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1. Even an Independent Program To Be Regarded as a
Medical Device after the Regulatory Revision

® Programs that demonstrate their performance as medical devices by being installed on IT equipment
such as general-purpose PCs

® Independent programs and recording media that contain them are also subject to the regulations.

Examples of expected independent programs

It will become possible to use the
program by installing it on a medical
device that uses a general-purpose PC.

Software for conventional diagnostic imaging Diagnostic imaging software on
device workstations (data processing for X- smartphones or tablets
ray/MRI equipment, etc.)

Before the revision (up to Nov. 24, 2014) After the revision (Nov. 25, 2014 onward)

Software segment
EB:I (Program)

Software segment Independent program regarded

(Program) Hardware segment as a medical device

* Already positioned as a medical
device In Europe and the Unitedj

A software segment alone is not subject to medical device
regulations; such segment is subject to the regulations
when it has been incorporated in the hardware segment. j

States.
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1-1 For the Clarification of the Scope of the Medical Device
Program (1)

How should we handle programs designed to be installed on
IT equipment (general-purpose IT products, such as PCs and
mobile terminals) to, for example, collect data directly from
the human body by controlling sensors, etc.?

|:> We should handle such programs as with existing
medical devices, in a lineup including general-purpose
products! (Programs are handled in the scope of
machines/instruments, as their components)

Schematic Image of the Scope of the
Medical Device Program

The following needs to be put in order.

« Make it possible to identify general-
’,\—\ purpose products (trade name, OS
; version, etc.) so that they do not
Hardvevg_réz—llréteeg(r:zted ; “ [ Program + Dedicated Medical Device have to be s%ipped fromy
medi Vi components, such as . o .
(conventional product) \ P consore Program manufacturing/distribution business
N license holders alone.
=~ « Make it possible to download the

dedicated software from a specific
site.

The same scope of handling as
conventional products
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1-2 For the Clarification of the Scope of the Medical Device
Program (2)

 How should we handle programs included in existing electric

medical devices? — .
|:> Handling of medical device components (They do not e )
apply to the Medical Device Program.) M = ]

 How should we handle programs, etc. designed to control
medical devices by being connected to them directly or via a
network, such as the Internet?

|:> We should handle them as with existing medical
devices, in a lineup including general-purpose
products! (Programs are handled in the scope of
machines//instruments, as their components)

Schematic Image of the Scope of the
Medical Device Program

-

Hardware-integrated 7 Program +
medical device / Dedicated

. components, such
(conventional product) | M Hs sensors

Medical Device
Program

The same scope of handling as
conventional products
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1-3 How about the Functions of Machines/Instruments and
Programs as Part of Medical Devices?

Medical device

(machines/instruments) Medical device (program)

Collects information from Further processes data collected

patients for diagnoses, etc. to by other medical devices to

provide it to medical practice. Medical provide it to medical practice.
A practice

©)

~

o

QOO0 9o®@® \__

Data
——————————— — 2 processing

Data collection/
processing

,.
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1-4 Handling of a Medical Device as Divided Components
Is Not Presupposed

Conventional medical device

m Display unit

Sensor, etc.

Processing/display units

It is not intended to divide a medical device and combine its components with
commercial products on site to assemble them as the original medical device.

F————— o - — — - Such handling is not presupposed _ _ P — — — - — —

Sensor, etc. \ Program Comnyiel workstation, etc.
D |-
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2. Applicability of the Program to Medical Devices

The target is programs to be used for the diagnosis, treatment, or
prevention of diseases; after having being subjected to public
comments (Sept. 29 to Oct. 13), specific examples were publicized
through “The Basic concept on the applicability of the program to
medical devices” (PFSB/CND Notification No. 1114-5, dated November
14, 2014).

When determining the applicability of programmed medical devices,
the following two points should be considered, based on their
characteristics as intangibles, and taking into account their impacts on
human life, health, and functions.

(1) In view of the importance of results obtained from programmed
medical devices, how much do they contribute to the treatment,
diagnosis, etc. of diseases?

(2) When programmed medical devices have developed functional
disorders, how much probability of overall risks (risks when the
devices have failed) could be expected, including risks of affecting
human life and health?

