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Drugs and Cosmetics Act 1940 :

Presently, The quality, safety and efficacy of
notified medical devices manufactured, imported
and sold in the country are regulated under the
Drugs and Cosmetics Act, 1940. Under this
Central Act, medical devices are regulated as
drugs as defined in Section 3 (b) (iv) that:

“Such devices intended for internal or external
use in the diagnosis, treatment, mitigation or
prevention of disease or disorder in human
beings or animals, as may be specified from
time to time by the Central Government by

I notification after consultation with the Board”




The Govt of India has notified...

S. No Name of the device SLA/CLAA Date of notification
1 Disposable Hypodermic Syringes SLA 17-03-1989
2 Disposable Hypodermic Needles SLA 17-03-1989
3 Disposable Perfusion Sets SLA 17-03-1989
4 In vitro Diagnostic Devices for HIV, HbsAg and HCV and SLA 27-08-2002

blood grouping sera
5 Cardiac Stents CLAA 06-10-2005
6 Drug Eluting Stents CLAA 06-10-2005
7 Catheters CLAA 06-10-2005
8 Intra Ocular Lenses CLAA 06-10-2005
9 [.V. Cannulae CLAA 06-10-2005
10 Bone Cements CLAA 06-10-2005
11 Heart Valves CLAA 06-10-2005
12 Scalp Vein Set CLAA 06-10-2005
13 Orthopedic Implants CLAA 06-10-2005
14 Internal Prosthetic Replacements CLAA 06-10-2005
15 Ablation Devices *CLAA 25-01-2016




Medical Device Rules, 2017

» Medical Device Rules, 2017 under the provisions of
the Drugs and Cosmetics Act, 1940 has been
published, vide GSR 78(E) dated 31.01.2017
proposed to be effected from 01.01.2018.

» The said Rules shall override all the previous
notifications issued under the D&C Rules,1945
related to the regulations of medical devices.

» The said rules have provisions for the regulation of
devices for their import, manufacture, clinical
investigation and sale.
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Scope of the regulation

New Rules shall be applicable to:

(i) substances used for in vitro diagnosis and surgical dressings,
surgical bandages, surgical staples, surgical sutures,
ligatures, blood and blood component collection bag with or
without anticoagulant covered under sub-clause (i) of section
3 of the Drugs and Cosmetics Act, 1940 (23 of 1940);

(ii)substances including mechanical contraceptives (condoms,
intrauterine  devices, tubal rings), disinfectants and
insecticides notified under sub-clause (ii) of section 3 of the
Drugs and Cosmetics Act, 1940 (23 of 1940); and

(iii) devices notified from time to time under sub-clause (iv),
of clause (b) of section 3 of the Drugs and Cosmetics Act,
1940 (23 of 1940);




Proposed Medical Device rule Content
Title, Application, Commencement, Definition

Chapter - Il Classification of MD, Grouping of MD, Essentials Principles
Chapter - lll  Authorities, delegation of powers, Notified bodies, Medical Devices Testing
Centres,

Chapter - IV Manufacture of MD-Application, Inspection, grant of lic, conditions of lic,
Suspension, Cancellation, Appeal, Test License

Chapter -V Import of MD-Application, Overseas Inspection, grant of lic, Test lic, Hospita
use, Personal use

Chapter - VI Labelling requirement

Chapter - Clinical Investigation- Permission, Medical management, Compensation,
Vil Inspection

Chapter - Permission to import or manufacture medical device which does not have
VIII predicate medical device

Chapter -IX  Duties and Powers of Medical Device Officer, Medical Device Testing Officer
and Notified Body

Chapter -X  Regulation of Laboratories for carrying test or evaluation
Chapter - XI Sale of Medical Devices

Chapter - Miscellaneous - Rejection of application, Debarment of applicant,
Xli Exemptions




Proposed Medical Device Rules, 2017-Schedules

First Classification of MD and IVD

Second Fee

Third Registration and functions of Notified Bodies

Fourth Documents required for grant of mfg and Import
licence

Fifth Quality Management System

Sixth Post Approval - Major and Minor Changes

Seventh Requirements to conduct Clinical Investigation

Eight Exemptions




Medical Device Rules, 2017 - Salient Points

New Definitions

v v VvV VvV v

v

Medical Device

Substantial Equivalence
Predicate device

Investigational Medical Device
New in-vitro diagnostic
Clinical Investigation

Notified Body

Clinical Performance Evaluation




Risk based classification...... e .

* Medical devices shall be notified by the Central Government and
classified by the CLA based on the classification rules specified
in the First Schedule of the drafted rules.

 Following are the risk Classes and the classification criteria
based on the severity of risk associated with the medical device.

Risk Criteria Risk Class
Low Class A

Low-Moderate Class B

Moderate-High Class C
High Class D




Scheme of proposed regulation

Device Class Class A Class B Class C Class D

IMPORT 'T“po” 'T“po” Import Licence Import Licence
Licence Licence
*Manufactu : . .
: Manufacturin  Manufacturing Manufacturing
SR TIORE ring g License License License
License
INV(I-EIS_!I[\I“GCAA'\I'LION For an Investigational medical device, the applicant shall
FOR need to obtain Permission from CLA to conduct clinical
. e investigation of Class B, Class C and Class D
investigational And
DEVICES and Clinical Performance Evaluation of new IVDs
new IVDs
SALE Regulation as per Current D & C Rules
*Notified Notified Body  CLA CLA
QM5 Bodies

Verification by

* Licence will be issued without prior inspection...



Regulatory Authorities

Device Class Class A Class B Class C Class D
Activity
CLA CLA CLA CLA

IMPORT

MANUFACTURE SLA SLA CLA CLA

Permission to
conduct
CLINICAL Permission from CLA
INVESTIGATIO
N

SALE SLA

QMS *Notified *Notified Body CLA CLA
Verification by BodY
*Note: Notified Bodies shall be registered with Central Licencing Authority.
Prior inspection shall not be required before the grant of
manufacturing of Class A devices.

.



Licensing Authorities.....contd.

» Application for Import, Clinical Performance
evaluation of new IVD and manufacture of Class C
and Class D IVDs, test licence, Free Sale Certificate,
and personal use will be submitted to CLA through
online portal. Inspection of manufacturing site will
be carried out by Drugs Inspectors.

» Application for sale, manufacture of Class A and
Class B devices will be submitted to SLA through
online portal. Audit of manufacturing site will be
carried out by Notified Bodies.




Scope of Notified Bodies

» Only Class A and Class B medical Devices

» To verify QMS conformance at manufacturing
site where necessary by inspection

» Verification of Essential Requirements

» Verifying validation of manufacturing process
through objective evidence

» conformity of material with defined
specifications

» Responsibility for ensuring conformance to QMS
and conditions of license/registration

» State Licensing Authority to audit at least 2% of
the audits carried out and recommended for
grant of license by of each Notified Body.




Registration & Regulation of Notified Bodies

+ Registered with CDSCO.

+ Accredited by National Accredited Body (such as
NABCB).

<« Procedures prescribed in  schedules for
registration of notified bodies.

<+ Schedule of fee to be charged by notified bodies.

< Duties, functions and obligations of notified
bodies specitied in the Third Schedule ot the rules.




Technical Requirements for the applications

» For Class A types of devices a minimum set of requirements as
specified in Part Il (i) of the Forth Schedule.

