally Communicating Devices" with limited contact (< 24 hours)
with tissue, bone, and/or blood. Testing included Cytotoxicity, Sensitization,
and Irritation/Intracutaneous Reactivity. All results met the predetermined

acceptance criteria.

SECTION IV: SUBSTANTIAL EQUIVALENCE & PREDICATE
COMPARISON

A. Predicate Device

510(k) Number: K201134
Device: Arthrex NanoScope System

Product Code / Regulation: GCJ / 21 CFR 876.1500 (Primary) and HRX /
21 CFR 888.1100 (Subsequent)

Clearance Date: September 4, 2020

Rationale: K201134 is designated as the primary predicate for the

“Tech-Image” Video Endoscope System due to its identical product codes
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(Primary: GCJ; Subsequent: HRX) and fundamental intended use in
diagnostic and surgical procedures, specifically within spinal and
orthopedic applications. The system architecture is substantially equivalent,
featuring a reusable video processing unit and single-use imaging

components.
B. Secondary Predicate Device
m  510(k) Number: K203226
m  Device: Richard Wolf PANOVIEW Ultra Telescopes

m  Product Code / Regulation: GCM /21 CFR 876.1500 (Primary) and GCJ /
21 CFR 876.1500 (Subsequent) / HET 21 CFR 884.1720

m Clearance Date: May 14, 2021

m Rationale: K203226 is designated as the secondary predicate for the
“Tech-Image” Video Endoscope System to address a specific dimensional
characteristic of the subject device — the outer diameter (OD) — that
extends beyond the dimensional range of the primary predicate
(K201134, OD: 1.9 mm). Both the subject device and K203226 share the
same intended use (visualization of internal anatomical structures during
minimally invasive endoscopic procedures), the same regulatory
classification (Class II, 21 CFR 876.1500), and the same medical
specialty (Gastroenterology & Urology). The OD range of the subject
device (4.7-10.0 mm) falls entirely within the cleared OD of K203226
(10.0 mm). Therefore, the use of K203226 as a secondary predicate
supports the conclusion that the subject device's dimensional
specifications do not raise new questions of safety and effectiveness, and
that the subject device is substantially equivalent to legally marketed

predicates.



VIN

QIBM1JOS ON

¥0€¢9 D4l

UODEPI[EA d1EMIOS

O 318 dedpaad Arewirid 2 393[qng

(7891 ISIOW) UOTBZI[LIA)S WIBd)S

od

od

uonezILIdNG

jyudeAmby 81-2-10909 DAl 81-2-10909 DAl 81-2-10909 DAl £)ayes reunroy,
[edonuapy (001A0p [eONdoO dAISSEd) V/N T-1-10909 DAl T-1-10909 DAl ONA
[eonudp| (90140p [eOndo darssed) v/N 1-10909 D4l 1-10909 D4l Kyayes (eI
[ednuap| yuerdwod [-¢6601 OSI yuerdwod [-¢6601 OSI yuerdwod [-¢6601 OSI Amquedwodorg
asn (s10su0)/NDD)

-3[3uls a.ae edNpaId Areuwid 7 193[qng
sjuduoduwo) wIsAg dwreg

BIOUILD [BUIA)XO + 90IN0S JYSI| [LUIXS

+ 9d09s919) odoosopud piSir o[qesnay

jun

[01u09 9[qesnay + ddoasopuy asn-o[3ulg

jun

[011U09 9[qesnay + ddodsopuy asn-o[Sulg

uoneIn3yuo)) wd)sAg

"A301009uAS pue A3ojoIn ur

'3+ suonuaAroyur ordoososede| pue £1931ns
se ons ‘sour[dIosIp [eoIpou JUIISIIIP

Ul SUOIIUAIUI 10} pasn dre sponpoid ay
"Apoq 91} JO 9pISUl A} AZI[BNSIA 0} JAIIS PUB
Ade1oy) pue sisougerp 10J SOOIJLIO [eINJRU BIA

‘A1931ns

o1doosororu 10J A10SS909€ Uk St pasn 9q

0 POpUSIUL OS[. SI 9D1AdP Y], "seInpaoord
[eo13ins onserd pue ‘ordoosnurs ‘or3ojoin
‘ardoosoredey ‘ourds “o1padoyio 103 pajwl]
jou Inq Surpnjour ‘sornpedord [ed1dins

pue onsougerp 01dodsopud Jo AjoLreA €

Ul eIWeD 09pIA 91d0dsOpud Ue sk pasn aq 0}

*(saanposoxd

Tea13ins onseld pue ‘ordoosorede]

‘ourds ‘orpadoyio “3-0) A105Ins

QAISBAUL AJ[ewIIUIW pue A1ogIns [e1oudd

10} poyIwI| Jou Ik Jnq ‘opnjour suoneordde
959y, "seinpaooid ordoosopus [eordins pue
onsougerp snoLeA SuLnp AwojeuL [BUINUL
s.Apoq 9y JO 10L121UI 31} JO UOLBZI[BNSIA
opraoid 03 erowed 09pia o1dodsopud
9sn-0[3UIS B SB PAsn 9q 0] PAPUUI SI