July 03 2018 3rd Korea-Japan Joint Symposium on Medical Products 8
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2-1 Programs Applicable to Medical Devices

1) Programs with which to process/treat data (including images)
obtained from medical devices, for the purpose of preparing indicators,
images, graphs to be used for diagnosis or treatment

@ Programs with which to process data of temporal changes in
concentrations of contrast media and radiopharmaceuticals on images
captured using nuclear medicine diagnosis devices with contrast media
for the purpose of calculating physiological parameters (tissue blood flow
volume, load responsiveness, substrate metabolic rate, receptor binding
capacity, etc.) to perform a statistical comparison with healthy subject
groups, etc.

2) Programs (including simulations) with which to help decide treatment
plans/methods

@ Programs with which to process/treat image data obtained from
diagnostic imaging devices, such as CT, to present and
evaluate/diagnose candidates for treatment methods, through displaying
conceptual images of the position of teeth or implants, operative
simulations of orthodontics or implant treatment, for the purpose of
preparing treatment plans and predicting expected outcomes of such
treatment
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2-2 Programs Not Applicable to Medical Devices

1) Programs with which to transfer, store, and display data obtained from medical devices to use them as
medical records

@® Programs with which to transfer data obtained from medical devices to other programs, etc., without
processing them using methods other than lossless compression (data transfer programs without data display
function)

2) Programs with which to process/treat data (excluding images) (excluding those used for diagnosis)

@ Programs with which to read data obtained from medical devices and then stored on recording media for the
purpose of displaying them on general-purpose computers, etc. (e.g., programs with which to read data
obtained from a continuous positive airway pressure (CPAP) therapy device, recorded on an SD card, etc., to
be used for the home treatment of sleep apnea syndrome (apnea/hypopnea index, supply pressure, operating
time, etc.), using a general-purpose computer, etc. for the purpose of preparing/displaying tables, etc. of such
data)

3) Educational programs

4) Programs designed for explanations to patients
5) Programs for maintenance

6) Programs for supporting hospital tasks

7) Programs health management

@ Programs with which to transfer data obtained from medical devices, such as an electronic manometer, to
display, store, and chart such data for personal recording/management purposes

8) Programs equivalent to general medical devices (highly unlikely to affect human life and health even in
the case of functional disorders, etc.)

@® Programs with which to perform visual acuity tests and color perception tests using a general-purpose
computer, personal digital assistant, etc. (programs that display functions equivalent to an optotype or color
perception table of a general-purpose computer)
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3-1 Generic Names for the Medical Device Program

When the law was enforced, a total of 150 generic names applicable to the Medical Device
Program were designated.

Of the conventional medical devices (machines/instruments) with established certification
criteria, these names were selected for the likelihood of part of their processing functions,
which accompany the devices, serving as a Medical Device Program on its own, and their
certification criteria were also established.

This procedure was implemented in response to the following consideration: While
conventional hardware-integrated medical devices should be handled as certified items,
unless certification criteria are established, handling an image processing unit, a device's
accompanying function, as a Medical Device Program on its own inevitably means handling it
as an approved item.

] Taking out part of the (
processing function, an
accompanying function
M = of the device
X-ray CT device: Certification Medical Device Program:

To be handled: Approval => Certification

July 03 2018 3rd Korea-Japan Joint Symposium on Medical Products 1 1
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Medical Device Classes and Pre-marketing Procedures

Classification of medical devices by risk

Pre-marketing
procedure

Application category,
etc.

The device is highly invasive and may directly
lead to life-threatening risk in the event of
malfunction.

