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Pharmaceuticals and Medical Devices Agency

| Regulatory Authorities in Japan

MHLW PMDA

® Final authorization of applications ® Scientific review for Drugs & MDs

® Publishing guidelines ® GCP, GMP, QMS inspection

® Advisory committee ® Consultation on clinical trials etc.

® Supervising PMDA activities etc. ® ?onl\ixllzation services on safety measures
or S
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Phan-nar.eu‘hcals and Medical Devices Agency

| PMDA's Medical Device Unit

Executive Director Director of Center for

(review) Product Evaluation Medical Device Unit

Office of Standards and
Compliance for Medical Devices

Associate Executive

Director (medical device Office of Medical Devices |
review)

Office of Medical Devices Il

Office of Software as a Medical
Devices (SaMD)

Office of In Vitro Diagnostics

Associate Executive Office of Manufacturing Quality
Director (quality control) and Vigilance for Medical Devices

Office of Manufacturing Quality
for Drugs

Executive Director . : N
T — Chief Safety Officer (Divisions related to drug safety)
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| Accumulation of information on Medical Devices (image)

1

Limitations due to number of
patients, patient background, etc.

Approval

t xx‘x%#‘x‘

Clinical Fields (Real World)

Increasing number of patients,
diversifying patient backgrounds

Clinical Trials

Pre-Market Post-Market — 5
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| Overview of Post-Market Safety Measures for MDs

1 Step 1 A Step 2 m Step 3

Implementation
of Safety
Measures

Collect Analysis /

Information Evaluation

® Reports from MAHs ® Hearings from ® Recalls and repairs

members of industry

® Reporting from ® Revisions to product

HCP/Medical Institutes ® Expert discussions package inserts
® Consideration of ® Dissemination of
notifications issuance information by

. MHLW/PMDA
® Opinion exchange
with MAHs ® Notification of safety
measures issued by
MHLW
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| Collection and Reporting of MD Safety Information

Utilize info to assure proper use
(PMD Act: Article 68-2-5, Para3)

+
ppEE

Share AE info
(PMD Act: Article 68-2-5, Para 2)

PR

Medical
Institute/HCP.

Reporting of AE
(PMD Act: Article 68-10, Para 2)

Distribution of Info to assure proper use || | ”

(PMD Act: Article 68-2-5, Para 1) MAH
(Marketing Authorization Holder)

Reporting of AE
(PMD Act: Article 68-10, Paral)
PMD Act: Pharmaceuticals and Medical Devices Act

M H LW AE: Adverse Event

HCP: Health Care Provider
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| What should be Reported?

* Adverse health effects or reasonable risk of adverse health effect if event were to recur
- Serious Adverse Events
1. Death
2. Disability or permanent damage
3. Life-threatening events
4. Hospitalization (initial or prolonged)
5. Congenital anomalies
6. Other clinically important medical events
- Non-serious Adverse Events

* Known/Unknown is evaluated based on description in the package insert:
- Listed Known Adverse Events

- Not listed Unknown Adverse Events
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| Adverse Event Reports

250,000 _—
CES L %512 O %513
200,000
150,000
116,860
104,685
100,000
54,922

50,000 35,334

17,210 21,131 24,474 27,632 27,364

487 498 2 | > | 2
, M 1 DR 34 292

Note 1: These figures do not include combination products.
Note 2: The Japanese fiscal year (FY) is from 1 April to 31 March on the following calendar year.
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| Schematic Procedures of PMDA Safety Measures

Medical institutions

Collection of safety Reparting of safety
informatian nformation

: Ministry of Health
Mﬂl‘kEtln! )
Authorization Holders 'ﬂ'ﬂ* Lahuuz ;:Ewb;relfare
ImmedTate\y
accessible

Database

Collection/confirmation of information
of information

regarding quality, Renarti
efficacy, and safety of LkIe ] -

? Input and maintenance

Receipt of information . )
regarding quality, efficacy, and Real-time reporting ol
safety of drugs and medical R

Keeping track of all the

drugs and medical y information
: devices
devices \ Informatian regarding /
. overseas requlatory actions

Analysis * and medical literature
Considering safety ' Hearing . N

e =3 Corporate hearing - .

