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Dear Deborah Kipp: 

 

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 III (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. 

 

http://www.fda.gov/
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm
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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).  

 

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-

https://www.fda.gov/media/99812/download
https://www.fda.gov/media/99785/download
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/combination-products/guidance-regulatory-information/postmarketing-safety-reporting-combination-products
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/unique-device-identification-system-udi-system
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/unique-device-identification-system-udi-system
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-report-medical-device-problems
https://www.fda.gov/medical-devices/medical-device-safety/medical-device-reporting-mdr-how-report-medical-device-problems
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance
https://www.fda.gov/training-and-continuing-education/cdrh-learn
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
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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, 

 

 

 

for 

Shanil P. Haugen, Ph.D. 

Assistant Director 

DHT3A: Division of Renal, Gastrointestinal, 

    Obesity and Transplant Devices 

OHT3: Office of Gastrorenal, ObGyn, 

    General Hospital, and Urology Devices 

Office of Product Evaluation and Quality 

Center for Devices and Radiological Health 

 

Enclosure  

 

 

SIVAKAMI VENKATACHALAM -S

https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/contact-us-division-industry-and-consumer-education-dice
mailto:%20DICE@fda.hhs.gov
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Date Prepared: 04/10/2026 

510(k) Summary 

1. GENERAL INFORMATION

 510(k) Submitter: OLYMPUS MEDICAL SYSTEMS CORP.  
2951 Ishikawa-cho, Hachioji-shi, Tokyo 192-8507, Japan 

 Contact Person: Deborah Kipp 
Olympus Corporation of the Americas 
3500 Corporate Parkway PO Box 610 
Center Valley, PA 18034-0610, USA  
Phone: 402-278-4109  
Fax: 484-896-7128  
Email: deborah.kipp@olympus.com 

 Manufacturing site: Shirakawa Olympus Co., Ltd.,
3-1 Oaza-Odakura-Aza-Okamiyama, Nishigo-mura, Nishishirakawa-gun,
Fukushima 961-8061, Japan

2. DEVICE IDENTIFICATION

Trade/Device Name EVIS EUS ULTRASOUND GASTROINTESTINAL 
VIDEOSCOPE OLYMPUS  

Model Name GF-UE190 
Common Name Gastroscope and accessories, flexible/rigid 
Regulation Number 21 CFR 876.1500 
Regulation Name Endoscope and accessories 
Regulatory Class II 

Product Code 
ODG (Endoscopic Ultrasound System, Gastroenterology-urology) 
ITX (Transducer, ultrasonic, diagnostic)   

Classification Panel Gastroenterology-Urology

3. PREDICATE DEVICE / REFERENCE DEVICE
Predicate Device Name 510(k) Submitter 510(k) No. 

EVIS EUS ULTRASOUND 
GASTROINTENSTINAL VIDEOSCOPE 
OLYMPUS GF-UE190 

OLYMPUS MEDICAL 
SYSTEMS CORP. K251859 
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4. DEVICE DESCRIPTION 

 
The EVIS EUS ULTRASOUND GASTROINTESTINAL VIDEOSCOPE OLYMPUS GF-UE190 has been 
designed to be used with diagnostic ultrasound system, video system center, light source, documentation 
equipment, monitor, endoscopic therapy accessories and other ancillary equipment. 
 
The EVIS EUS ULTRASOUND GASTROINTESTINAL VIDEOSCOPE OLYMPUS GF-UE190 is designed 
for endoscopic real-time ultrasound imaging, and other endoscopic procedures within the upper 
gastrointestinal tract and surrounding organs. 

 
5. PRINCIPLE OF OPERATION 
 
The GF-UE190 has been designed to be used with diagnostic ultrasound system, video system center, light source, 
documentation equipment, monitor and endoscopic therapy accessories and other ancillary equipment.  This 
instrument is designed for endoscopic real-time ultrasound imaging, and other endoscopic procedures within the 
upper gastrointestinal tract, anus, rectum, and surrounding organs. 
 
The Control Section 
The RIGHT/LEFT and UP/DOWN angulation control knob on the control section is connected to the tip of the tip 
of the bending section by a series of wires.  By operating the RIGHT/LEFT and UP/DOWN angulation control 
knob, the bending section at the distal end bends vertically to guide the distal end for insertion and observation 
within the gastrointestinal tract. 
 
The control section contains two cylinders: the suction cylinder and the air/water cylinder.  The suction valve is 
attached to the suction cylinder and the air/water valve is attached to the air/water cylinder.  When suction valve 
is depressed to the first stage to activate suction, the suction valve is operated to remove any fluids, debris, flatus, 
or air from the patient. The suction valve is depressed completely to activate suction of the water from the balloon 
through the balloon channel. The hole in the air/water valve is covered to insufflate air and the air/water valve is 
depressed to the first stage to feed water for lens washing. It also can be used to feed air to remove any fluid or 
debris adhering to the objective lens. The air/water valve is depressed completely to fill the balloon with sterile 
water through the balloon channel. 
 
