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Regulation Number:  21 CFR 892.2050 

Regulation Name:  Medical image management and processing system 

Regulatory Class:  Class II 

Product Code:  QKB 
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Received:  October 11, 2022 

 

Dear Hyeyi Park: 

 

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 (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 

located 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. 

 

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 

http://www.fda.gov/
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801); medical device reporting (reporting of medical device-related adverse events) (21 CFR 803) for 

devices or postmarketing safety reporting (21 CFR 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 systems (QS) 

regulation (21 CFR Part 820) for devices or current good manufacturing practices (21 CFR 4, Subpart A) for 

combination products; and, if applicable, the electronic product radiation control provisions (Sections 531-

542 of the Act); 21 CFR 1000-1050. 

 

Also, please note the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR Part 

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, 

 

 

 

 

Julie Sullivan, Ph.D. 

Director  

DHT8C: Division of Radiological Imaging 

   and Radiation Therapy Devices  

OHT8: Office of Radiological Health  

Office of Product Evaluation and Quality  

Center for Devices and Radiological Health 

 

Enclosure  

 

 

Julie Sullivan -S
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9.1

- Unit Test

- System Test

- Performance Test
DICOM Test Report
DICOM Conformance Statement
Thin Client Server Compatibility Test Report
Compare Standalone Performacne Test

The purpose of this test is to compare and verify the AVIEW RT ACS performance and the 
performance of the predicate device. The test process involves generating a robust gold standard. 
Three radiation oncology physicians segmented the organs to be used for validation. There were 

-certified by the 
21 years of experience in radiotherapy to 

participate in this test. The experts were attending assistant professors (n=2), and professors (n=1) 
from three institutions. First, the 1 expert manually delineated the organs. Second, segmentation 
results generated by 1 expert are sequentially edited by 2 experts. In the editing process, the first 
expert makes corrections, and the result is received by another expert. The final expert completes 
the gold standard by finalizing it. This process was performed by a panel of three radiation 

And the results of auto-segmentation of gold-standard and 
AVIEW RT ACS and auto-segmentation of predicate device are analyzed and evaluated using 
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DSC and 95% HD, respectively.The data set information used in the test is 120cases (each 60cases) 
including both Korean and U.S, Gender: F 70, M 50, Age: 20-89 years. The TCIA data was 
constructed with various ethnics (White, Black, Asian, Hispanic, Latino, African, American, etc.), 
the result can be obtained by performing generalization without performance difference according 
to ethnic
Breast (Both right and left lung, Heart) were validated with non-contrast and contrast CT. 
Head & Neck(Both right and left Eyes, Brain and Mandible), Abdomen(Both right and left Kidney 
and Liver), and Pelvis(Both right and left Femur and Bladder) were validated with Contrast CT 
only.
DSC and 95% HD(mm) for 

Total DSC & HD analysis. 
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DSC and 95% HD(mm) were obtained by race, vendors, slice thickness and kernel for sub-group 
analysis.

Dice Similarity Coefficient Comparison (DSC)
Table 3. DSC for Korean Population each organ.

Table 4. DSC for U.S Population each organ.
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Hausdorff Distance Comparison (95% HD)
Table 5. 95% HD (mm) for Korean Population each organ.

Table 6. 95% HD (mm) for U.S Population each organ
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.
DSC & 95% HD (mm) Comparison by vendors, slice thickness and kernel

Table 7. DSC for organ by SIEMENS vendors.
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Number of samples for each analysis 
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