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Medical Devices Act Implementation

The Medical Devices Act (MDA) takes effect from May 1st, 2021
(authorizes the announcement of 22 regulations and 16 legal orders).

Speed up the procedures for new Encourage R&D to develop medical
medical devices to be made devices brands from Taiwan
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for low-risk medical devices
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Basis of Medical Device Regulation

* Reg.
* Reg.

e Medical Devices Act [ > Law

Governing the Classification of Medical Devices
on Good Clinical Practice for Medical Devices

* Medical Device Quality Management System Regulations

* Reg.
* Reg.
* Reg.
* Reg.
* Reg.
* Reg.
* Reg.
* Reg.

for Management of Medical Devices Technicians H
Governing Contract Manufacturing of Medical Devices :> Reg u Iat I o n
of Medical Device Tracking Management

for Management of Medical Device Safety Surveillance

for Reporting Serious Adverse Events of Medical Devices

of Medical Device Good Distribution Practice

Governing Issuance of Medical Device License, Listing and Annual Declaration

for Special Approval of Manufacturing or Importing Specific Medical Devices

Preclinical Testing Guidances for Medical Devices
Guidelines for Registration of In Vitro Diagnostic Medical Device
Principles for Compiling Chinese Instructions of Medical Devices

Recognized International Standards |:> G u i d ance

- Essential Principles of Safety and Performance of Medical Devices
and Summary Technical Documentation

» Medical Device Cybersecurity Guidance Applicable to
Manufacturers
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Medical Device Life Cycle Management

Product o .
Design/ Preclinical Clinical Produc- Postmarket
Prototype PP n . .
Development Validation Study o tion Surveillance
|
u
Regu_lato_ry Regist_ration Clinical 'I_‘rial Premarket = Postmarket
Determination of Testing / Inspection Control = Control
Classification Laboratory (GCP) ontro -
Practices | [ ical Stud -
u 0 .
(GLP) Protocol Y'|| Registration -
Review || (Approval/ | =
(TFDA/IRB) Listing) .
|
visory Committee
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-

Manufacturer’s Quality Management System (QMS)

Regular/Special Case Consultation Assistance

IRB :

GLP : Good Laboratory Practice
GCP : Good Clinical Practice
Institutional Review Board
QMS : Quality Management System
ADR : Adverse Device Reaction
GDP : Good Distribution Practice
UDI : Unique Device Identification
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ADR & Product Defect Reporting

Safety Surveillance &
Alert Collection

Good Distribution Practice (GDP)

UDI and Tracking
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Medical Device Categories

. Clinical Chemistry and Clinical Toxicology Devices
Hematology, Pathology, and Genetics Devices IVD
Immunology and Microbiology Devices
Anesthesiology Devices
Cardiovascular Devices
Dental Devices
. Ear, Nose, and Throat Devices 16 c:ategories
Gastroenterology and Urology Devices
General, Plastic Surgery, and Dermatology Devices
General Hospital and Personal Use Devices non-IVD
Neurological Devices
Obstetrical and Gynecological Devices
. Ophthalmic Devices
Orthopedic Devices
Physical Medicine Devices
Radiology Devices
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Risk Based Classification

Low risk Hi

QMS/QSD" QMS/QSD” QMS/QSD”
Class 1 3 Classes
» Paper Submission
 Admin doc  Admin doc * Admin doc
* Basic product info < Basic product info * Basic product info
(if necessary) * Technical doc™  Technical doc
* Technical doc e Clinical evidence info™* e« Clinical evidence info™*

(for some devices)

» Online Listing

(for certain devices)

*QSD: Quality System Documentation

“Exemption or replacement may apply for devices with predicates () ® £ @8 A %
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Diverse Review Mechanisms for
Accelerating Time to Market

« According to Article 13 of the Medical Devices Act, any business with the
intent to become a medical device firm shall file an application with the
municipal or county/city competent authority for approval and
registration, and shall start the operation only after having obtained the
business permit.

Class 1 Class 2 & 3

(Registration/Listing) (Registration)

Standard Review

Online Listing &
Annual Declaration

Simplified Review

Paper Submission

Flexible Validity

Online Submission Period Review

Priority Review

*An affidavit or a product comparison and conformity statement may replace technical information.

**License validity period may be shorter than 5 years. Q\/ & £ i@ K -
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Medical Device Registration and Market Approval

« According to Article 25 of the Medical Devices Act, for the manufacture
and import of medical devices, an application shall be filed with the
central competent authority for registration and market approval. No

manufacture or import shall be allowed until such approval is granted and
a medical device license is issued.