The Insertion Section 
The insertion section has main parts including the image sensor, light guides that bring light from the light source 
through the endoscope, instrument channel where therapeutic tools can be pushed in and out (also the suction 
channel), and the ultrasound transducer that emits and receives ultrasound waves.  The light from the light source 
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travels through the light guide to the light guide lens at the distal end.  The light source can offer both the white 
light for normal observation and the narrow band imaging (NBI). The image sensor transduces the incident light 
from the objective lens to electrical signal. The video processor transduces electrical signal to video signal. 
 
The Endoscope Connector Section 
The connector section has the endoscope connector that connects the endoscope with the light source (CLV-190 or 
CV-1500).  The connector section also has the ultrasound cable connector.  This ultrasound cable connector 
connects the endoscope with the Olympus ultrasound center through the ultrasound cable.  The Ultrasound (US) 
Connector cap attached to the ultrasound cable connector protects the endoscope from water penetration during 
reprocessing. 
 
The subject device has been designed to be used with the following systems: 
• ALOKA ARIETTA 850 : K183456 
• EU-ME3: K243502  

• Aplio i800: K233195  

• EVIS EXERA III 190 System: K112680, K121959 

• EVIS X1 1500 System: K222584 
 

6. INDICATIONS FOR USE 
 
The EVIS EUS ULTRASOUND GASTROINTESTINAL VIDEOSCOPE OLYMPUS GF-UE190 has 
been designed to be used with diagnostic ultrasound system, video system center, light source, 
documentation equipment, monitor, endoscopic therapy accessories and other ancillary equipment. 
 
The EVIS EUS ULTRASOUND GASTROINTESTINAL VIDEOSCOPE OLYMPUS GF-UE190 is 
designed for endoscopic real-time ultrasound imaging, and other endoscopic procedures within the 
upper gastrointestinal tract and surrounding organs. 
 
Operator qualifications 
Appropriately trained healthcare professionals. 
 
Device use settings 
Healthcare facility 
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INDICATIONS FOR USE COMPARISON 
 
The indications for use of the subject device are identical to the EVIS EUS ULTRASOUND 
GASTROINTENSTINAL VIDEOSCOPE OLYMPUS GF-UE190 cleared under K251859. 

 
7. COMPARISON OF TECHNOLOGY CHARACTERISTICS WITH THE PREDICATE DEVICE 
 
The subject and predicate devices have the same design, materials, principles of operation, and energy source.  
The subject device has the same technological characteristics as the device cleared under K251859. 
 
A side-by-side comparison of the subject device and the predicate device is provided below. 
 

Item Subject Device (SD) Predicate Device (PD) 

General Information 

Model    
EVIS EUS ULTRASOUND 
GASTROINTENSTINAL VIDEOSCOPE 
OLYMPUS GF-UE190  

EVIS EUS ULTRASOUND 
GASTROINTENSTINAL VIDEOSCOPE 
OLYMPUS GF-UE190 

Company OLYMPUS MEDICAL SYSTEMS CORP. OLYMPUS MEDICAL SYSTEMS CORP. 

510(k) Number - K251859 

Indications for 
use 

The EVIS EUS ULTRASOUND 
GASTROINTESTINAL VIDEOSCOPE 
OLYMPUS GF-UE190 has been designed 
to be used with diagnostic ultrasound 
system, video system center, light source, 
documentation equipment, monitor, 
endoscopic therapy accessories and other 
ancillary equipment. 
 
The EVIS EUS ULTRASOUND 
GASTROINTESTINAL VIDEOSCOPE 
OLYMPUS GF-UE190 is designed for 
endoscopic real-time ultrasound imaging, 
and other endoscopic procedures within the 
upper gastrointestinal tract and surrounding 
organs. 

The EVIS EUS ULTRASOUND 
GASTROINTESTINAL VIDEOSCOPE 
OLYMPUS GF-UE190 has been designed to 
be used with diagnostic ultrasound system, 
video system center, light source, 
documentation equipment, monitor, 
endoscopic therapy accessories and other 
ancillary equipment. 
 
The EVIS EUS ULTRASOUND 
GASTROINTESTINAL VIDEOSCOPE 
OLYMPUS GF-UE190 is designed for 
endoscopic real-time ultrasound imaging, 
and other endoscopic procedures within the 
upper gastrointestinal tract and surrounding 
organs. 
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Item Subject Device (SD) Predicate Device (PD) 

 
Operator qualifications 
Appropriately trained healthcare 
professionals. 
 
Device use settings 
Healthcare facility 

 
Operator qualifications 
Appropriately trained healthcare 
professionals. 
 
Device use settings 
Healthcare facility 

Regulation 
name Endoscope and accessories Endoscope and accessories 

Regulation 
number 876.1500 876.1500  

Product Code ODG, ITX ODG, ITX 

Ultrasound Information 

Transducer 
Frequency 

7-10 MHz (Nominal ultrasound frequencies 
of the transducer assembly) 

7-10 MHz (Nominal ultrasound frequencies 
of the transducer assembly) 

Mode 

Used with ALOKA ARIETTA 850 
B, M, PWD, Color Doppler, Combined, 
Other.   
 