» For Class B, Class C and Class D types of devices a minimum set of
requirements as specified in Part Il (ii) of the Forth Schedule.

»  Appendix | of Part lll of the Fourth Schedule specifies requirements for
Site Master File.

» Appendix-Il and Appendix- Il of Part lll of the Fourth Schedule
specifies requirements for Device Master File.

» Clinical investi?ation of investigational medical devices as per the
requirements of the Seventh Schedule.

» For new IVDs- Technical Data requirements has been specified in
section (b) of Part IV of the Fourth Schedule.

» Performance Evaluation of IVDs to establish specification, specificity,
sensitivity, etc. of all the IVDs shall be carried out at the medical device
testing laboratory registered under rule 83.

AN



Major policies of the Rules

Licence shall remain valid, till it is suspended or cancelled from
its date of issue, provided the applicant pays a licence retention
fee in every five years.

Manufacturer shall be audited periodically.

yo inspection prior to grant of manufacturing licence for Class A
evices.

Test licences shall be granted by Central Licencing Authority.
Provisions for loan licence.

For Regulators- Establishment or designation Govt. laboratories
for testing.

Folr Manufacturers- Testing laboratories registered under these
rules.




Standards of medical devices

.. BIS or those set by Central Government

i. Failing (i) by International Organisation
for Standardisation (ISO) or International

Electro Technical Commission (IEC)

ii. Failing both, manufacturers validated

standards.
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Clinical investigation

4

Medical Devices which do not have a predicate device will
undergo through a clinical investigation to establish safety

Supervision by Ethics Committee as in case of Drugs.
Application to CLA with Clinical Investigation Plan.
Maintenance of investigation records.

Waiver in case of National Emergency.

Pilot Clinical investigation (to check feasibility on 3 to 5
patients)

Pivotal clinical investigation (on 10 to 50 patients)

18



Exempted Medical Devices

» Class A devices exempted from clinical
investigation.

» Custom made devices are exempted from all
provisions.

» Medicated Dressings, Mechanical Contraceptives,
bandages and disinfectants are exempted from
provisions of Sale.

» Non-sterile components and raw material -
exempted from import licence.

» Devices intended for charity - exempted from
Import licence
-

19



Implementation.....A way forward

» Commencement from January, 01, 2018

» Entire process of regulations shall be a single
through online portal

» Guidance documents to the industry and
patients will be issued

» To strengthen the regulatory system Medical
Devices officers will be recruited for carrying
out enforcement activities



Implementation.....A way forward

» Additional medical devices are to be notified
under the provisions of the D&C Act, 1940.

» Classification of each of the devices will be
made available on the CDSCO website

» Medical Devices Testing Centres for testing
Critical to Quality parameters of finished
devices




THANK YOU...

P




Overview of MD Regulation
in Japan

2" Japan-India Medical Products
Regulation Symposium
April 2017

¢ EEBEY



History of PAL(regulations on MDs)

(1889 The first regulations of Medicines was stipulated)
1930 The first regulation on Medical Devices (Appliance for
contraception)

(1943 The establishment of the first Pharmaceutical
Affairs Law(PAL). MDs were not included)
1948  Full revision of the First PAL. (MDs were included)

It is used to clear harmful medicines and devices . Like police
1960  Full revision of the PAL

This is the base of the PAL we used.
- Licensing system for manufacture/ import of each product

1979 Strengthen assurance of safety, efficacy and quality and help
for side effects.

1993 Introducing Promotion of Research and Development.
1994 Improvement of Medical device regulations.



History of medical device regulations in Japan
— recent big amendments (1/2)

Medical Device has been regulated in Japan since 1960,
and there have been 2 big amendments for the
regulations recently;

1.Amendment in 2005
@ Introduction of Marketing Authorization Holder system
@ Introduction of Registered Certification Body system

@ Introduction of medical device classification based on
the GHTF classification rule

@ Introduction of STED and Essential Principles
B Introduction of GCP as a ministerial ordinance
® Introduction of QMS, instead of GMP



History of medical device regulations in Japan
— recent big amendments (2/2)

Medical Device has been regulated in Japan since 1960,
and there have been 2 big amendments for the
regulations recently;

2.Amendment in 2014

@ Amendment of Registered Certification Body system,
including expansion of scope

@ Improvement of regulations on manufacturer
@ Improvement of QMS inspection

@ Application of medical device regulations on SaMD
(Software as a Medical Device)

® Establishment of a new category, Regenerative
Medicine Product



- Regulatory Authorities in Japan -
MHLW PMDA

Ministry of Health, Labor and Welfare Pharmaceuticals and Medical Devices Agency

[o Final Authorization of \ [ \

applications ° g:lijznstigcm%eview for
e Publishing Guidelines e GCP, GMP Inspection
e Advisory committee e Consultation on Clinical
e Supervising PMDA Trials etc.

\ Activities

LR
AN

AN
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Scope of regulations on medical device/IVD
marketing in Japan under PMD Act

Minister’s Approval for marketing
or Certification by a Registered Certification Body

or Marketing Notification

(ofe11[sETIV  License of Marketing Authorization Holder (MAH)

Manufactur
ing facility

Registration as a Manufacturer

License/notification/self declaration of selling

Distributor Medical devices

Repairer License of repair Medical devices

PMDA-ATC Medical Devices Seminar
2016



Medical Device Regulations in Japan

1
Classification Class | Class I I Class Il Class IV

General Controlled
MDs MDs

Self- Third party
declaration | certification

1
Category | Specially controlled MDs

PMDA review

Review regulation ( MHLW approval )

Post market safety
( vigilance/surveillance PMDA and MHLW
)




COMPANY/ MANUFACTURING FACILITY
REGULATION



MAH License : From local government
Need for

1. Having marketing supervisor general,

m safety management supervisor and
quality assurance supervisor

2. Having system for GVP
3. Having system for QMS
(They should follow QMS and GVP when

they market products)

Manufacturer : JUST register

(They should follow QMS when they
VEWINEWOIED  manufacture products)
Since 2014




Example of manufacturing site registration

Outside of Japan In Japan )

N

s )

[ Design & ][ Subpliet J:[ Sub-
Development bp [ Assembly
|
I
|
I

aant
AT
Ruw 1 Tl

Release
to the market

Not Required Not Required

Required

Not Required Required Required

10



Type of QMS Inspection

Application
for approval Approval
Regulator :
J . y Marketing
Review
@ ke EEEE [ REEEEEEEEEEERREY VL

Pre-approval F[ost-apbroviost-approv?l
inspection inspection JLinspection

* One of the requirements for marketing ¢ Conducted every five years after
approval of medical device marketing approval

% e Based on application }

e Conducted per Product Family

11



QMS Inspection Authority

Product Inspection Authority

Class IV

New medical devices

Cell / Tissue-based medical PMDA
Medical | _deviees |
Devices Class lll and Class I

(without CS*) PMDA

glsa*s)s lll'and Class 11 (with Registered certification body

New drugs

Radioactive drugs ___________P_I\_AR'?‘ ___________

IVDs Products without CS* PMDA

Products with CS*

Registered certification body

*CS : Certification Standards

12



PRODUCT REGULATION



------------------------------ g

Approval/Certification system in Japan

Marketing
Approval/ Product Release

Certification (Post-marketing
surveillance, outcome
examination etc.)