Application for
manufacturing/distri

CIIavss Examples: Pacemakers, heart valves, and stents bution approval
Specially o Ntcelw r_nedlcal
controlled evices
medical Approval by the
e The risk to patients in the event of malfunction Minister e Improved medical
is regarded as relatively high. devices
Examples: Dialyzers, artificial bones, and
Class . . . .
III radiotherapy devices e Generic medical
devices
Application for
- - - - special control
The risk to patlents_ln the event of malfunction certification
is regarded as relatively low.
controlled Class | Examples: Diagnostic imaging devices, electronic
iz ez] II manopmet;:rs glectronic egdogsco es a’nd dental Ulill it 2 17 ]
devices allovs ! Pes, certification manufacturing/distri
y bution certification
The risk to patients in the event of malfunction
is regarded as almost negligible.
General (Example) in vitro diagnostic devices, steel . s
medical Class accessories, dental laboratory instruments, X- (No ap_proval Marketlng/dlsFrlbutl
. I ; required) on declaration
devices ray films
July 03 2018 3rd Korea-Japan Joint Symposium on Medical Products
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3-2 Generic Names for the Medical Device Program

When the revised law was enforced (November 2014)

A total of 150 names were designated, including programs for
general-purpose diagnostic imaging device workstations.

Ref. B;

At the same time, a total of 108 certification criteria for these

names were established.

For the Medical Device Program, the last 19 names were

designated.
Category Class II1 Class 1II
Programs for disease diagnosis 1 155
Programs for disease treatment 8 5

Programs for disease prevention

July 03 2018
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3-5 Comparison between Devices (Machines/Instruments)
and Programs

Category name

Medical device (machines/instruments)

Medical Device Program

Generic names

General-purpose diagnostic imaging device workstations

Program for general-purpose diagnostic imaging device
workstations

These workstations refer to stand-alone general-purpose
image processing workstations, designed to be used in
combination with diagnostic imaging devices, such as digital
X-ray devices, X-ray computerized tomography (CT),
fluoroscopic devices, magnetic resonance imaging (MRI)
devices, gamma cameras, PET devices, and SPECT devices,
regardless of types of hardware and configuration. They may
be regarded as one of the components of a PACS device.
These workstations differ from operator consoles in that they

These programs constitute general-purpose diagnostic
imaging device workstations and regarded as Medical
Device Programs that further process information obtained
so that it is used in diagnosis, etc. In some cases,
recording media that contain such programs are also
included.

Definition are usually not equipped with controls with which to directly
operate the imaging device. The product is capable of
receiving/transferring data both online and offline and
generally located in a site away from the operator console.
The product is configured in such a manner that it is capable
of further processing images and information of the patient
collected by each imaging device and providing a function to
display them. Applicable products are limited to those with a
function to provide information required to determine,
evaluate, or diagnose clinical conditions.
Criteria 487: Criteria for Nuclear Medicine Device Workstations, etc. 888.‘ Criteria for_Programs, etc. for Nuclear Medicine
name Device Workstations
Standards JIS C6950-1 JIS C6950-1
Certification
criteria Processing by computer image data of the human body Processing by computer image data of the human body
Intended |provided by diagnostic imaging devices, etc., and then provided by diagnostic imaging devices, etc., and then
use or providing processed image data to medical practice providing processed image data to medical practice

indications | (excluding workstations equipped with an automatic (excluding workstations equipped with an automatic

diagnostic function). diagnostic function).
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(newly added)

- The Japan Federation of Medical Devices AssociationSJ FM DA
4-1 Marketing of the Medical Device Program: Advertising

When distributors of medical devices advertise that they provide a Medical
Device Program through telecommunication lines, they shall display the matters

described below.

(1) The name/trade name of the distributor
(2) Telephone number or other contact information
(3) Other required information

It is required to sell anything to
medical institutions as the action of a

distributor.

July 03 2018

OO Program

Download Sales

(Advertising)

RFEFEE OOKRARt

RRE#OOKX - - -

TEL 03-xxXxX
E-mail -+ « ¢ ¢
@ « o o .Coljp
ZOMAHEIREIR

4
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4-2 Special Provision for Descriptions on the Medical Device
Program (newly added)

(1) Regarding recording media containing Medical Device Programs, it is required not only to
describe the matters, as specified in each subparagraph (descriptions on the immediate
package, etc.) in Paragraph 1, Article 63 of the law, on the recording media concerned
or its immediate container or package, but also to provide, along with such Medical
Device Program, an electromagnetic record of these matters, recorded in such a manner
that it is easy for users of the Medical Device Program to read them.

The description needs to be
displayed on both locations.

