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Today’s Agenda

OOverview of the third-party certification system
CJAssessment system of Registered Certification Bodies (RCBs)

CdQuality Maintenance of RCBs
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Background of introduction of the third-party certification system [1]

In 2000, before introduction of the third-party certification system, any medical device to be manufactured
had to undergo review and assessment for quality, efficacy, and safety by the Ministry of Health, Labour
and Welfare (MHLW) and be approved by the MHLW in view of public health.
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Background of introduction of the third-party certification system [2]
(problems)

® The paperwork involved in a process from the application to approval often took about 1 year on
average, and thus it tended to take longer to market the medical device in Japan than in Europe and the
US in 2000.

® Foreign manufacturing sites were deemed to have difficulties in responding to the problem, if any,
promptly.

v From a viewpoint of ensuring the international harmonization, the need for further fulfilled safety
measures according to characteristics of the medical device or in vitro diagnostics was raised.
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Background of introduction of the third-party certification system [3]

(points to be modified)

v'From a viewpoint of ensuring the international harmonization, the need for further fulfilled safety
measures according to characteristics of the medical device or in vitro diagnostics was raised.

Before introduction of the
third-party certification
system, any medical device to
be manufactured had to
undergo review and
assessment for quality,
efficacy, and safety by the
MHLW and be approved by the

MHLW in view of public health.

e Introduction of medical device classification
system according to the risk based on Global
Harmonization Task Force (GHTF) classification
rules

e Introduction of the third-party certification
system for low-risk medical devices and in vitro
diagnostics in place of the approval system by
the MHLW

e The review process includes not only document-
based inspection for quality, efficacy, and safety
but also on-site inspection at the manufacturing

site where necessary. ide o
ae



Certification Structure

(1) Product Review (2) QMS Inspection
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Classification of Medical Devices

GHTF Classification Classification in Japan
# of
Class Risk level Class Category Pre-market regulation JMDN**
Low
A | surgical retractors/ | General MDs Self declaration 1,211
tongues depressors
Third-party Certification
Low to (Review by RCB*) 2,003
. Modera'_ce ' Contro!led MDs | (pesignated Controlled MDs and (1,513
Hypodermic - + Designated Designated Specially Controlled | for3'
needles/ suction Controlled MDs Party)
equipment MDS)
Moderate to 810
. rd
c |High I Specially (42 for 3
Lung ventilator/ Controlled MDs Ministerial Approval )
bone fixation plate . i
+ Designated (Review by PMDA)
High Specially (Controlled MDs and
p | Heartvalves/ v | Controlled MDs Specially Controlled MDs) 370
implantable
defibrillator

*RCB: Registered Certification Bodies

**JMDN: Japanese Medical Device Nomenclature

As of March, 2021
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Classification of In Vitro Diagnostics

GHTF Classification in Japan
Pre-market regulation
Di ti
'?rg]POO: I Novel /Radioactive/
Class | Risk level mation Category Products conforming to Non-conforming or
risk the notified standards products with no
notified standards
Class |
GOT, GPT, Glucose, Submission of
A Low Low LDH, HbA1c, Notification to PMDA
4 Estradiol, Self-certification Criteria
Cholesterol
Class Il s e,
Low to Blood moroholo Third-party Certification |Minister’s Approval
B Mode- phology .
test, Auto-antibody Certification Criteria (Review by PMDA)
rate tests
Mode-
C | rateto Class 11l Minister’s Approval
. HIV, HCV, Tumor
High i ’ ’ i
8 High markers, Micro- (Review by PMDA)
D High biology test Approval Criteria
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Certification Process

Most of Class Il medical devices and in vitro diagnostics need to be certified by Registered Certification

Bodies (RCBs) before their marketing, that is, they are certified without PMDA’s review and MHLW'’s
approval.

a N

1. Application for Product Review & QMS Inspection Registered

2. Certification (+Compliance certificate)

(Marketing Body
Authorization . .
Holder- 3. Application for Follow-up QMS Inspection (1) Product Review
MAH) every 5yrs
(2) QMS Inspection of
MAH and Manufacturers(*)
N J 4. Compliance Certificate

. . I : Slide 9
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(1) Product Review

Japanese MD nomenclature
Certification Criteria Intended use and indication

(Japan-specific

Publicly notified JIS (Class Il medical devices)
requirements)

Director-General notification (Class Ill medical devices,
some Class Il devices, Class Il in vitro diagnostics)

® Consistent (harmonized) with IMDRF/GRRP WG/N47:

Essential Principles of Safety and Performance of Medical
Devices

Essential Principles
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(2) QMS Inspection

QMS Inspection is performed based on the QMS requirements harmonized with 1ISO 13485.