Marketing
Approval
Application

Review &
Inspection

Licensed Marketing
Authorization Holder

Registered
Manufacturer

Requirements

»Governance
»Governance

»GVP-Compliance ) L

14



Regulation according to Risk Based
Classification of Medical Device in Japan

As of March, 2016

GHTF Classification

Classification in Japan

Category Pre-market # of JMDN*
regulation
Class | extremely low General MDs Self 1,195
A risk (Class 1) declaration
X-Ray film
Class | low risk Controlled MDs | Third party 1,972
B MRI, bronchial (class Il) Certification
catheters
Class | medium risk
C | artificial bones, Specially Minister’s 7
dialyzer Controlled MDS Approval
Class | high risk (class 1 &1V) | Review by —
D pacemaker, artificial PMDA)
heart valves

*JMDN: Japanese Medical Device Nomenclature

15



Outline of brand-new medical device
approval review process

Applicant

Consultati icati
Consultatio ‘ﬂ Application

PMDA MHLW

Conformity Audits Advisory body
( GLP/GCP/QMS etc. ) PAFSC
+

Scientific Reviews . SerEllE e ?

ConsultatiobT Advice

Minister
External

Experts

PAFSC: Pharmaceutical Affairs and Approval t|
Food Sanitation Council

16



Review Time of Brand-new Medical

Devices
Priority items
FY 2010 2011 2012 2013 | 2014 | 2015
Target 16 15 13 10 10 10
(months) per(é-)eor:ile) per(cseor::ile) per(cseor::ile) per(cseor::ile) per(cGeOr:ne) per(cGeOr:ne)
Performance | 15.1 4.3 9.3 9.0 8.8 7.9
(months)
# 3 6 5 14 5 8
Normal items
FY 2010 2011 2012 2013 | 2014 | 2015
Target 21 20 17 14 14 14
(months) per(cseor::ile) per(cseor::ile) per(cseor::ile) per(cseor::ile) per(cGeOr:ne) per(cGeOr:ne)
Performance | 16.5 9.7 12.7 6.3 5.6 10.1
(months)
# 15 27 41 80 62 48

17



Third party certification process in Japan

A Certification issued by a registered certification body is
required for Class Il/lIll MDs/IVDs that have technical
standards for certification before their marketing.

Applicant () Certification
(Marketing Apnbplication Bodi
e (2) Certification ez
registered with MHLW
Manufacturer (4) Follow-up On:js/ite inspection
inspection anaor

document review

MHLW
(3) Certified product report

(Monthly)

18



Registration and Supervision of certification
body

Regqistration

5 R 2. Ask for assessment
. Registration
of Certification FUIRE
BO@’ 4. Report assessment result /
1. Apply for registration with 3. Document review and On-site assessment;
identification of scope of conformity to the following requirements
medical device
\ - ISO/IEC 17021: 2011
Certification body
Supervision of registered certification
body
- PMDA perform annual on-site
surveillance.
- Registration has to be renewed every 3 19

years.



(Reference) List of Certification Standards for
Third Party Certification

'ﬂh* Pharmaceuticals and Medical Devices Agency Maren 302016
fforg
'\

|| List of Certification Standants

Ministerial Notification No. 112, Appendix Table, No.1- 9
Essential Principles Checklist ( Glucose meter self-testing kit )

Home
Evsertil Privcgies in Jagan Aosied
MD Resubtion o mﬂm l - Mentity of Specifc Documents
These English Version of Japanese Medical Devic (JMDN) for the of users - L
About Standards urfamilisr with the Japaress langusee. When and if ary discrepancy arises betwesn the Japaness ariginal and ite English bbb ot liroab s
transiation, the former shall prvail Arsciet Aesied ML Mtz e e, 160 ot Dcomber 17200005 T 14371
Standards List Arict resies BT 1.
| Certification Std T e = Aol Hepled MHLW Miistenal 17,200
T = W Ministerial Motification No. 112, Appendix Table, No.1- 1 [Jspaness] = o o
ol Nomenclature of Applicable Medical Devices (DN} JVON code v Aopiat | ML sl e Mo, 150 ctad Dacne 1, 50451 V4.
| I Amendin Pen hjectar, insulin TES2000 Ariet Posied ST
| & Appendid Interded use and indication (HC Erelish trarslation) 2
To be used by setting 3 dedicated medication cartrides and 3 perrtype injector and inisction nesdle to inject the inslin D——
subeutapacush 1 Magrneent, g 00%aoHTy
itk pi i povos
Primary endpoirts. 2
[nztters re y for compliance with ification standands] 4 Pocked ool volume gvekuaton
1 Mechanical perormance Sirtararne sl
2 Accuracy of Dose: o e
3 Mon-defestive -
) v
' #eoled. 15 T 1195 € 1010-1;
W Ministerial Motilication No. 112, Appendix Table, Mo.1- 2 [aparese] 2 ot soples
Nomenclature of Applicable Medical Devices (JMDN) JMDN code 3 1447105 B.010-12014
Heparir-conted sirgle=use heart-kng bypass systern defcamer 31711223 2z Aopiad. oS 49Ty
Heparin-coated heart-lng bypass fiter TWEG20E : L
Fdinton o) 4 st Aepied JET 18T
Interdded use and indication (HC Erelish trarslat S
T remave bubbles and biood cossulation, ete. from the blood during heart-Line bypass sireery s ik agplec
Primary endpoirts ] Partialy acellod | JIS T 148715485 C 1010-12014
Eiisitare rncapaimy dir: fiance with certification standards] ? Apied S T 149710 G 1010-12014
1 Blood cell darmage Artciel i
2 Filiation efficiency ' Aesied U T 171 C 1010 2 1312013
3 Flow rate 7 Nt apted
4 Bubble elimiration perfarmance 3 Pesiod 5 T 14871-PFS8 Notcaton Mo. 10028 deted October 2 20145 G
5 Heparh coathg 1010-2- 1012013
2
W Ministerial Matification No. 112, Appendix Table, No.1- 2 3
Nomenchature of Applicable Medical Devices (JMOM) JMON code $
Infusion purp, enteral fesding 13208000 :
Tnfusion pump, genersi-purpose 13215000 3
Infusion purg, syriree 13217000 0
Infusicn purp, snaleesic, patient-controlied 22000 s
Interded use and ndication (HO Erelish trarslation) o
The device should be 3 pump that controls ive (contir ) infusion, infuson, or Micleb J
biolis infusion insccordance with preset dosing speed o dotine volume to Inisct druss, solutions, etc. to 3 patient Usine 2
pos ftive pressure generated by a pump. 10028 cated October 2 2014

Primary endpairts
[datters recessary for compliance with certitication standards)
1 Set flow rate
2 Bohus amount

3 Protective function




Number of Certification Standards g o march, 2017

For class || MDs

935

For class Ill MDs

11

Class Ill MD Certification Standards for

Issued on

Pen type infector for insulin

25 November 2014

Blood filter and bubble eliminator for artificial
cardiopulmonary circuit with heparin

25 November 2014

Infusion pumps

25 March 2015

Manual type lung resuscitator

30 September 2015

Electrosurgical unit with substances

18 November 2015

Monitors such as Arrhythmia monitoring system

18 November 2015

Non-absorbed thread

24 December 2015

CPAP

24 December 2015

Self Measuring device for blood glucose

30 March 2016

Navigation system for neurosurgery

18 November 2015

21



Number of approvals of Medical Devices

FY2010 FY2011 FY2012 FY2013 FY2014

Medical devices (total) 1,634 1,227 1535 1,347 1,235

Priority review items
(included in total) 3 6 5 14 5

Band-new MDs 18 33 46 94 67

Others (e.g. Improved
MDs w/wo clinical 1,616 1,194 1489 1,253 1,168

data, Me-too MDs)