Legally required Legally required
description on recording 4 description on the
media . i / screen
(on the recording media Medical Device The descriptions must

Program be viewable on the
screen.

or its immediate
container or package)

roduct name: OOO
cturer/distributor:

I — — — —

July 03 2018 3rd Korea-Japan Joint Symposium on Medical Products 16



Th.e.'l"apan Federation of Medical Devices Associations J F M D ﬂ

4-3 Special Provision for Descriptions on the Medical Device
Program (newly added)

(2) Regarding Medical Device Programs provided through telecommunication lines, in place of describing the matters, as
specified in each subparagraph (descriptions on the immediate package, etc.) in Paragraph 1, Article 63 of the law, it is
allowed to provide information on such matters to users of these Medical Device Programs, as listed below.

(A) The distributor of the Medical Device Program provides information on the matters concerned to users of the Medical
Device Program before they receive it through telecommunication lines.

(B) The distributor of the Medical Device Program provides users of the Medical Device Program with electromagnetic
records of information on the matters concerned, recorded in such a manner that it is easy for such users to read them.

If the case of After installation
download sales Both

descriptions
are required

Manufacturer/distrib
utor: OOO

L 2 ABC | 3 DEF

4cH | 50KL B MNOD

T PORS BTUWY |3 wWxyYZ
i 0+ B

July 03 2018

The screen of
the distributor

The legally
required
description
needs to be
viewable before
downloading.

yluct name: The screen after
‘ installation
Manufacturer/distrib 0
utor: OOO
The legally
required

description needs
to be viewable on
the screen.

L R 2 ABC | 3 DEF

4cH | 5JKL B MNOD

T PORS BTUY |3 wWxyYZ
i 0+ B
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4-4 Special Provision for Descriptions on the Medical
Device Program in the Package Insert (newly added)

When the descriptions in the package insert, etc. are incorporated, as an electromagnetic
record, in the Medical Device Program, it is not required for the program to describe such
matters on itself or its immediate container or package, regardless of the provision in each
subparagraph (matters to be described on the immediate package, etc.) in Paragraph 1,
Article 63-2 of the law.

Electromagnetic
provision
] i tions in th
Provided on Either one or the other me AL
paper \ displayed on the screen.
__
i
Package 1
insert =Je:

g B
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4-5 Medical Device Program Sales

Provision through telecommunication
lines (Handling of download)

Provision through recording media

User User
/Manufacturer/ ﬂ/lanufacturer/\
distributor distributor
( Product \ Product
planning planning

Pre-marketing Pre-marketing

procedures procedures , Both \
[: ways are
Market shipment Market shipment I possible |‘m
|| determination \L determination I Cyberfmall*!
Media sales I

Sales ] Store
Preparing contract I
recording media i Distributor

' Distributor/rental Master file
Labeling service provider Sales
e-Labeling (Download)

(storage of final Sales
Qroducts in Japan)

Manufacturer ]

K / Server y

*1: Having the manufacturer take responsibility eliminates the
necessity of cyber mall operators, etc. acquiring medical device
marketing licenses, etc.
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5-1 Matters To Be Considered Regarding the Use
Environment (1)

The Medical Device Program is placed on the server, but when the
program is used, it is processed by an individual PC.

’——----~~ ~
- ~
~ Ssedmeeeo
4 \\ /’— T~
% N -~ Medical Device
) ) \ (
Cll‘)Ud _ Medical Device N Program
(C OUd service Program \ S~ ___---" -

providers are not
required to have
business formats
based on the

Pharmaceuticals

] The program is downloaded every time it is used: the

and Medical ,/ business is considered sales on an as-needed basis.
Devices Law. S P P

What about other R4 { )

laws and

regulations?)

Sales record
Recorded as specially
controlled/controlled medical devices

Distributor
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5-2 Matters To Be Considered Regarding the Use
Environment (2)

The Medical Device Program, placed on a server, is accessed and directly
operated by individual PCs so that data are set on it and results of their
processing is obtained.

_——--n-

Cloud
(Cloud service
providers are not 1
required to have |
business formats |
based on the '
Pharmaceuticals
and Medical \
Devices Law. AN
What about =
other laws and
regulations?)

Medical Device
Program

Data are sent, and results of
processing are returned.