QMS Inspection is conducted on-site or document-based inspection.

A QMS compliance certificate is issued after successful inspection.

The QMS compliance certificate shall be renewed every 5 years.
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Today’s Agenda

CJAssessment system of Registered Certification Bodies (RCBs)
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Quality requirements for fair and impartial third-party certification bodies

e Allocation of personnel with expertise and experience satisfying requirements for certifying operation

e Possession of facilities, procedures, protocols, and financial base to ensure proper and solid
implementation of certifying operation

e Conformity to certain standards eliminating a possibility of unfair certifying operation
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Criteria for registration of certification bodies and
conditions for rejecting registration

Criteria for registration

1. Any applicant shall conform to both standards below defined by the International Organization for
Standardization (ISO) or International Electrotechnical Committee (IEC). (conformity to international standards)
[1]Requirements for bodies certifying products, processes and services. (ISO/IEC 17065)
[2]Requirements for bodies providing audit and certification of management systems (ISO/IEC 17021-1)

2. Any applicant for registration shall not be controlled by marketing authorization holders, manufacturers, or
foreign manufacturers.

(independence)
(Article 23-7, Paragraph 1 of the Pharmaceutical and Medical Device Act)

Conditions for rejecting registration
The applicant for registration that meets any of the following conditions shall not be registered irrespective of
conformity status to the criteria in the above 1 or 2. (non-applicability to disqualification clauses)

[1]A person who has been sentenced to imprisonment owing to violation of the Pharmaceutical and Medical
Device Act and for whom two years have not elapsed since the date of either the completion of, or the
conclusion of being subject to, the execution of the sentence

[2] A person whose registration has been rescinded and for whom two years have not elapsed since the day of
the rescission

[3]A juridical person any of whose executive officers falls under either of the two preceding items

(Article 23-7, Paragraph 2 of the Pharmaceutical and Medical Device Act)
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The registration process to be an RCB

2. Document review
6. Document review & decision on
whether to register the applicant

3. Request for assessment

) e——

5. Report of
assessment results

4. Implementation of assessment

- The Pharmaceutical and Medical Device Act
1. Application - ISO/IEC 17021-1: 2015

- ISO/IEC 17065: 2012

Certification Body
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Registered Certification Bodies

Registration Name of the RCB Medical |\
no. Devices
AA TUV SUD Japan Yes Yes
AB TUV Rheinland Japan Yes Yes
AC DQS Japan Yes Yes
AD BSI Group Japan Yes Yes
AF SGS Japan Yes Yes
AG Cosmos Corporation Yes No
AH Japan Quality Assurance Organization (JQA) Yes Yes
Al Nanotec Spindler Corporation Yes Yes
AK izii?aif;’;Zc(?Li?fety & Environment Technology Yes No
AL ;T:;n,:‘(s;?cc(ﬁcfhr)léc))r the Advancement of Medical Yes Yes
AM AiCS Inc. Yes No
AO DEKRA Certification Japan* Yes No

*Abolished in the end of March, 2021

As of March, 2021
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On-site Assessment Activities Flow

Certification Body

Notification of assessment

4 weeks Implementation
v
2-3 days On-site assessment
4 weeks : *
List of nonconformity
4 weeks 7

Submit corrective action report

\
Accept corrective action report / Slide 18




Surveillance Assessment

4. Check of assessment results

1. Request for assessment
¢)
—

3. Report of assessment

\ results

o 2. Implementation of assessment
5. Notification of - The Pharmaceutical and Medical Device Act
assessment results _ ISO/IEC 17021-1: 2015
- ISO/IEC 17065: 2012
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Re-recognition Assessment

2. Document review
6. Document review & decision on whether to
register the applicant

3. Request for assessment
( —

5. Report of assessment
results

4. Implementation of assessment

- The Pharmaceutical and Medical Device Act
1. Application - ISO/IEC 17021-1: 2015