 

 
Used with EU-ME3 

B, PWD, Color Doppler, Combined, Other 
 
Used with Aplio i800 

B, M, PWD, Color Doppler, Combined, 
Other 
 

Acoustic Output ISPTA :720 mW/cm2 or less 
MI :1.9 or less 

ISPTA :720 mW/cm2 or less 
MI :1.9 or less 
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Item Subject Device (SD) Predicate Device (PD) 

Scanning 
Direction Perpendicular to the insertion direction Perpendicular to the insertion direction 

Scanning Field 
of View [deg] 360 360 

Axial resolution 1mm or less 1mm or less 

Lateral 
resolution 3mm or less 3mm or less 

Depth of 
penetration 

Used with ARIETTA 850: 85mm or more Used with EU-ME3: 90mm or more 
Used with Aplio i800: 85mm or more 

Scanning 
Method Electronic radial array Electronic radial array 

Contact Method Balloon method, sterile de-aerated water 
immersion method 

Balloon method, sterile de-aerated water 
immersion method 

Endoscope Specifications 

Field of View 100 ˚ 100 ˚ 

Depth of Field 3 – 100 mm 3 – 100 mm 
Direction of 
View 50˚ (forward-oblique) 50˚ (forward-oblique) 

Optimum 
Working 
Distance 

14 mm 14 mm 

Type of CCD 
Chip Color Color 

Total Number of 
Pixels 182,484 182,484 

Pixels per 
square mm 226,757 226,757 

Size of Pixel 2.1μm(H) x 2.1μm(V) 2.1μm(H) x 2.1μm(V) 

Active Area of 
CCD Chip 865μm(H) x 857μm(V) 865μm(H) x 857μm(V) 

Outer Diameter 
of Distal End ø 13.4 mm ø 13.4 mm 
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Item Subject Device (SD) Predicate Device (PD) 

Maximum distal 
end outer 
diameter 

ø 14.7 mm ø 14.7 mm 

Outer Diameter 
of Insertion 
Tube 

ø 10.9 mm ø 10.9 mm 

Angulation  
UP/DOWN 
/LEFT/RIGHT 
[deg] 

 
130/90/90/90 
 

 
130/90/90/90 
 

Working Length 1250 mm 1250 mm 

Inner Diameter 
of Instrument 
Channel 

Φ2.2mm Φ2.2mm 

Combination 
use with 
Electrosurgical 
instruments 

Not applicable Not applicable 

Distal end Stainless Stainless 
A rubber 
adhesive ES-8SC ES-8SC 

Ultrasound 
Cable 

The ultrasound cable (MAJ-2056 or UITC-
AI800A) is separated from ultrasound 
connector. 

The ultrasound cable (MAJ-2056 or UITC-
AI800A) is separated from ultrasound 
connector. 

Scope connector 

Electrical connector is integrated to scope 
connector. Ultrasound connector is 
separated. When combined with the water-
resistant cap, ultrasound connector is water 
resistant.  

Electrical connector is integrated to scope 
connector. Ultrasound connector is separated. 
When combined with the water-resistant cap, 
ultrasound connector is water resistant.  

Protect water 
penetration 
during 
reprocessing. 

The US connector cap (MAJ-2295) is 
attached to the ultrasound cable connector 
on the endoscope to protect the ultrasound 
cable connector and the endoscope from 
water penetration during reprocessing. 

The US connector cap (MAJ-2295) is 
attached to the ultrasound cable connector on 
the endoscope to protect the ultrasound cable 
connector and the endoscope from water 
penetration during reprocessing. 

Sterilization 
methods for 
reprocessing 
endoscope 

Ethylene oxide gas Ethylene oxide gas 

High-frequency 
accessories Not available Not available 
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Item Subject Device (SD) Predicate Device (PD) 

RFID tag for 
communication 
with endoscope 
reprocessor 

Available Available 

Individual scope 
information 
(Scope ID) 

Available Available 

 
8. PERFORMANCE DATA 
 
The following performance data were provided in support of the substantial equivalence determination for GF-
UE190: 
 
1) Performance testing - Bench 

Bench testing as listed below was conducted to ensure that the subject device performs as intended and meet 
design specifications.  
 
• Thermal Safety 
• Acoustic Output 
• Clinical Accuracy 
• Elastography Function 
• Shear Wave Speed Quantification Measurement 
• Transducer Element Check 

 
 
 
2) Performance testing - Animal 

Animal testing was not performed. 
 

3) Risk management 

Risk management was performed in accordance with ISO 14971:2019. The design verification tests and their 
acceptance criteria were performed and identified as a result of this risk management. 
 

9. CONCLUSIONS 
 
Based on the indications for use, technological characteristics, performance testing and technological comparison 
to the predicate device, EVIS EUS ULTRASOUND GASTROINTESTINAL VIDEOSCOPE OLYMPUS GF-
UE190 raises no new issue of safety and effectiveness and is substantially equivalent to the predicate device in 
terms of safety, effectiveness, and performance. 
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