1
V4
U
-~
~.--—

/e He e

——————

Distributor} Record as a distributor
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5-3 Matters To Be Considered Regarding the Use
Environment (3) (To be decided)

Individual PCs send data, using a transfer program, to the Medical Device
Program placed on a server, and then the program processes them to

return results. Users do not directly operate the Medical Device Program.
User

_——--n-

Cloud

(Cloud service /

providers are not ¢

required to have |

business formats |
\
\

Medical Device
Program

'“r-.
ﬂj

le_g

e EE oD

z:grm:&i:flcals \ E ‘5 Data are sent, and results of
Devices Law. . - Ty processing are returned.
What about other \\

laws and Sso Pt \
. S -
regulations?) ~  TT====- M
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5-4 Use, etc. of the Medical Device Program (To be decided)

Approved/certified Medical Device
Programs are processed at oversea

J/ = T R

Such case is considered as '

applicable to the Medical Care Compliance with relevant laws and regulations is required,
Act or the Act on the Protection — 7~ as provided in “Partial amendment of ‘Storage sites for

of Personal Information, rather medical records, etc.”” (Health Policy Bureau Notification
than the Pharmaceuticals and No. 0325-15, dated March 25, 2013) => Limited to
Medical Devices Law. Japan?
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Reference C;: Medical Device Program ApprovaI/CertiﬁcationXX

Results
Approved products: as of June 29 2018; Certified products: as of April 30, 2018

Approved Certified
Category Classification m Total

Manufacturer/ Manufacturer/
distributor Overseas | Total distributor Overseas| Total
I11 25 1 26
Programs for
disease 35
treatment
II 8 1 9
Programs for
disease II 5 2 7 180+1 10+2 193+3 | 200+3
diagnosis
Total 38 4 42 180+1 10+2 193+3 | 235+3

Note: Of the certified products, three were reassigned to generic names, after the enforcement of the

regulatory revision.
(One of the three is "Program for holter analysis devices” in 2010; the remaining two are “Program for

general-purpose diagnostic imaging device workstations” in 2014 and 2015.)
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Medical Software

GHS

Good Health Software

July 03 2018 3rd Korea-Japan Joint Symposium on Medical Products 25
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6. Software Used in the Healthcare Field

Conceptual classification of medical software products

(from the viewpoint regulations and risks)

A
(DA :. --------------------------------------- ;
gl No applicable _
— i|: products in this area :
- Program for general-
) . . . - -
Qg i . . purpose diagnostic imaging
g & i|| Electronic medical device workstations,
Eg i| records
. $§ i|| medical image program for radiotherapy
Y, x : || management system, planning
= : || Regional healthcare !
g _ i| cooperation system,
5 £l etc
8 v
I
5 B Medical accounting | : :
S 3 system, . ) i
5 g Education support | : No appllcablglper:ducts in this
39 system,
= etc :
o2 o,
@
Not required Required

Source: Good Health Software Promotion Council

July 03 2018
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6-1 Consideration for Risks in Health Software

« Even software outside the scope of legal regulations has
certain levels of risk in its use in healthcare settings. It is
necessary to consider/examine such risks specific to the
healthcare field.

« Since there are no public regulations/specifications, the
industry establishes voluntary standards/rules and conducts
activities to deploy their operational management and expand
products declared as compliant to such standards.

e Such activities are carried out for

GHS

Good Health Software

(In 2014, the Good Health Software was established, and its development guidelines Ver. 1.0.0 was publicized.)
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6—-2 GHS (Activities)

® Establishment/revision of GHS Development Guidelines
— Provision of education and promotion activities
— Publication of compliant products and their promotion

Such processes are conducted consistently.

E lishmen isi
stablishment/revisi Publication of

on of GHS Educational /promoti .
L products compliant
Development onal activities for
C . to GHS Development

Guidelines and a GHS Development .

. - Guidelines
compliance Guidelines .

Promotion

determination list

Source: Good Health Software Promotion Council
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6-3 GHS (Organization)

® The Good Health Software (GHS) was established in 2014, on the basis of 3 industrial
associations in the medical device industry.