Breakdown

Number of certifications by registered certification bodies

Certification (including 2,298 2,369 2,350 2,417 2,276
partial change
certification)

22



Recent measures taken related to medical
device regulations in Japan

23



Implementation of PMD Act; Revision of Pharmaceutical Affairs
Law (PAL)

The PMD Act came into force on 25 November 2014 for the

purpose of:
1. Strengthening safety measures regarding drugs and medical
devices

2. Revising medical device regulations based on its characteristics
3. Introducing cellular and tissue therapeutic product regulations
based on its characteristics

According to the revision:

a. Some Class Ill Medical Devices undergo certification

b. Software as a Medical Device (SaMD) is newly regulated

c. Manufacturer is required to be registered, instead of to be
licensed

d. More efficient QMS inspection system is introduced

24




Establishment of new international regulatory
harmonization strategies by MHLW and PMDA

nternational Requlatory Harmonization Strateqy by MHLW and
PMDA International Strateqgic Plan 2015 by PMDA have been
published on 26 June 2015.

Based on the mutually complementary strategies, the following
measures will be taken:

A) Promotion of Regulatory Science
Guidelines related to medical device regulations in Japan will be prepared and
internationally announced.

B) Establishment of Training Center for regulatory matters
PMDA will provide regulators outside Japan with training for capacity building.

C) Active commitment to IMDRF as well as advancement of bilateral
collaboration




Official Participation in MDSAP

Japan made an announcement on the official participation in
MDSAP Piloton 23 June 2015.
Further information will be provided in a timely manner.

Shown at right is the press
release on the official
participation in MDSAP Pilot in
Japan

(written in Japanese).

You can find the announcement
in English here;
http://www.fda.gov/MedicalDevic
es/InternationalPrograms/MDSA
PPilot/ucm452243.htm

Press Release

(PR 2787)
1111
(E@EE) 03(3595)2419

Medical Device Single Audit Program Pilot [CIEXSMLF T
~ERBAOT. ERBHEORERREHE~

RO SR BT A ERR G HEB & LT, 2014F1A D BKE, 54, F
—2A b VT 7 VM kY IMDSAP (Medical Device Single Audit Program (=
FEER AITHICER SN TWET, AB, XED ¥
g DCTITHILAMDSAP 7 +— 5 ADHT, BALER AV A—L L TEAT S
FHCBMTHIEERALET, 5% L VAEHOT T, LY —BOEREROM
HHEREZMEL TEWY T,

k7w /5 A) ) Pilot)

26



Implementation of Strategy of Sakigake

An innovative MD/IVD for patients in urgent need of innovative

therapy may be designated as a Sakigake Product if;

1) its premarket application will be filed in Japan firstly or
simultaneously in some countries including Japan, AND

2) prominent effectiveness can be expected.

Once an MD/IVD is designated, its developer can enjoy such
benefits as:

A) Prioritized Consultation by PMDA C) Prioritized Review
(12 months - 6 months [MD])

B) Pre-application substantive review D) Review Concierge assigned
by PMDA

27



Designation of Sakigake products

As of 28 February 2017, 7 more products (3 medical devices, 1 IVD and 3
regenerative medicines) have been designated as Sakigake products.

No.

MD
3

MD

IVD

Product name

Artificial tracheal
(made of polypropylene mesh
and collagen sponge)

Boron neutron capture therapy
(BNCT) system

(Neutron irradiation system for
BNCT)

UT-Heart

(Software program to aid
prediction of effectiveness of
cardiac resynchronization
therapy)

Cancer-related gene panel
examination system
(Diagnostic system for DNA
sequencer)

Expected performance/effectiveness

Aiding reconstruction of tracheal while
maintaining intratracheal structure after partial
removal.

Selective destruction of tumor cells marked by
boron agents, without damaging normal cells.

Higher accuracy of prediction of effectiveness of
cardiac resynchronization therapy for patients
with serious heart failure.

Collective examination of cancer-related genes to
aid decisions on cancer treatment strategies




No. Product name Expected performance/effectiveness

CLS2702C/D Shorter re-epithelialization period after extensive
RP4 (Oral mucosa-derived endoscopic submucosa dissection (ESD) in

esophageal cell sheet) esophageal cancer.

Dopamine neural precursor

cell derived from non- Novel therapy by inducing dopamine discharge to
RP5 autologous iPS cell mitigate neural symptoms of patients with

(Therapeutic stem cell for Parkinson’s disease.

Parkinson’s disease)

Pluripotent progenitor cell
derived form human

RP6 (allogeneic) adult bone marrow
(Stem cell suspension derived
from adult marrow)

Novel therapy for improving functional
impairment caused by acute brain infarction.

<> Meanwhile, the absorbing barrier for adhesion prevention (MD2) which
was designated last year will be withdrawn, due to the termination of
development by the manufacturer.



(Reference) Designation of Sakigake products in 2016

The following 5 products under development have been designated as
Sakigake products since 10 February 2016.
If a pre-market application for the products is filed, a priority review is

applied.

No. Product name

MD1 le:anlum Brldge o
(Hinge-type plate with titanium)

Absorbing barrier for adhesion

MD2  prevention
(Trehalose solution)

(Autologous bone marrow-derived stem cells)
RP2 G47A

(Recombinant herpes virus)

RP3  Autologous intracardiac stem cells

Expected performance/etftectiveness

Adduction-type spasmodic dysphonia

Reduction of postoperative adhesion prevention by
Intraperitoneal injection

Improvement of neurological symptoms and functional
impairment due to spinal cord injury

Glioma

Improvement of heart function in children with
congenital heart disease




Call for requests” for early implementation of medical devices for which
there are high medical needs

At Academic

selection criteria at academic societies, etc.

v \

Call for requests for medical devices, etc. that correspond to the

Societies, etc.
*Conducted since 2006

[ Evaluation of medical necessity J

Working Group

(Established for each diagnosis and

$

Examination meeting on early
implementation of medical devices etc.

treatment department) for which there are high medical needs
|
* Examination meetings, based on periodical reports from the Ministry of Health, Labour
and Welfare, aiming for early approval of applications, provide:
Call for panies +Advice for early implementation (necessity for academic society guidelines, etc.)

to conduct development
-Development requests

*Opinions on appropriateness for early implementation
*Advice on post-market safety policy

* Also offer necessary advice for after application, in examination meetings, based on
reports of review progress situation.

Approval application Priority review etc. by

PMDA

Approval by Minister of Health,
Labour and Welfare

by company

Selection criteria: Medical devices, etc. that fulfill one of the conditions a) to ¢) below:

a) ltems for which there is a request from an academic society, etc.

b) Items which have been approved in Europe or the U.S. or medical devices which have not been approved in Europe

or the U.S. that fulfill certain conditions*

(1) ltems for which excellent clinical trial results have been released as a paper, etc. (2) Items for which doctor-led
trials have completed or are being conducted. (3) Items with a certain level of results as Advanced Medicine B.

c) ltems for which there are recognized to be particularly high medical needs:
(1) Seriousness of diseases to which it is to be applied.
(2) Medical usefulness.