Application

Application of
of Mfr's

Registration &
Market Approval

R H
TFDA &
Review of Review of Medical Device
QMS/QSD

Registration & | e Advisory
Market Approval Committee

QMS/QSD
|

Authorized Medical

Device QMS Auditing ¢
Organizations
(ITRI, MIRDC, ETC, PIDC)

License Issuance
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Class 2 & 3 Medical Device Priority Review

Applicable Scope

(if any of the following circumstances applies)

» For use in the prevention, diagnosis, or treatment of life-threatening
diseases or diseases causing severe disability, with no appropriate
medication, medical device, or suitable alternative treatment available
yet domestically.

> For use in the prevention, diagnosis, or treatment of rare diseases as
specified in Paragraph 1 of Article 3 of the Rare Disease and Orphan
Drug Act.

» Having received priority assistance in accordance with government
policies, been subsidized for research and development from the
central competent authority or other authority, and conducting or will be
conducting clinical trial domestically to verify product safety and efficacy,
or meeting the domestic public health or urgent medical needs.

> It is recommended to send an inquiry letter to TFDA and %

ask about the applicability. If an approval letter is received,
please submit it with the application of registration and
market approval to expedite review process. R R
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Medical Device Post-Market Risk Management

1

Analysis &
Reevaluation

1

\ 2

Medical Device ADR
Reporting System

b

>| Passive Periodic Safety Update

Monitoring

Safety Report (PSUR)

A vE | Medical Device Safety
" Alert Monitoring
JE _| Medical Device Defective
- Product Reporting

Quality .| Medical Device Quality

Alert Monitoring

Quality Surveillance Plan
for Marketed Products

\ 4

Active

Manufacturer Audit &
Joint Audit

—>
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Risk Control Labeling Change, Restriction of Use, Extension of
ISKLontro i Surveillance Period, Recall, Market Withdrawal ...
_| Educational Training &

Risk i Promotion
Communication Information =

Dissemination




Taiwan UDI Regulation

Requirements harmonized with IMDRF UDI guidances:
IMDRF/UDI WG/N7FINAL:2013 and IMDRF/UDI WG/N48FINAL:2019

----------------------------------------------------------------------------

- According to Subparagraph 10 of Paragraph 1,
Mandatory Article 33 of Medical Devices Act, UDI has been
Labeling one of the announced mandatory items to be

- placed on the label.

----------------------------------------------------------------------------

. - Effective dates of the Taiwan UDI labeling -
SRR requirements: J §

Transition 1. Class Ill implantable devices: June 1, 2021
Period © 2.Class lll devices: June 1, 2022
- 3.Class Il devices: June 1, 2023

Responsibilities (MD/IVD license holder):

1. UDl issuing agency: GS1, HIBCC, ICCBBA
2. UDI labeling: A UDI labeling on the device

or the label of the device immediate container
3. UDI database: Taiwan UDID (TUDID)

Taiwan Food and Drug Administration
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Taiwan UDI Database (TUDID)

e Published Dl records (as of Sept. 30, 2022):

- By device class - By license
Class | MD Class Il MD 70000
(98) (27,511) 60000

0.1% 35.1% .

‘ 40000

/ 30000
v 20000
Class Ill MD 10000 -
(50,770) 0

64.8%

Domestic licenses: 18,338
Import licenses: 60,041

h did.fd T
e http://udid.fda.gov.tw ) ik ST ERE
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Tracking Management System

In accordance with Article 19 of the Medical Devices Act, starting from May 1, 2021,
for devices with certain risk class as announced by TFDA:

> Data on direct supply sources and flow of products shall be established and
maintained by medical device firms and medical institutions:
v 202 Class Il and lll implantable devices have been announced
v' Data shall be kept on file for inspection

» If their devices are the following, data shall be reported electronically to TFDA's
system once every quarter:
v Implantable pacemaker pulse generator
v" Silicone gel-filled breast prosthesis
v" Surgical mesh for transvaginal pelvic organ prolapse repair

Ensure Ensure prompt market Establish regulatory
devices removal of devices with authority's mandate
can be potential risk or defect to control the flow
tracked and/or notification of and prompt recall
serious alert to patients of high risk devices
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Key Points of Future Policy Administration
and Regulatory Perspectives

Develop forward-
looking & flexible
regulatory practices,
accelerate product
development for
newly emerging
devices

Increase inter-\
national exchange\
& cooperation of
regulations, strengthen)
all-round consultatio

& assistance to .
industry Ensure medical

device safety,

quality, and Improve

Perfect . review quality
Lriciareiaa effectiveness & efficiency,

surveillance & enhance
flow management Introduce professional
of_hlgh rls_k digitalized review review capacity
medical devices management of reviewers

system, optimize
clinical trial
environment
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Taiwan Food and Drug Administration Ministry of Health and Welfare

Thank you
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