














Implementation of QMS
requirements

Japan Regulatory Future Improvement
Framework Plan

Insufficient scope of QMS
for licensed establishment
who is dealing with new

Re-certification of QMS
for additional scope to

cater new product group

category of medical device.

*CAB - Conformity Assessment Body

Requirement on re-
certification by the CAB for
new scope of QMS to
cater new category of
medical device to be
imposed to the
establishment.
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Conformity assessment for
medical device registration

Japan Regulatory Future Improvement Plan
Framework

All medical devices are
subjected to conformity
assessment procedure
(review activities) by CAB
for the purpose of
registration.

Conformity assessment
(review) for premarket
approval is based on the
class of medical device;
Class I - registration without
review;

For medical devices with
premarket approval from
GHTF founding countries
are eligible for verification
process. Otherwise, the
devices will be subjected

Class Il & 1lI (with certification to full assessment.

standards) - review by RCB
Class Il (without certification
standards) & IV - review by
PMDA

*CAB - Conformity Assessment Body
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However, class A medical
devices are exempted from
conformity assessment
procedure (review
activities) by CAB



Information to be submitted
for conformity assessment

Japan Regulatory Future Improvement
Framework Plan

Authorized Quality agreement is one Improvisation of Letter
representative (AR) of the element to be of Authorization to
unable to obtain all verified by DMAH of a include responsibilities

evidence of conformity  foreign manufacturer as of foreign manufacturer
(technical information) to required under Article 65 to provide all evidence

support complianceto  of MO No. 169. of conformity to
EPSP from foreign authorized
manufacturers for representative (AR).
conformity assessment

procedure
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Medical Device Safety Measures

Japan Regulatory Future Improvement Plan
Framework

Detailed requirements on  Good Vigilance Practice Development of
post market surveillance (GVP) is specified under requirements on post

system is not yet Article 70 in MO No. 169 market surveillance system
established to be imposed (QMS Ordinance) which based on Japan GVP will
to the establishment. give outline on be established.

responsibility to;

- provide research report;

- collect information from
foreign manufacturers;

- adverse incident reporting;
- establish organization to
handle safety management
information
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Interactive system for incident or
adverse reporting

Japan Regulatory Future Improvement
Framework Plan

No comprehensive and Japan database for post Upgrading of incident or
interactive system for market system is very adverse reporting

incident or adverse comprehensive which system by establishing
reporting includes; post market registry for
- Analysis of adverse medical device.
event.
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Sharing of safety information of
medical device

Japan Regulatory

Future Improvement Plan
Framework

Platform for sharing Agreement with other Establish agreement
information on safety of regulatory authority has between other regulatory
medical device with other  been established through;  authority through MoU,
regulatory authorities has - Memorandum Of Mol, Bilateral or
not been established. Understanding; Multilateral Agreement.

- Confidentiality Agreement;

- Joint Symposium
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Control of technical personnel
involve in maintenance of medical
device

Japan Regulatory Future Improvement
Framework Plan

Specific requirements on The control of clinical Prescription of

control of technical engineers involve in requirements to control
personnel involve in maintenance of medical technical personnel
maintenance of medical device is describedin  need to be established.
device has not been Clinical Engineers Act.

described in the Act and

regulation.

Clinical Investigation of Medical

Device
Japan Regulatory | Future Improvement

Framework Plan
Specific regulatory Requirements on clinical Specific regulatory
requirements on clinical  investigation for medical requirements on clinical
investigation for medical device in Japan are investigation for medical
device has not been addressed in Ministerial device need to be
established. Ordinance on Good established.

Clinical Practice for
Medical Device
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Access to unapproved medical device

Japan Regulatory

Framework

Future Improvement Plan

All medical devices are
subjected to registration
requirements under the
Malaysia legislation.

However, the registration
requirements cannot be
applied to medical devices
which are imported/placed
for the purpose of
emergency situation.

In Japan, the Private
Import Scheme allow the
access to the device that is
not available in the Japan
market by a healthcare
professional for his/her
patient use, and this
scheme is not limited to
emergency cases only.
However the consideration
should take into account
the followings :

- patient consent;

- the treatment cost is not
covered under the
reimbursement scheme.

mdb@mdb.gov.my

+603 8892 2400
+603 8892 2500

Device
AUTHORITY
MALAYSI A

The current policy on
special access of medical
device scheme need to be
revised in order to include
non-emergency cases too
which are supported by
justification.

Level 5, Menara Prisma, No. 26,
Persiaran Perdana, Presint 3, 62675
PUTRAJAYA,
http://www.mdb.gov.my

MALAYSIA
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