1
1
1
1
1
1
:
1
| *Medical devices which have not been approved in Europe or the U.S. but fulfill one of the conditions (1) to (3) below:
i
1
1
1
1
1
1
1
1

Post-market safety
policy

/Cooperation from
academic societies, etc.:
- Cooperation with post-
market clinical trials, etc.
-Ensuring appropriate
use (facility requirements,

\training, etc.)



Next-generation medical devices and regenerative medicine,

L etc. product evaluation criteria

Objective:
To seek to accelerate approval reviews and improve efficiency of product
development by preparing in advance and releasing the technology evaluation
criteria, etc. to be used in reviews for next-generation medical devices with high
medical needs and practical applicability, to enable to rapid provision to the
medical workplace of medical devices and regenerative medicine products that
use diverse cutting-edge technologies including IT, biotechnology, etc.

(2) Acceleration of reviews by
Min. of Health, Labour and
Welfare & PMDA

] . ] (1) Acceleration of development
Points for increasing by companies

I
I
!
I

speed and :

A | "
smoothness | Use of pre-application and
( \ | pre-trial consultation system

| | |
i | >

= Application Approval

’
Flow from _L Design & I Safety trials . .| . Clinical trials
development development Performance trials |

to approval i
i




Evaluation criteria released until now (1/2)

Field

Evaluation criteria classification

Medical device review management office
notification name

Active in vitro medical devices

Clinical evaluation of next-generation high performance artificial hearts

Pharmaceutical and Food Safety Bureau 0404002,
issued on Apr. 4, 2008.

Critical limb ischemia

Clinical evaluation of medical devices for treatment of critical limb
ischemia

Pharmaceutical and Food Safety Bureau 0529 No.
1, issued on May 29, 2013.

Tailor-made medical
diagnostic devices

DNA judgment diagnostics using DNA chips

Pharmaceutical and Food Safety Bureau 0404002,
issued on Apr. 4, 2008.

Diagnostic equipment based on RNA profiling

Pharmaceutical and Food Safety Bureau 1120 No.
5, issued on Nov. 20, 2012.

Navigation medicine

Diaplasis support equipment

Pharmaceutical and Food Safety Bureau 0118 No.

1, issued on Jan. 18, 2010

Joint surgery support equipment

Pharmaceutical and Food Safety Bureau 0118 No.
0.

1, issued on Jan. 18, 201

Computerized surgery support equipment for application to soft tissue

Pharmaceutical and Food Safety Bureau 0528 No.
1, issued on May 28, 2010.

Custom-made orthopedic implants, etc. made from 3D laminated

; o -

Pharmaceutical and Food Safety Bureau Council

0925 No. 1I jssued on Seg 25I 2015.

Regenerative medicine

Cell sheets for cell therapy for serious heart failure

Pharmaceutical and Food Safety Bureau 0118 No.

1, issued on Jan. 18, 2010

Cell sheets for corneal epithelium

Pharmaceutical and Food Safety Bureau 0118 No.
0.

1, issued on Jan. 18, 201

Cell sheets for endothelium of cornea

Pharmaceutical and Food Safety Bureau 0528 No.
1, issued on May 28, 2010

Articular cartilage regeneration

Pharmaceutical and Food Safety Bureau 1215 No.
1, issued on Dec. 15, 2010.

Cell sheets for periodontal tissue treatment

Pharmaceutical and Food Safety Bureau 1207 No.
1, issued on Dec. 7, 2011.

Self-iPS cell derived retinal pigment epithelial cells

Pharmaceutical and Food Safety Bureau 0529 No.
1, issued on May 29, 2013.

Same-type iPS cell derived retinal pigment epithelial cells

Pharmaceutical and Food Safety Bureau Council
0912 No. 2, issued on Sep. 12, 2014.

Nasal cartilage regeneration

Pharmaceutical and Food Safety Bureau Council
0925 No. 1, issued on Sep. 25, 2015.

Articular cartilage regeneration using human cartilage cells or somatic
stem processing

Pharmaceutical Safety and Environmental Health
Bureau 0630 No. 1, issued on Jun. 30, 2016.

Articular cartilage regeneration using human (same-type) iPS cell
REAGAGEIAG

Pharmaceutical Safety and Environmental Health

oor oy 0 3
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Evaluation criteria released until now (2/2)

Medical device review management office

Field Evaluation criteria classification 7 h
notification name

Neural function Neural function modification equipment '132;“‘ N e{{"i‘;ihzgdoﬁoggf'?‘gf“z’(ﬁ‘g?a“

modification equipment

& activity function Pharmaceutical and Food Safety Bureau

recovery equipment Activity function recovery equipment 0529 No. 1, issued on May 29, 2013.
Custom-made bone connecting material implants for Pharmaceutical and Food Safety Bureau
orthopedic use 1215 No. 1, issued on Dec. 15, 2010.
Custom-made artificial hip joints for orthopedic use I:gg;n'llageﬁniggLzrédoﬁoggc§?fe2t)61B1L.1reau

Custom-made artificial knee joints for orthopedic use w 236",'\?(;:_ e5u, t}‘;i[,%gdoﬁ°ﬁgvf°’a§8fyz‘8;‘ Ee_zau

In vitro materials

Pharmaceutical and Food Safety Bureau

Spine implants to maintain mobility and stability Council 0912 No. 2, issued on Sep. 12, 2014.
3D laminated structure technology using orthopedic Pharmaceutical and Food Safety Bureau
implants Council 0912 No. 2, issued on Sep. 12, 2014.

Computer diagnostic Pharmaceutical and Food Safety Bureau

support equipment Computer diagnostic support equipment 1207 No. 1, issued on Dec. 7, 2011.

Cardiac catheter Cardi h blati . Pharmaceutical and Food Safety Bureau

ablation ardiac catheter ablation equipment Council 0925 No. 1, issued on Sep. 25, 2015.
Pharmaceutical Safety and Environmental

Stents Bio-absorbable heart stents Health Bureau 0630 No. 1, issued on Jun. 30,

2016.

Release of next—generation medical devices evaluation criteria:
(Notifications addressed to each Prefecture’ s Director of Health and Safety after public comment and reporting to the
Pharmaceutical and Food Safety review committee) http://dmd.nihs.go jp/jisedai/tsuuchi/index.html




Concept of reviews: New Thinking

It is demanded to reconsider the balance between patient’s timely
access to MDs and considerable amount of time required to
conduct clinical trials in order for much more robust evidence.

As well as the balance of risk and benefit in reviews, examination
is also required regarding the balance of what should be required
in pre- and post-market stage.

= Guidance on the number of cases for clinical trials, Fast
Break Scheme for innovative medical devices.

S0 T

Risk
Benefit
o ® .
Speed of ) Solid
patient access evidence
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<Support for accelerated approval for innovative

Fast Break Scheme for Tnnovative MD

Innovative MDs created by medical venture enterprises
are expected to have extremely effective and safe profile,
however, these MDs tend to target extremely few patients.
In that case, the development might be stagnated
because of difficulties in collecting cases for clinical trial.

Considering such a situation and our mission to
introduce innovative MDs to the public the government
h@mdld r@@ﬁ@tmmtretdaseosnzrh@m@fwm@h cageelerate the: innovations /

surveife &ﬁ

of clinical cases, overseas
data and literature
® Post-market safety <\
monitoring system which EXCOR Pediatric (Ventricular
__enables accelerated J assist device for pediatric)
approval ---etc




Single-use Medical Device (SUD) Reprocessing

W Backed by the high interest in SUD reprocessing, currently carried out in
an orderly manner in such countries like the US and Germany etc.,
Japan is now studying its appropriate implementation, since it could give
great benefits of saving materials, reducing wastes and suppressing
medical costs.

