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TO: GHTF SG1 Chairman
Mr. Maurice FREEMAN

JIRA Proposals on “Medical Devices Classification”(GHTF SG1/NO15R22)

1 Proposal
As for the X-ray diagnostic devices, class B is proper, and we think that all diagnosis
devices should be classed in class B (in a case, class A).
Therefore, we propose that including an X-ray Diagnostic Devices, all diagnosis devices

should be classified in class B, and in Rule 10, exceptional rules should be deleted.

2 Reason
1)  Basic Policy for Classification (with Conformity Assessment System)

Basically, the classification rule is based on the risk class for the human body,
and we should take the classification for the Diagnostic Devices (including
Diagnostic Imaging Devices) into consideration from conformity assessment
system instead of exclusion rule of the classification. Technology used for a
diagnosis device is natural technology, and the safety matter is considered by
IEC / ISO standard or regulation of each country. In addition, there will be a
good balance with a purpose of use, too. If a risk for the Diagnostic Imaging
Devices is high, here are many things that a risk is high in class A Devices.

Therefore, we should consider their classification with the Conformity

Assessment System.

2)  Classification for active devices intended to emit or control ionizing radiation

for diagnostic (e.g. X-ray Diagnostic Devices)

i)  Differences between X-ray Diagnostic Devices and X-ray Therapy Devices
The energy level for the active devices intended to emit or control ionizing
radiation for therapy is more than 30 ~ 120 times for diagnostic.
Therefore, it is not adequate to specify the devices for diagnostic in same
classification for the devices intended for therapy, judging from the
classification rule. We consider that the active devices intended to emit or

control ionizing radiation for diagnostic should be classified in Class B.
(1) Dose Level of the diagnostic devices

As long as the diagnostic device is used performing radiography or

fluoroscopy within normal range of the intended use, it is well known
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that there might be not produced any human influences caused by the
X-ray radiation such as cancers or organs/tissues diseases as long as
each radiation dose is less than the certain amount limited for single
exposure of ordinary X-ray or CT examination.

Besides, in operation process in these devices, the optimization of the
protection are carried out to reduce the Patient radiation and to
eliminate all unnecessary radiation or Imaging diagnosis. (ref. ICRP
Pub 60 or 33)

(2) Comparison with a radiation therapy device

The energy levels of radiation therapy devices are very high with the
intension of causing defaults to cancer cells. They are 4 ~
18MV(4000kV ~ 1800kV) in case of the linear accelerator which is the
most typical and prevailed radiation therapy device, and they are 30 ~
120 times larger than those of the ordinary X-ray diagnosis device or
X-ray CT whose maximum levels are 150kV or so. So that, the risk of
damages on the normal tissues is remarkably high when the
necessary exposed area is slipped off wrongly.

Consequently, it is not reasonable to classify the high-risk device in
the same class of the low-risk device, as is the case of the X-ray device
or X-ray CT whose radiation X-ray energy level is at most of 150 kV
maximum and cause very rarely the radiation hazard to normal
tissues and the radiation therapy device whose radiation level is 120
times larger than the former and cause the radiation hazard to

normal tissues.

ii)  Unification of the classification rule between the devices for diagnostic
and the other devices intended to supply energy

(1) The other devices intended to supply energy (e.g. MRI, Ultrasound

Equipments) is classified in Class B, as the supplied energy is limited

less than the acceptable limit specified by the international standards

and laws. The active devices intended to emit or control ionizing

radiation for diagnostic (e.g. X-ray Diagnostic Devices) should be also

classified in Class B, as the supplied energy is limited less than the

acceptable limit specified by the international standards and laws
considering the risk for patient as well.

(2) Safety measures for the device generating or controlling X-ray for

diagnosis.
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3)

4)

5)

The safety circuits are equipped inside the X-ray high voltage
generator as the preventive circuit of abnormal voltage rise of the
X-ray tube and the preventive circuit of excessive current of the X-ray
tube. The international standards are settled to assure such safety of

the device.

iii)) Actual risk consideration for the X-ray devices
(1) The result of survey to recalls in Japan
The followings are the examples of counting the voluntary recalls by
the manufactures in Japan as there are no disclosures of official

disorder reports.

Total voluntary recalls; 245. From April 2001 to March 2002.
Class I 9, Class 11 84, Class III 3

X-ray device and X-ray CT device recalls; 12

Class I 0, Class 11 9, Class II1I 3

The reasons of these recalls are attributed to the disorders of
mechanical, electrical or software of the devices without any health
hazards, and there are no recalls related to the radiation hazards.

NOTE* Class I shows the largest health hazard in Japan

Classification

In the case of Diagnostic Devices which is not intended to supply energy to
the human body.

Gamma/nuclear cameras are not intended to supply energy to the human
body. Therefore, their actual risk level is very low, and They should be

specified in class A.

Classification by “Situation for using”

The first clause of exception rule on Rule 10 is supposed to be far from both
general principal and recommendations of the classification rule of GHTEF.
Basically, the phases of “Situation for using” are not considered in the general
principle of the classification. Their classification rules become to be
uncertain if such undefined terms are used for rationalization of the

exception. This first clause of exception rule should be deleted for this reason.

Classification of the “Combination of the medical devices”
In case of the combination of the medical devices, it is clearly defined that the

classification rule should be apply separately to each of the devices according

001500 oooooooooooo 87



to the third clause of 6.2 . All exceptions drafted in Rule 10 should be deleted

to follow this principal rule.

3 Conclusion
We conclude that the exceptional rules are unnecessary and should be deleted as is
discussed above that the risk class of the X-ray diagnostic devices is reasonable at
Class B because it is not necessary to settle them at higher class due to the simple

reasons of using the ionization radiation for the regulatory purposes.

May, 13. 2004
Toshio Hayakawa
Chairman, Regulation and Economy Division,
Japan Industries Association of Radiological Systems
Yushima KC Bldg. 4F, 2-18-12,
Yushima Bunkyo-ku, Tokyo 113-0034
TEL: 81-3-3816-3450
FAX: 81-3-3818-8920
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ZITIE, XEBEFROBEFTEICHHT5/37A—2T&H% Dose/MU at Calibration Point
(cGy/MUBTELL ANSN TWAZLZ MR LET,
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TBURIR R L -

BEHRARETERE :

(1 KRIEHRE (HETHEE)
X#R
X AT ~_EE AR
TRV F— Dose/MU at Calibration Point (cGy/MU) Dose/MU at Calibration Point (cGy/MU)
4MV 0. 73915 0. 73915
10MV 0. 84783 0. 84783
XARE — A E Y —bDRA L MR EOH ) .
. o R Physics 2V 4V47—2% FIVWTA
T V7'V —vavii > -
fii % G VRV MRS | i ciziane,
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T R AN _EE ATFESR
T RILF— Dose/MU at Calibration Point (cGy/MU) Dose/MU at Calibration Point (cGy/MU)
4MeV 0. 9821 0. 9821
6MeV 0. 9840 0. 9840
9MeV 1. 0037 1. 0037
12MeV 0. 9979 0. 9979
BIHRE —DHEY D RAMRE | e
i (R R DRUE (3 H 1 x)7 Y= | S0 Physics 3 4077 78/ eh
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