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1995-96 IOL (MDR)

Access Type m Access Namber | 111111| Date Received | 36/0603
Product Description  hixxx INTRAOCULAR LENS

Manufacterer name code Manufocturer New e [xxxxxxxxx ]
Straet addrass  fotonts |
Cit [rmoxxxx | Staze Zipcode

Modelwumber b ] Reporttype BERIOUS INJURY |
Catalog nmmber [0 j FDA panel code FDA Prodect code Event type

Evemt
description

Closeont
dexd

LENS REPLACEMENT DUE TO ACUTE CORNEAL DECOMPENSATION AND CORNEAL TOUCH. A
VITRECTOMY, CORNEAL TRANSPLANT, AND LENS SUTURING WERE PERFORMED. THE
PHSICIAN FELT THIS TO BE PRODUCT RELATED.

THE CAUSE OF THISEVENT HASNOT BEEN DETERMINED. IN ADDITION, AVAILABLE
FREQUENCY AND SEVERITY DATA DO NOT INDICATE THAT ANY FURTHER INVESTIGATION IS
NECESSARY AT THIS TIME. BOTH THE FREQUENCY AND SEVERITY OF THIS EVENT WILL EE
PERIODICALLY MONITORED TO DETERMINE IF ANY FOLLOW-UP ANDJ/OR OTHER ACTION I8
INDICATED.

[B1)] Medical Device Reporting 5—& X—Z O H 1]

(2] HEFARGHET—FIX—AOZREED 17
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DEVICE TRACKING AND RETRIEVAL IN JAPAN

Michio Sato and Akitada Nakamura
{(National Institute of Health Sciences, Japan)

1. INTRODUCTION

Pharmaceutical Affairs Law (PAL), with which medical
device regulation is in accordance, was amended to be
enforced on July 1, 1995, Several new approaches of
regulation were introduced into the amended PAL, such as
device classification, tracking, reexamination, and
reevaluation. This paper describes the new regulations
relevant to tracking and the current activities of device
registry, implant data coilection, and retrieval in Japan.

2. DEVICE CLASSIFICATION

Medical devices are classified into three classes according
to the severity of patients’ health risks: Class 1, II, and IIL
It is defined that Class Il devices are the implantable
devices, the failure of which may cause critical barm like
death on the recipients, so that the devices and patients must
be "TRACKED."

The current Enforcement Regulations of PAL (MHW
Ordinance No. 1, amended 1995-06-26) specified the devices
tor tracking (Class 1II devices) as follows: (a} implantable
pacemakers, (b) their leads, (c) implantable defibrillators, {d)
their leads, (e) astificial heart valves, (f) heart voive rings, (g)
vascula:r prostheses for coronary artery, thoracic aorta, and
ahdominal aorta.

3. DEVICE TRACKING

Clause 77.5 of PAL describes the following about
"Tracking.” "Tracking” is mandatory for the manufacturers
and importers of the specified devices, and they must record
the foliowing data and maintain them appropriately:

(1} device: trade name, model No., and production or lot
No.

(2) reciplent: nunie, date of birth, address, sex, phone No.

(3) implantation: site and date of implantation; hospital
where the device was impianted {hospital name, address,
phone No., and division)

(4) clinic with whom the recipient consult about the device
and care (clinic's name, address, phone No., and division)

(5) registered date.

Medical facilities are required to present the information
needac for tracking to the manufacturers, uniess the
recipients refuse it.  The patients’ privacy is protccted with
penalty.

4. REEXAMINATION AND REEVALUATION

For the devices designated as "New Medical Device” by
the Central Pharmaceutical Affairs Council (CPAC), safety
and efficacy must be reexamined until 4 years after the
approval. The manufacturers must submit the following
data for reexamination to MHW:

(1) the failures and their degrees and incidences, and
paticnts background,

(2) the failures associated by long-term use, or other
faifures unexpected in the occasion of the approval;

{3) tindings on ihe lack of the intended effectiveness;

(4) other information on safety and efficacy found in the
literature,

CPAC specifies the devices for reevaluaiion among
"Existing Devices.” Reevaluation will be done based on the
state-of-the-art.

5. ADVERSE EVENTS MONITORING SYSTEM

Adverse events of medical devices during clinical use are
reported voluntarily from medical institutions and
manufacturers. There is a panel for reviewing each event to
find a countermeasure. The systern is not necessarily going
well: number of report per year was very small {(a few
hundreds), while quality of report is high.

6. TRIALS OF DEVICE REGISTRY AND RETRIEVAL

There is no natienwide data systemn for device registry
and implant retrieval, while there have been several
voluntary trials of registry and/or retrieval listed below so far
as I know,

(1) Japanese Society for Artificial Organs organized a
temporary program for device regisiry twice in 1979 and
1990. Data of brand and type of device, efficacy and
failure were collected by questionaire to 4156 clinics, and
evaluated for various devices. The resuts were published in
a special issue of the Japanese Journal of Artificial Organs.

(2) Japanese Orthopaedic Association has its own program
for registry of orthopaedic implants. The data of breakage
of various orthopaedic implants were collected from 2032
institutes by questionaire and reviewed in 1994.

(3) As a part of the activities of (2}, analysis of the
retrieved hip joints has been done by a team of Dr Kuroki
(Skowa Univ.} and Dr Tateishi (Mechanical Engineering
Laboratory).

{4) There is another team for retrieval and analysis for
intraocular lenses by Dr Yamanaka (Kobe Kaisel Hospital),
Dr Nakamae (Kobe Univ.) and Dr Saika (Wakayama
Medical College).

7. GOVERNMENT SUPPORT FOR REGISTRY AND
RETRIEVAL

It was decided that, from 1996 fiscal year, government
will support the initiation of nationwide registry and retrieval
data systems with budget, My laboratory will be responsible

to this activity.
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