B After organizing a Study Group in FY 2015, the following |nvest|gat|ons
have been conducted, in order to identify

the issues and to develop implementation guidelines. \
1) Actual requlatory situations (US, Germany, UK) —= ‘
2) Domestic needs for reprocessed SUD

B Relevant regulations will be streamlined in FY 2017 for the proper
implementation of SUD reprocessing, and studies are on-going to
establish criteria for the quality of reprocessed SUD, and for the
reprocessing quality control.

Cleaning, Parts  @Assembly, Inspection,
Replacement Labeling, Packaging

' -y
, | 7 } ®sterilization,

@Receiving

® Recovery from
Medical Institutions } =
Shipping
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Third party certification system
and
Certification standard in japan

Katsuhisa Ide
Division of Standards for Medical Devices

Office of standards and Guidelines Development

The 2" Japan-India Medical Products Regulation Symposium 2017



Today’s Agenda

1. Introduction
a. PMDA, Office of Standards and Guidelines Development

2. Utilization of Standards in review process in Japan

a. Framework for Certification Standards, Approval Standards and Review
Guideline

b. Certification Standards
c. Approval Standards and Review Guideline
Process of development for Certification Standards ,etc.

3. Our Website for Standards regarding Medical Devices
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Today’s Agenda

1. Introduction
a. PMDA, Office of Standards and Guidelines Development
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Who We are ?

Who we are:

PMDA (Pharmaceuticals and Medical
Devices Agency) is a Japanese regulatory
agency, working together with the
Ministry of Health, Labour and Welfare.

Our obligation is to protect public
health by assuring the safety, efficacy
and quality of pharmaceuticals and
medical devices.

Please refer to the following website for details
Date of establishment: April 2004 https://www.pmda.go.jp/english/index.html)

The 2nd Japan-India Medical Products Regulation Symposium 2017




PMDA Organization

T Office of Review Administration

— Office of Review Management

Office of Standards and Guidelines
Development*®

— Office of Medical Devices I-llI

Safety Reviews \

— Office of Vaccines and Blood Products
—— Office of Cellular and Tissue-based Products

— Office of Generic Drugs

. . —— Office of OTC/Quasi-drugs
Relief services
— Office of New Drug |-V

[ Office of Non-clinical and Clinical
Compliance

2¢ We focus on developing standards and guidelines

The 2™ Japan-India Medical Products Regulation Symposium 2017



PMDA Organization

Office of Standards and Guidelines Development

Division of Pharmacopoeia and Standards for Drugs

= Secretariat of Japanese Pharmacopoeia Expert committees

*Registration of Master Files for Drug Substances

Division of Standards for Medical Devices

-Secretariat of Committees for Certification and Approval Standards
*Cooperation to establishment of JIS, ISO and IEC standards

*Open these standards to the public in a timely manner.

The 2" Japan-India Medical Products Regulation Symposium 2017



Today’s Agenda

2. Utilization of Standards in review process in Japan

a.

Framework for Certification Standards, Approval Standards and Review
Guideline

Certification Standards

Approval Standards and Review Guideline

Process of development for Certification Standards ,etc.

The 2" Japan-India Medical Products Regulation Symposium 2017



Framework of Standards in Japanese regulation

PMD Act classification

GHTF Classification Category Regulatory requirements Japanese MD
Nomenclature

Class A Extremely low risk General MDs Self declaration 1,196
e.g., (Class 1) Approval of the product is
X-ray film not required, but marketing

notification is necessary.

Class B | Low risk Third party Certification 1,974
e.g., MRI, Controlled MDs | Certification by a registered (1,518 for 3
digestive (class 1) certification body is required. Party)
catheters - Certification Standard

Class C | Medium risk o, 778
dial Speciall Minister’s Approval
e.g., dialyzer : pe|(|:lad KAD (Review by PMDA) (43 for 31
ontrofle > | The Minister's approval for Party)
L (class Il & 1V) . :
Class D | High risk the product is required. 354
e.g., pacemaker * Approval Standard

*Review Guideline

As of March, 2017

The 2" Japan-India Medical Products Regulation Symposium 2017




Findes

How we control the quality of certification body
Reqistration

2. Ask for assessment
MHLW

Certification Body

4. Report assessment result

1. Apply for registration with
identification of scope of

medical device 3. Document review and On-site assessment;
(with no fee) conformity to the following requirements
\ - ISO/IEC 17065: 2012

- ISO/IEC 17021: 2011
Certification body

Supervision of reqgistered certification
body

- PMDA perform annual on-site surveillance.
- RegiStration hﬁ\%Zt@ Q%nrﬁg?a%(gﬁgl gryo%gal R"égmgértsswmposium 2017 9




Certification Standards

@ Certification Standards (Third party Certification)

The “Certification Standards” are specified by the MHLW.
Registered third-party certification bodies™ utilize these standards to confirm
the conformity of Class Il or Il medical devices to the technical requirements.

X Third-party certification bodies are requested to satisfy ISO/IEC 17021 and
ISO/IEC 17065

1) Regarding Class Il medical devices
= 935 Certification Standards have already been developed
which cover 1518 of 1974 Class Il products. (77%)

2) Regarding Class Ill medical devices <New Activities since 2014>

= The scope of third party certification was expanded to class Il
= 11 Certification Standards have already been developed which cover 43
Class Il JMDNs.

3 As of March.2017

The 2" Japan-India Medical Products Regulation Symposium 2017
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Third party certification process in Japan

A Certification issued by a registered certification body is
required for Class II/Ill MDs/IVDs that have technical standards
for certification before their marketing.

(1) Application

Applicant Certification Bodies

(Marketing

Aut:;:ﬁ;ion (2) Certification registered with MHLW

Manufacturer On-site inspection

and/or
document review

MHLW
(3) Certified product report (Monthly)

The 2™ Japan-India Medical Products Regulation Symposium 2017

(4) Follow-up inspection
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How we control the quality of submissions and
review of Third Party Certification

/o N\

Manufacturers Certification Bodies
Demonstrate and assess the Review and evaluate the
conformity of their device . ) conformity of the
to essential principles with Certification submitted device to
identified sta.n.clar<.:ls in the Sta nda I‘dS Certification Standards
relevant Certification "

I

I

The 2" Japan-India Medical Products Regulation Symposium 2017




Certification Standards (Class 1)

@ Structure of Certification Standards

1. MDN
Certification Standards are Notified by the MHLW .
Related applicable Japanese Medical Device Nomenclature (JMDN) are also listed.
2. Technical standard
Japanese Industrial Standard (JIS) is cited in principle.
Together with the EP check list including applicable standards to be used for conformity
assessment.
3. Scope of Purpose of use and effect
The purpose of use and effect for a medical device are determined based on its definition
given in the relevant technical standards.

@ Compliance with Essential Principles

All medical devices are required to satisfy the essential principle that align with those defined in
GHTF/SG1/N68:2012. A checklist of conformity to the Essential Principles is basically defined
and published notification.

