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(Medical Software ¥4y % HkFr)

21. Medical Software

1. Scope
includes software that does not depend on the medical sub-directory medical equipment.
2. Frame structure
this sub-directory it does not include the software components, it shows the only independent
software. Medical diagnosis and treatment is 3 exemplary software-based, "video", can be divided
"data", to, depending on the purpose of processing, they are classified into classes depending on the
intended use, "image data". This sub-directory, the product includes examples of 51 people, six
categories, will be divided into two product categories 13.
Correspondence between the next 2002 edition of the product categories directory as product
categories and sub-directories:
Category correspondence table of the 2002 edition
Category 2002 version of the Product category | Remarks
21-01 treatment planning
6870-1 program of software function /
software
6870-2 image processing software
21 -02 image processing diagnostic
software, 6870-4 transfer of the image file, /
processing system software
6870-3 diagnostic data processing
21-03 data processing software /
software
21-04 Decision support Added. Such software provides a determination of the
software / proposal of diagnosis and treatment.
Sets, respectively. Diagnostic software, some special
software can not be classified according to the image
21-05 for in vitro diagnostic
/ processing vitro has both may include the image
software class
processing software and data processing software
including data processing.
New. Rehabilitation software special properties, can not
21-06 Other / be categorized in accordance with the image processing

software and data processing software.

3. Third, it indicates that the other

1. using the "image" or "image", the current existing registered product names that are named.

Take the "image processing" inclusive range, the product development in the future to

account the "image processing", unified in the "image" of all of the sub-directory, image to

be larger than the "image" statements, both of image Although it contains, also, the "image."

contains video content

2. habits and Chinese translation, and some as the product name of the issues have been




included, "** system (system) , "to determine whether or not the very ambiguous
independent software products. Because of the special nature of the "21 medical software",
industry-specific: If there is a term (such as TPS, the consensus in the product name of PACS
and other industry), reservation "system software **" naming, or remove the product name
"system" of wordsbasis:.

The degree of risk of the diagnostic function software is determined according to the degree
of risk, maturity, and publicity of the algorithm used, and not just the object of treatment (eg,
images of diseases such as cancer and malignant tumors).

If diagnostic software provides diagnostic advice through algorithms, it has only auxiliary
diagnostic function and does not submit diagnostic conclusions directly. Related products in
this subcategory are managed according to Class || medical devices. The risk level is relatively
high if the diagnostic software automatically identifies the lesion with an algorithm (such as
CAD without bone mineral density) and provides a clear diagnostic tip. Related products in
this subcategory are managed according to Class Ill medical devices.

Have closely related navigation software and navigation devices no navigation device,
navigation software, you will not be able to achieve the intended purpose. currently,
registered product "surgical navigation software," of the hardware it contains the most. In
principle, in order to determine the surgical navigation products, including hardware
specifications of the 01 active surgical instruments, this sub-directory revision process. Any
hardware related to "surgical planning software", as a medical software, can not be
incorporated into this sub-directory. On the other hand, in order to avoid confusion, to
delete the word "navigation" is, for example, to adjust the name.

If the medical information management software medical information management
software hospital management tools of the attributes defined principles only of, content
management, rather than content, in accordance with medical equipment management, is a
non-medical diagnostic patient information and / or treatment. If the medical information
management software, patient diagnosis, comprises a therapeutic, imaging data is different
software object (image data), is processed in accordance with the product specification to
"image processing software 21-2" or software, "21- 3 the data processing software.
"Different telemedicine consultation system software used to implement the transmission of
health information and consultation platform functions between medical institutions. This
subdirectory in "21-02-01 Picture Archiving and Communication System Software" or "21-03-
02 medical image processing software", including the transmission specifications of the
telemedicine software, video data, or contains the medical image data inchfit in the absence
controlled medical devices that have not

risk to different mobile medical software operating platform, other image processing
software, data processing and significant other functions running on a common platform
been.This sub-directory, different software processing object (image data), based on the
product specifications in the "image processing software 21-2" or software does not reflect

"portable medical software," "21-3 data processing software."



10.

11.

"21 since -02 image processing software "image processing software name rule, therefore,
secondary product category names are attached to the device that are not regulated as in." |
am not used CT and stand-alone software after the "image processing software because
other software, there is no risk of confusion.

Medical image processing software, for single-mode or multi-mode from the medical image
processing. If you do not have a diagnosis function of what the image processing software, to
unify the X-ray image processing system, "6870 from 2 diagnostic image processing
software" down directory to the first category, nuclear medicine imaging, medical magnetic
resonance imaging systems and other 2002 the second category of management.

Category in the 2002 version of "Human Anatomy 6870 from 5 measurement software." Now
a valid certificate of registration information of such products, and because its intended use
does not comply with the completely definition of medical devices, this products are not
included in this sub-directory.

IVD software is, if it contains computer-aided diagnosis function, it should be classified as a

decision support software.
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