® GHS is pressing forward with initiatives in providing excellent products to users
(patients and healthcare providers), taking into consideration safety risks, which are
expected to increase in healthcare software to be approved outside the scope of legal
regulations going forward.

Organization of the Good Health Software
Organization

~
JEITA
Lo

Managing members Associations

R -

I

~ Related academic
==== Special members <& societies/administra
tive agencies, etc.

v

Source: Good Health Software Promotion Council

Association Related industry
members associations
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7-1 GHS Development Guidelines

® Category classification, recommended requirements, and a list of
international standards for reference

Category

Recommended requirements

International standards for reference

Quality management

Design development process

ISO 9001:2008
(JIS Q 9001:2008)

Quality Management System -
Requirements

Risk management

Risk analysis

Risk assessment

Risk control

Residual risk assessment

Management of development stages and
post-marketing informationNote

I1SO 14971:2007
(JIS T 14971:2012)

Medical devices — Application of risk
management to medical devices

Product safety of -
healthcare software

Analysis and definition of user requirements
Software validation

Identification of software and preparation
of related documents

IEC 82304-1:2016
(JIS T 82304:2017)

Software lifecycle process

Software development plan
Analysis of software requirements

Software configuration management
process

IEC 62304:2006
(JIS T 2304:2012)

Medical device software—- Software
lifecycle process

Sourcel GpdBHERIH Software Promotion Council

3rd Korea-Japan Joint Symposium on Medical Products
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7-2 GHS Development Guidelines

® (lassification of levels of healthcare software development guidelines and compliance

declaration

® According to potential risks in the product, 3 levels of compliance have been prepared.

Requirements

0

< il

s All requirements for medical

3 devices (ISO 13485, etc.) ﬁ
S A

c i Quality management

o .

ks) All items

% Product safety of

Q healthcare software

(O]

g .

E Software lifecycle

83 process

g

S

= Risk management Level-1
o

T Vv

Source J lﬁ§)/083H§8|flé Software Promotion Council

The level at which the GHS mark/
compliance declaration can be obtained
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7-3 GHS Development Guidelines

[B*x]
1. BEMRUERGE
1.1 B
1.2 WAEE

13 RO E

2 AFEOER
G H s 3 HRdRchEYTLIER
Good Health Softwane 31 ERTRLALL

32 YARGRRLALE
4  ANAJIFOTHERRICET OER

AILANV T I T PHBHA S 41—l
(b W F542) 13 hg o

44 VI TEREESH
45 VIrOzTRHRURERS
46 VIFITTEBRRUA)F—ian
47 VUIFbIZTYI—ZR
48 VIFIITHREERUEEEE
5 MI-:U:' Oz FOMRANEUERIREER
51 —
52 AIAVIZR2zFOEM
53 HRARAE
6  AJAVITRIZFORHO MRS G
61 —&
—BEAEAANAY IO T PR G S 6.2 ~JLARVIRozFOHRSE
63 WEAYF—iaw
64 AJAYIROzFICMTINESNEEE
65 AILAVIRFIZTFORYE
Annex A HAFS1 ORI HEER
AnnexB B2 (+—7F ) OFAHEEBR G &

Wer, 1.00 2014.08.01

Source: Good Health Software Promotion Council
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8-1 Procedures for Compliance Declaration

GHS has established voluntary standards/rules.
« Compliance declaration is made possible by implementing to the
established development guidelines and procedures for assessing
compliance.

Compliance with the development guidelines is assessed using a
check sheet.

» A check sheet provided by GHS is used to assess whether or not the
product development/evaluation process conforms to the development
guidelines.

Requesting the registration of the compliance declaration and a
permission to use the GHS mark

« Request is made for the registration of GHS development guidelines

compliance declaration.

« When the contents of submitted documents are checked and found with no
problems, a notification of approval is issued.