Planning/development
of safety measures

Notification regarding q o
issue under consideration/ Data CU"ECIIOH;’HI’]HWSIS

opinion exchange i i
> " > Discussion «—>

A

with experts

i . Reporting B
Results of review/analysis . 4
Broad dissemination nsultation an dri an Pharmaceutical |
, af information Co sm:diocmodeeiéjgss & — ég:i‘tr:tﬁiﬂndgt?uundcil
v o i Broad dissemination el
Requesting revision of package insert, giving guidance of information )
Implementing safety ~__ for product improvement, reguesting recall, eic. Implementation of

measures

safety measures |

Medical institutions

Broad dissemination

W of infarmation




| Possible Post Market Safety Measures

R

Physical removal

® Recall 7 Repair/Modification

_ Patient Monitoring
mprovement of Product
_abeling Change

~leld Safety Notices
ncreased Surveillance
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| Number of recalls/repairs
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| Package inserts/Instructions for use

Package insert
“Tempu-Bunsho”)

Instructions for use
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*all except some product categories are under obligation 1
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| PMDA Alert for Proper Use of Medical Devices

[ PMDA Alert for Proper Use of Medical Devices July 2018
it {wrerwsprdta o Jpienglish

PMDA Alert for Proper Use of Medical Devices

- e » Aims to communicate to
e healthcare providers with clear

Bioprostheses for Transcatheter Aortic Valve

Implantation | N fo 'm atl on.

Serious adverse events associated with bioprosthetic

devices used for transcatheter aortic valve implantation

(TAVI) have been reported (see next page) when such

devices are used under the following conditions:

- Heavily calcified lesions in the native aortic annulus
predictive of complications such as aneurysm

-Narrow access vessels 1 1 1

-Mural thrombosis and atheromatous plaques e I n O rl I I a IO n I n C u eS a_ e
1. Precautions required under the conditions mentioned . - - .

above have been included in the package inserts of

individual devices. When the TAVI procedure is considered, re po r I n g req u e n CI eS O S I I I l I ar

the Warnings section or statements listed as Precautions in

such package inserts should be confirmed in order to

BRI Oy e et reports have not decreased

proper preimplantation diagnosis. When considering TAVI,
patient risk factors should be carefully assessed together . . .
with the staff involved in the procedure to reach a d eS Ite aI e rtS rOVI d ed I n
comprehensive decision on whether to perform TAVI with

sufficient preparatory measures and careful prosthesis
manipulation identified through the assessment, or to seek

alternative treatment options including surgery. p aC kag e I n Se rtS .

Please report any occurrences of medical device malfunctions or
serious patient problems promptly to the marketing authorization
holders (MAHSs) of the devices or PMDA. 12
1z
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| PMDA Medical Safety Information

No.63 Precautions for the Pre-operational Check
Prior to the Use of Ventilators ]
(March 2022)

toranon
e e ] No. 62 Mareh 2027 Framacetian ) e Cimscas Agancy Ma. 63 Mareh 292

No.62 'PCPS/ECMO Cannula Accidental Removal |
(March 2022)

| Safety Informati

| Safety Informa

\ Pinda No.63  March 2022

Precautions for the Pre-operational Check
Prior to the Use of Ventilators

D\ Pinda  No.62 March 2022

. PCPS/ECMO Cannula
5 Accidental Removal

N
“GEILAT Key points for sate use

[Case 1) THE CINNULI Was removed dise 1o o
e

\‘
T EMMGT Key points for safe use

(Case]

is disconnected.

Afer completion of the cannula insertion and initiation of assisted
:Ireul.mm the cannula may move dus to its weight. ste_ 2o decide
thy In ad such as helding

Yo ratl
eireuits other than closed bronchial suction catheters, See the
next page for details!

A {Thm are producis that can be

* the cannula wntil it is ueurn with sutures.

13
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| Further Information on PMDA

https://www.pmda.go.ip/files/000241469.pdf J

Contact Us | Pharmaceuticals and Medical Devices Agency (pmda.go.jp)

14


https://www.pmda.go.jp/files/000241469.pdf
https://www.pmda.go.jp/english/contact/0001.html

Pharmaceuticals and Medical Devices Agency

Thank you!
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