Je[iuis 10 A1931nS 9AISBAUI U pasn a1e sponpoid ay], | papuaiul ST woisAS 9dodSoueN XoIyuy Y], | wsAS ododsopusg 09pIA 8eW]-YI3L,, YL | 9] 10§ suonedIpuy
“MITA JO UOTIOAIIP pue (TA)
Suo] Sunjrom Aq padnoid 9q ued s901Ap
panrwqns oy, *A30]009uA3 pue A3ojoIn ur *SUOTUAIUI
'3-0 suonuaAloyur ordoosorede] pue A1931ns onnaderory) pue onsouSerp ur sarnposord
se yons ‘saur[dIdsIp [edIPAUI JUIPIP "I0SUQS BIDWED UOIIN[OSAT 91d0osopud oAISeAUT A[[RUWIUILL pUE
Ul SUOIUAIUI 10} pasn dre sponpoid ay -y31y & Surpunons opunqg dndo 1oqiy [eo131ms [erouaS snowrea Suump sarmonns
"Apoq 2} JO opISUl d} AZI[eNSIA 0) AIS pue | e Juisn 9IS [eIZINS dy) 0) uoneuIWN[[I T [eSTWIOJRUE [RUIAIUT JO UOHRZI[ENSIA PUR
Aderoy) pue sisouSerp 10j Sa91JLIO [eINjeu Teisip sopiaoxd yorym doa1dpuey e sazipn | uoreurwun|[I dwi-eal apraoid oy suerdisAyd
BIA 10 A10INS QAISBAUI UI PAsn AIe YoIym wo)sAs oy, ‘seanpasoid ordoosopud 1oy payyienb £q eroweo oapia ordoosopud
sadoosopua piSur a1e (sadoosa[e) :dweu | uonejudWNSOp [eNSIp pue Suissadoid oFewn 9sn-o[3uls & Sk pasn oq 0} PapuAUI S
Je[ruis uowrwod) s2doosald) enjn MAIAONVd YL sop1aoxd wsAS adoogoueN Xy oy | weysAS 2doosopuy 03pIA 9SeW-Yo3],, Y], | IS pIpuuf
[eanudp| K1381ng dpse[d 7 [BIIUID £1381ng dpse[d 7 [BIIUID £1331ng dpse[d 7 [BIIUID PuBg MIIARY
$9L10s$320Y pue adodsopuy $9110s$320Y pue adodsopuy $9L10s$920Y pue adodsopuy
[ednuapy 00ST°9L8 HAD 1T 00ST°9L8 HAD 1T 00ST°9L8 HAD 1T *ON uonEm3NY
9edIpald se sweg LHAH 0D XdH XdH Ipo) PNpo.d [enueisqng
9edIpald se dweg DD roon roon apo) janpo.d Lrewrig
[ednuapy 30101 2» A30[013)Ud0)SBY) £3010.1)) 2» A30[013)Ud01)SBY) £3010.1() 29 A30[013)Ud0.1)SBN) Kyenadg [edpan
[ednuapy 11 sse) 11 sseD 11 sseD uonesyIsse[)
970 PETIOT ©D o1s
$3d0dsop9],
e[ MATAONV JIOA PIeyory waYsAQ adodgoueN Xa1ylry wd)sAS adoasopuy 09pIA AWy, WIBN] dPBL], NAQ
JnsyY 9)edIpald A1epuoddg 9)edIpald Arewig 991A3( 393[qng [EXTILER |

8 JO 9 a3eq

dIqe L, uosrredwo)) dudreAmby [enuelsqng *H

Y1¥09CA




Je[ruis (991A9p 2aIssed) 901n0s JYSI] [RUIAIXT SureN Dv (NDD ®IA) SUIRIN DV 3dano§ A31duy

Jepruig VN VN (feuondQ) parersorug PUURY) SUBLIOA

Jequig (a1punq 12qIy) 921M0S JYSI P[OD [EUINXH agtmesia agtesia 22108 1431y

BIOWED
uonnjosY

e[S payoe)e BIA 10jiuowW / 9991daks [eondQ sy YSIH/plepuel§ dogo1 )

Terurg (dn-uo-diyo J0u) ¥/N diy ressiq (dig-uo-dryD) dig, ressiq uonEIO] I0SUIS

Je[ruis wdsAs [eondo suoy poy SOND SOIND SY-YSIH JI0SUdS Surdewr|

Je[iuis [991s ssajurels + sse3 [eando - “MAAd + SV + [991s ssdjurels [eLId)RIAl

Tequig 008 “60€ 60 o0CI o0€T AOd

Jequis wuw O ‘S0¢ ww 0ST ‘081 “ STl ww e/~ 8I¢ [)3ud] JunjIoA|

IojoweIp
wui 4°¢ 03 dn Jo yreays 9dods A10ssa008 (RweI)qo
judreAamby ww )01 sozinn ‘wiwg' | 193ewerp adoog ww ()0 ~ 98- LY
jyudreAmby S-/€-/1-0098 OSI Sunsa, YU 0098 OSI 3upsay, duLUII0fIdg
9)edIpal{ 0} Je[lulS V/N 9-1-10909 DdI 1od 1-99€79 DdI Aymqes() / s10)oeq uewny

g Jo / a8eq

Y1¥09CA




K260414 Page 8 of 8

D. Substantial Equivalence Discussion

The collective data from the identified predicate devices establish a robust basis
for the substantial equivalence of the “Tech-Image” Video Endoscope System.
Detailed side-by-side comparisons and supporting performance data are documented
comprehensively and we affirm that the subject device is as safe and effective as the

legally marketed devices, raising no new questions of safety or effectiveness.