@ Substantially Equivalent to Existing Product

Products subject to compliance with Certification Standards are limited to those which have
substantially equivalent to existing controlled medical devices

The 2" Japan-India Medical Products Regulation Symposium 2017
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Certification Standards (Class 1)

~ertification Standard-is-consisted
of

—dE
—HS-andpurpose-of-use-and-effect——

& Structure of Certification Standards

Nomenclature of Applicable Medical

Certification Standard

No. .
Devices (JMDN) JIS Purpose of use and effect
1 | 1. X-raysystem, diagnostic, T0601-1-3 To provide the imaging information of human
general-purpose, mobile, Z4751-2-54 body for medical care used with the

analogue

2. X-ray system, diagnostic,
general-purpose, portable,
analogue

scintillation effect, photo-effect or ionization
effect that X-ray went through a body has.

3. X-ray system, diagno

JIS required by technical requirement

general-purpose, por

digital JIST 0601-1-3 is based on IEC 60601-1-3:2008 (IDT)
4. X-ray system, diagno| JIS Z 4751-2-54 is based on IEC 60601-2-54:2009 (MOD)

general-purpose, statrorrary,
analogue

5. X-ray system, diagnostic,
general-purpose, stationary,

digital The 2" Japan-India

6. X-ray system, diagnostic,
general-purpose, mobile,
digital

Medical Products Reg

ulation Symposium 2017
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Certification Standards (Class 1)

@ Essential Principles Checklist

A checklist of conformity to the Essential Principles is basically published as notification.

Clause 6
All known and foreseeable risks,
and ......

conduct risk analysis.

Show the conformity

with recognized
Standard

to verify the effective

Essential Principles of Safety and . . Identity of Specific
Performance of Medical devices Applicable | Method of Conformity DoZumenpts
1.General requirements
(Design) Applicable |Show the conformity Ordinance on Standards for Manufacturing Control
Clause 1 with recognized standard |and Quality Control of Medical
Medical devices should be designed and included requirements Devices and In Vitro Diagnostic Reagents (MHLW
manufactured ««= -~ Ministerial Ordinance No. 169 in 2004)
Show risk management [JIS T 14971: Medical devices -- Application of risk
is management to medical devices |
conducted according
to recognized standard
(Risk management) Applicable |Show risk management |JIS T 14971: Medical devices -- Application of risk
Clause 2 is management to medical devices |
The solutions adopted by the conducted according
manufacturer «=x--- to recognized standard
(Effective for medical devices) Applicable |verify the effective to JIS T 14971:T Medical devices -- Application of risk

management to medical devices |

JIS Z 4751-2-54:2012: Particular requirements for
the basic safety and essential performance of X-
ray equipment for radiography and radioscopy
203.6.3.2.101, 203.6.4.3, 203.6.4.7., etc.

The 2" Japan-India Medical Products Regulation Symposium 2017
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Certification Standards (Class 1)

@ Essential Principles Checklist

A checklist of conformity to the Essential Principles is basically published as notification.

Essential Principles of Safety and . . Identity of Specific
Performance of Medical devices Applicable | Method of Conformity Documents
1.General requirements
(Design) Applicable |Show the conformity Ordinance on Standards for Manufacturing Control
Clause 1 with recognized standard |and Quality Control of Medical
Medical devices should be designed and included requirements | Devices and In Vitro Diagnostic Reagents (MHLW
manufactured ====*

Show risk management

Ministerial Ordinance No. 169 in 2004)

JIS T 14971:T Medical devices -- Application of risk
management to medical devices |

JIS T 14971: Medical devices -- Application of risk
management to medical devices|

MHLW Ministerial Ordinance No. 169 is based on ISO 13485 :

(Risk management) Applicable [Show risk manage

Clause 2 is

The solutions adopted by the ucted according
ldentlty of SpeClth ocuments

2003

JIS

DT)

fNedical devices -- Application of risk
o medical devices|

a;l_md_gz:l_‘ is_bhased on SO 14971:2007

ow the conformity
with recognized
Standard

to verify the effective

JISZ 4751-2-54:2012: Particular requirements for
the basic safety and essential performance of X-
ray equipment for radiography and radioscopy
203.6.3.2.101, 203.6.4.3, 203.6.4.7., etc.

The 2" Japan-India Medical Products Regulation Symposium 2017
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Certification Standards (Class 1)

@ Essential Principles Checklist

A checklist of conformity to the Essential Principles is basically published as notification.

Medical devices should be designed and
manufactured

included requirements

Show risk management

ic

Essential Principles of Safety and . . Identity of Specific
Performance F:)f Medical dtevices Applicable | Method of Conformity DoZumenpts
1.General requirements
(Design) Applicable |Show the conformity Ordinance on Standards for Manufacturing Control
Clause 1 with recognized standard

and Quality Control of Medical
Devices and In Vitro Diagnostic Reagents (MHLW
Ministerial Ordinance No. 169 in 2004)

JIS T 14971:T Medical devices -- Application of risk

Identity of Specific Documents

JIS 2 4751-2-54:2012 is based on IEC 60601-2-54:2009 (MOD)

manacamantto medical devices ]

fledical devices -- Application of risk

Clause Z 15
The solutions adopted by the
manufacturer ==x=--

management to medical devices|]

conducted according
to recognized standard

(Effective for medical devices)
Clause 6

All known and foreseeable risks,
and ......

Applicable

verify the effective to
conduct risk analysis.

Show the conformity
with recognized
Standard

to verify the effective

JIS T 14971:T Medical devices -- Application of risk
| management to medical devices ]

JIS Z 4751-2-54:2012: Particular requirements for
the basic safety and essential performance of X-
ray equipment for radiography and radioscopy

203.6.3.2.101, 203.6.4.3, 203.6.4.7,, etc.

The 2" Japan-India Medical Products Regulation Symposium 2017

17



Framework of Standards in Japanese requlation

PMD Act classification
GHTF Classification Category Regulatory requirements Japanese MD
Nomenclature

Class A Extremely low risk General MDs Self declaration 1,196
e.g., (Class 1) Approval of the product is
X-ray film not required, but marketing

notification is necessary.

Class B | Low risk Third party Certification 1,974
e.g., MRI, Controlled MDs | Certification by a registered (1,518 for 3
digestive (class 1) certification body is required. Party)
catheters - Certification Standard

Class C Mediu.m risk . Minister’s Approval 778
e.g., dialyzer Specially (Review by PMDA) (43 for 37

Controlled MDs | 1, \yinister's approval for Party)
- - (class 1l & 1V) . .

Class D | High risk the product is required. 354

e.g., pacemaker * Approval Standard
*Review Guideline

The 2nd Japan-India Medical Products Regulation Symposium 2017
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Framework of Standards in Japanese regulation

Regulatory Requirements
(Technical and Essential Principle ,etc)

Certification Approval Review Review
Standards | Standards Guideline A Guideline B
\_Y_; ‘ ( Y )
Third party Certification Minister’s Approval by reviewing PMDA

The 2™ Japan-India Medical Products Regulation Symposium 2017
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Process for Certification Standards, etc..

@ Secretariat

Industrial PMDA
Association Office of Standards MHLW

) \
WG in Industrial Association 2 \
oo . w) o O
# Certification Std.| | ||| _ i e = - g3 >
@ Approval Std. Ik & T < T8 5S | & E>g§ o
@ Review Guideline - [(5 2 2 = 2 & g8 =,
5 0 (@) ° & o = =
-+ = > 3 o o Q28 o)
o Q 0> 3 [= A
) (=} < o = Q
33 o oF =%
=. =1 o = o
f=4 s -~ g a =
8w 8 o
a =2
© /

Contact PMDA

Division of Standards | (D PMDA Office of standards contact and discuss with industrial , MHLW
for Medical Devices and internal PMDA regarding the contents for standards.