- ISO/IEC 17065: 2012

Certification Body
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Assessment Activities

Year O

Year 1, 2

Year 3

. Surveillance
Initial Assessment
Assessment

Re-recognition
Assessment

v

Application Review

v

On-site
Assessment

On-site
Assessment

A

A 4

Application Review

v

On-site
Assessment

Assessment checkpoints

1. Conformity with PMD Act, ISO/IEC 17021-1 and ISO/IEC 17065
2. Sampling of certified products
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Today’s Agenda

CdQuality Maintenance of RCBs
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Efforts to maintain Quality of RCBs

® Training
v’ Certification criteria of Class Ill medical devices

v'Issues frequently found in assessment by MHLW/PMDA

® Inquiry system

v’ Applicability to evaluation for certification

v’ Questions related to QMS inspection

-----

v’ The answers to the inquiries are available on PMDA website for sharing.

® Tripartite consultation

v The regulatory authority, RCBs and marketing authorization holder (MAH)

~ ~N
participate and discuss various items. s" :%
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Training for registered certification bodies

v PMDA provides training to reviewers of RCBs so that they can
improve their ability to conduct product certification reviews
and conformance.

v’ Training is opened to all RCBs and planned every year.

v’ Training materials are available on PMDA website for sharing.

https://www.pmda.go.jp/review-
services/reexamine-reevaluate/registered-
cb/0001.html
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Answer to inquiry from RCBs

v'RCBs can consult PMDA about conformance
status to the certification criteria and
interpretation of notification for QMS
inspection.

v’ Consultation content and its result are available
on PMDA website for sharing so that the other
RCBs can also learn the judgement.
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Simple consultation on applicability to certification criteria
(except for cases where non-conformance to certification has been confirmed)

Request from Applicant (MAH)

RCBs inform PMDA of difficulty in judging applicability to the certification criteria. Inquiries can A
be accepted through the association of RCBs, but it sometimes takes a long time. Early
kclarification is desired to shorten the time to application. )

= Service of simple consultation on applicability to certification criteria was started on April 1, 2019.

- - . https://www.pmda.go.jp/review-services/f2f-pre/consultations/0015.html
Difficulty in judging

Marketing Association of

Authorization RCBs (ARCB)
Holder

(MAH) Simple consultation on applicability
to certification criteria

l Note) If non-applicability to the certification criteria is judged, PMDA will accept consultation through the existing service |

: ______________ (consultation about protocols for “Performance,” “Quality,” “Safety” and evaluation). -
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Tripartite consultation items (Bulletin)

v Three parties consisting of the regulatory authority (i.e.
MHLW/PMDA), the registered certification body association
and Japan Federation of Medical Devices Associations
(JFMDA) have organized the tripartite consultation
committee to discuss various items related to certification.

v’ Items recognized in tripartite consultation are disclosed as
Bulletin on JFMDA website.

v’ Tripartite consultation gives better interpretation and
understanding for the regulatory process of review and
inspection for certification.

https://www.pmda.go.jp/review-services/reexamine
reevaluate/registered-cb/0001.html
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If a MAH has a doubt about review for certification

If a MAH has a doubt about the RCB’s judgment, interpretation, or request in a review of a
product item or QMS inspection, ask the RCB to present the rationale.

If a MAH have any comment, for instance, a MAH is not convinced by the RCB’s explanation, )

MAH has a rationale against it, or MAH cannot accept it, present “Complaint” or “Objection” to

3 the certification body in writing to seek specific actions. )

If a satisfactory solution is not obtained, provide the information to the “Contact office for
information related to the third-party certification system” on the JFMDA’s website established
by the tripartite consultation committee.

The tripartite consultation committee consisting of the regulatory authority, the registered
certification body association, and industry will strive to solve the problem.
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Take-home message

® To ensure that medical devices with “improved safety” and “improved efficacy” are marketed as
“promptly” as possible, efficient measures to review and assess the quality, efficacy, and safety of
medical devices according to the risk should be considered.

® Effective actions to put the third-party certification system in operation smoothly
v’ Training of reviewers
v’ Action in response to consultation from certification bodies

v’ Tripartite consultation consisting of the regulatory authority, the registered certification body
association and the industry association

(including marketing authorization holder)
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Thank you!
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