« At the same time, a permission to use the GHS logo and the logo data are

provided.
« A compliance declaration form with the GHS mark is submitted to the GHS

council.
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8-2 Documents and Activities Related to Compliance

Declaration
:‘ EEEEER
- Guidelines :
- Compliance - GHS development
GHS report ideli
Related Templates P uidelines
Development .
documents Guidelines Forms) Risk management ompliance
GheRifichid declaration form

Checklist: B Level-1,2,3

Checklist: C
Checklist: D

n
-
-
-
-
-
-
-
-
-
-
-
-
v

¢ EEEEEEEEEEERN

Required
activities
and
documents

Source: Good Health Software Promotion Council
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8-3 Compliance Declaration Reflecting Product/Market
Conditions

Compliance with Healthcare Software Development
Guidelines

«Unrestricted by the Pharmaceuticals and Medical Devices Law, compliance
with healthcare software guidelines is a voluntary declaration (outside the
scope of legal regulations).

*We are seeing a recent trend of having even non-medical device products,
which may be used in healthcare/medical fields, undergo procedures for risk
analysis and preventive examination.

*Product development based on risk management is proactively defensive
activities for products and its manufacturer.

*(However, ) It will be difficult for newcomers to the healthcare industry and
companies who have product development experience only in non-medical
device products to comply with a full set of healthcare software
development guidelines from the beginning.

3 levels of GHS Compliance Have Been Prepared

3 levels of compliance level have been prepared, in consideration of changes
in product function/product use situations and the content of potential risks.

«Starting from Level-1: Risk management, compliance level can be enhanced
incrementally.
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8-4 GHS Mark Usage Criteria

® The GHS mark can be used/displayed
on applicable products as follows:

On the product main unit

On the product package

On the displayed screen of the product :
In the product IFU 61400013
In product catalogs, package insert/labels, etc. -
In product websites/promotion videos

In product publicity/advertising

In other locations approved by the GHS council

@Q@O®OWOE

® The registration number is required to
be displayed in a designated location.

® The mark can be used only for the GHS

registered product. 61400013
) v

Source: Good Health Software Promotion Council
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Thank you for your attention.
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Reference A: Basic concept on the applicability of radiotherapy-
related programs to medical devices

Based on the function of each device, the applicability to the Medical Device
Program was organized and published.

e
3 (1) amEEn0A
a, wmofrm | l MEE  TrohA
ﬂﬂﬂﬁ!l‘l’lﬁﬂ‘f?lj <BEF -2/ 70 { —
T P ®OA \9 Ravm
h ) \{ )
Z % O MUMSIERIE/ZF Ty
i, D ) | BEmEROEA
t _}:’( BESHORIE | BHEARREREE
N1+ 408870 INRT- A% WIE/ 7
AMHE AR )
(iR, WEB, /32-%, MU, A7)

( EReRmE| | RHOER
~ RARERE/7b _i

ﬂﬁ/i‘lﬂiﬂ-ﬁl‘ | ]
;| ﬂiﬂﬂlfﬁl?kﬂa

1 : BAHRIERICRERT 5 7' 0 77 AOEEER & NZnZE M 2 2 HEe

JIRA HP http://www.jira-net.or.jp/commission/houki anzen/infol.html#act02

July 03 2018 3rd Korea-Japan Joint Symposium on Medical Products 39


http://www.jira-net.or.jp/commission/houki_anzen/info1.html%23act02

_ The Japan Federation of Medical Devices Associations J F M D ﬂ
=

B,: Additional Generic Names for the Medical Device Program (I)
As of the enforcement of the revised law (November 2014)
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B.: Additional Generic Names for the Medical Device Program (II)
After the enforcement of the revised law (as of June 2018)

As notified in the MHLW notification No. 422 (October 2015), new names were added, based on applications for
approval, and also several times after that.

Note: In case no applicable generic names are found, the manufacturer applies for them describing the situation; when the application has
been approved, new generic names (classification, definition, etc.) are designated.
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Reference C,: Medical Device Program Approval Status
(as of June 28, 2018)
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Reference C5: Medical Device Program Approval Status
(as of April 30, 2018)
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Reference D: The Status of GHS Mark Registered Products

® The number of registered products: 77 (June 2018)

0O Electronic medical records

@ Image information management systems

0 Gateways

@ Biological information management systems

O Radiological information management systems

@ Regional healthcare information systems

@ Nursing support systems

@ Health management systems

O Ophthalmic test support systems

O Other P36

Source: Good Health Software Promotion Council
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