2 PMDA Office of standards hold a Deliberation Committee as secretariat.

Academia, consumer(medical doctor), industrial attends as a delegate.

The 2" Japan-India Medical Products Regulation Symposium 2017
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Today’s Agenda

4. Our Website for Standards regarding Medical Devices

The 2" Japan-India Medical Products Regulation Symposium 2017
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Our website for standards for Medical
Devices

We open these standards to the public by English.
Please visit our Website : hittp://www.std.pmda.zo.ip/stdDB/index e.html

a'l* Pharmaceuticals and Medical Devices Agency

StapdardsiforgVedicallDevices

Tapick

[35/12/24] 2 Japarens Madical Davice Momanclotures [JMDN) are satabizhad and 4 are rvized, TN
[2on5/11/28] 2 Japaneds Madical Duvics Nomanclatures (JMON) are sstabinbed and 9 sre revised
[ro18/11/24] 37 Certificstion Stardards are revised

[roa9710 /18] 2 Cartification Stundards are bublinhed and Cne i revised

[rans/11513] 2 Jaganese Madical Devics Hamanc latures LBON) are astabiinbad

The 2" Japan-India Medical Products Regulation Symposium 2017
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List of Certification Standards

'Hl'* Pharmaceuticals and Medical Devices Agency March 30,2016
StapdarndsitogMedicallPevices ) )
Ministerial Notification No. 112, Appendix Table, No.1- 8
T Essential Principles Checklist ( Glucose meter self-testing kit )
List of Certification Stardards
Horme
Essential Privcioles in Japan: Aopked /
e f—— | kol I ety of Specific Dosumerts
Trese English Version of Japanese Medical Device Nemenchiture (JMDN) are provided for the convenience of users Lt ke
Abcut Stendards unfamiliar with the Japarese langusse. When and if 2ry discreparcy arises between the Japanese crigirel and its English Ohictar1_ Guowrel Fatpharnts
tranclation, the former shall prevail Ariciel Acphed ML Miristarl Crdinance No. 169 datod Dacember 17, 20045 T 14471
Stardards List
Ariced Acoled 5T 14971
- Certiication Srd T , ) Aepted | WENLI it e Vi 188 e Doserer 1, 2000
_— W Ministerial Motification No. 112, Appendix Table, No.1- 1 [Jzparese] e TR TR doa T SR T
S, Nermencistire of Applicable Medical Devices (MDN) VDN ride A Aopled MHLN Mirctarial Grdnance No. 169 datod Decamber 17, 004415 T 14971
| - Appendi2 Pen hiector, insuln 70362000 Aot Acpted JST 197
| L Appendb3 Interded use and idication (HC Erglish trarslation) e b
T be used by setting a dedicated medication cartridee and a perrtype injector and injection needle to inject the insulin 5 i ooty
b Bpproval Std. At iRy
subcutreously.
L Revien Gudels . 2iemadiens messremen preciscn
Review Guilelne Frivary endpoints 3S5ystem aceuracy
Essential Principles [tatters recessary for comp with certification ] APachind coll vokmailiighoation
: 1 Mechanical performance PSR
Other Informe tion 2 Acciracy of Dose -
3 Nondefective Chogtar 2 hnm’ or design and manfaciurs
[Pl it e !
Deyices fgency 1 Appled JIS T 141108 € 1010-12014
W Ministerial Notif ication No. 112, Appendix Table, No.1- 2 [Japarese] 2 Mot acpled
Contact Us Nomenciature of Applicable Medical Deviees (JMDN) JMDN code 3 Acoled WS 11407145 81010 12014
Heparin-coated sirgle-uce heart-kng bypass system defoamer 3711223 g Acvlad s LT
Heparimcoated heart-king bypass filter WIAOAG 2 = Notoiel -
4 Aosled 14971
Interded use and hdication (HG Erelich trarsiation) vy
To remove bubbles and blood cossulation, etc. from the blood during heart-kng bypass surgery s Not agpied
Primary endpoints L) Painialty acoled | JIS T 1497125 C 1010-12014
ters necessary for complance with certification standards! 7 Wevied IS T 1487105 C 1010-12014
1 Blood cell damage Articied [
2 Filtration efficiency 1 Acpled JIS T 14871208 C 1010-2-101 2063
@ Flow rate 1 Not acoied
; Bubble elimiration performance 3 Apped JIS T 14871-PFSB Notsication No. 1002-8 dated October 2, 2014J15 C
Hepattizoating 1010-2-1012013
2 Mot scobed
B Ministerial Motification Mo. 112, Appendix Table, No.1- 3 3 Mot scaied
Momenclature of Applicable Medical Devioss (JMDN) JMDN code 4 Mot acpled
Infusicn pump, enteral feeding 13209000 S Ml
6 Mot
o acpied
I us:m purp, @emlTwuma 13215000 = =
Infusicn pump, syrinee 13217000 3 ey
Infusicn pump, analgesic, patisnt-cortrolied 5932000 ] Nt acoied
Interded use and indication (HG Erslish trarslation) 10 ot sppled
The devios should be 3 pump that controls ive (cant ) hfusion, oo tive ( infusion, or Articled ! Acpled ST HBTIS0 151672013
balus infusion in accordance with preset dosing speed or dosihg volume to inject drugs, solutions, etc. to a patient using 2 Acphed S T 1497150 151972013:85 G 1010-12014PFS8 Notfioation No.
pesiive pressure generated by a pump 1002- dated October 2 2014
Frivary endpaints
[Matters necessary for i ifica ti 1
1 Set flow rate
2 Boks amaunt
3 Protective function
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As a summary
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Summary

> Use International Standards for regulatory purposes

» Regarding low risk devices with Certification Standards, the
review is conducted by third party instead of PMDA.

» As for some of high risk devices, Approval Standards or
Review Guideline for review process are notified by MHLW.

» All medical devices has to conform the Essential Principle
(EP) and those EP using International Standards as well as JIS

»JIS is mostly based on ISO and IEC
—It can be said the translation version of ISO/IEC.



Summary

Utilization of international Standards in requlation may make

win-win-win situation for both Industries-regulators-patients.

* Reduce duplication

* Enhance Transparency

* Save preparing time/cost
* Reduce review time

* Ensure Safety and Efficacy

The 2™ Japan-India Medical Products Regulation Symposium 2017
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Examplel

Challenge! Revision of ISO for Asian environment

* Revision of 1SO22674:2006 Dentistry metallic materials
for fixed and removable restoration and appliances (JIS
76118, 6116, 6122, 6004 etc.)

~|SO/TC106(Dentistry) SC2 prosthodontic materials/2013 International meeting Korea~
Norway Germany Canada USA Thailand Japan China etc.

OTest methods Cf. Specified performance of EP CL /CS

2006: Linear thermal expansion (8.8) ‘btw 25 and 500°C for each specimen’

N%
Replace 25~500 with 50~500*

Reason: Since the starting temp. is often higher than 25 in Asian country in Summer.

There is no significant difference in the calculated coefficient of the evidence data.
—25~500 or 50~500

The 2™ Japan-India Medical Products Regulation Symposium 2017
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URL http://www.pmda.go.jp
http://wWW.std ' pritda g o:jip/fstdDB/index e.html

28



