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Quality Syste
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Medical
Devices
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Management

e Beginning of registration: 1973
e GMP implementation: 1999
Reclassification: 2000

Premarket ¢\ No. of registered MD licenses:
46,942 (as of Sept. 2019)

(75% Imported; 25% Domestic)

Registration

e No. of registered MD manufac-
turers: 1,582 (as of 2018)
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e Pharmaceutical [ >
Affairs Act ACt

* Medical Care Act

® Reg. for Governing the Management of Medical Devices

* Reg. for Registration of Medical Devices

* Reg. of Medicament Manufacturer Inspection .

* Reg. for Medicament Contract Manufacture and Analysis — Regu Iat|0 1]
* Reg. for Safety Monitoring of Medicaments

* Reg. for Reporting Serious Adverse Reactions of Medicaments

* Reg. for Medicament Recall
® Guidance for Premarket Registration

¢ Good Clinical Practice (GCP)

* Guidelines for Registration of IVD => .
* Good Laboratory Practice (GLP) Gu lda nce

* Recognized International Standards
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Key Points of Policy Administration

Personnel

Industry Al
Assistance & Training Premarket
International o Recruit —— :
Cooperation « Educate ° ngggsrgv'ew
e Improve search of » Retain . De_velo? regulatory
potential case sources & practices for emerging
early-stage regulatory Promote MDs
assistance e Internationalize
e Participate actively in MDA re%ulatu_)n of MD
international : . categorization &
organizations & establis Leglslatlon classification

ilateral agreements

Postmarket

e Enhance auditing of
Class 1 licenses
e Strengthen postmarket
safety & quality

Clinical Trial

e Develop
“Guidelines for
Medical Device

Good Clinical Trial
Operations”
o Make medical

e Draft 22 supporting
subsidiary regulations

e Promulgate 16
announcements

Distribution
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Reasons for Promoting Medical Devices Act

Build a robust
regulatory system

Recommendations of
medical device industry

and experts
Management Develop a Device industry’s
characteristics of medical requlation diversified mode of
device risk classification g - operation is apparently
are entirely different from specifically different from that of
that of drug regulation for MD drug industry

P.S. The draft of MDA is currently being examined in Legislative Yuan. N -~ .
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Benefits of Leglslatmg Medical Devices Act (MDA)

® Aglobal regulatory trend is for any jurisdiction to have one independent law of
. medical devices.
[ {AE eI By @ MDA is formulated by using relevant articles on medical devices in

. Pharmaceutical Affairs Act as the basis, and by gathering legislative references
zation on medical device specific laws that have been established internationally, e. g
EU, ASEAN, China & Korea.

Regulatory mechanisms in MDA are established according to product lifecycle
and risk management principles for time-to-market acceleration and patient :
benefits.
MDA complies with government-initiated "5 plus 2 Biomedical Industry
ol ; Innovation Program" & emphasizes the developmental needs of academic,

: research and (repair) industry sectors for enhancing international

® One set of regulations for comprehensive management: Using MDA as a
single legislative source to establish overall planning of medical device

Specialization regulatory system & recognizing characteristics of the diversity in medical
Uy 'yl'y''y. | 4 devices and industry to develop related and supporting subsidiary
. regulations accordingly.
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Progress in UDI Advancement (1/2)

« The Pharmaceutical Affairs Act contains an article to request UDI labeling.

« At the moment, UDI is promoted through a contracted project.

1. Maintain a firm grasp of international regulations and
trends of UDI

2. Seek to understand the general situation and needs
for introducing UDI domestically

3. Pilot and promote UDI introduction in hospitals

. Announce domestic UDI practice

. Establish a domestic UDI Database (TUDID) informatio
management platform

3. Continue to follow up user end (hospitals) and provide
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Progress in UDI Advancement (2/2)

1. Continue to follow up on relevant international UDI practices
and current implementation status

2. Assist domestic manufacturers and importers in introducing

UDL.

Encourage license holders of high-risk medical devices to

upload device identifier information to the TUDID platform

Enhance functions of TUDID platform and provide user-

friendly interface

Publish operating manual and FAQs of TUDID platform for

reference by the industry

6. Hold related seminars, meetings, and training courses to
collect relevant comments from the industry and medical
institutions
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Medical Device UDI Practice

e “Medical Device UDI Practice” announced on
30 October 2015

e Detailed rules on:

definition of terms

labeling method

package labeling requirement

carrier types for labeling

date format for package labeling

usage of unique identification code and its
barcode

v data elements of UDI information platform
v targeted groups of labeling implementation
e Devices not applicable for compliance enumerated
e Content re-evaluated in 2019 to keep up with
global implementation status and domestic
development
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Mandatory UDI labeling requirement has not yet been
iIncorporated into regulation at the moment.

Manufacturers are being encouraged to print UDI labels and
upload device identifier information to the TUDID platform.

Continuous devotion of attention to global trends in UDI is being
given.

Planning is underway to modify the current UDI practice
according to IMDRF guideline of 2019.
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Fundamental Elements of a Harmonized UDI System

In accordance with IMDRF/UDI WG/NA48 FINAL:2019

Development of a standardized system of Unique Device
|dentifiers (UDIs)

Placement of UDIs in human readable and AIDC formats/forms
on package labels and in some cases, on the device itself

Submission of core UDI data elements to a UDID

Setting of appropriate transitional and implementation
arrangements to ensure a smooth UDI system implementation
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Recommendation from
IMDREF:

Develop a standardized
system of identifiers
Placement of UDIs in two
formats on labels

Build UDI data elements to a
UDI database

Set appropriate transitional
and implementation
arrangements

1.

Corresponding Solution:

7
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Define the standardized format in
the UDI practice

Need to amend regulations for
mandatory implementation

Need to establish a database for
information uploading

Need to pay attention to
international trends and provide
adequate assistance to the
industry
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e Labeling
Certain classes of medical devices must have mandatory labeling of UDI.

e Device Identifier (Dl) information uploading

Any license owner with the announced medical devices shall, before putting
them on the market for sale, upload their UDI and corresponding product
information to the system (Taiwan UDI Database or TUDID) designated by
the central competent authority.

e Application aspect

o Dlis regarded as part of the information for declaring data on source tracing
and flow tracking and will replace product license number, catalogue number,
etc.

o UDIl is to be incorporated into part of the recorded information of distribution
source in order to facilitate the voluntary development of electronic linkage
control tools for device distribution.
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Realization of UDI by Medical Devices Act (1/2)
* Mandatory labeling

« Medical device firms shall indicate the following
particulars on the labels, instructions, or packaging of
_ medical devices, as approved, registered and
WG EREES  gpproved, or listed in accordance with Paragraph 2 of
( Article 13 and Paragraph 1 of Article 25. However, this
of e e 4
shall not apply to those exempt from such indication, as
announced by the central competent authority:
...; 10. Other particulars that shall be indicated, as
announced by the central competent authority.

announced mandatory items to be placed on the label.
9\6 # &£ m M B
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Realization of UDI by Medical Devices Act (2/2)

* Information used to record the product flow

» For medical devices of certain risk class per public
announcement by the competent authority, medical device firms
and medical affairs institutions shall establish and maintain data
on direct supply sources and flow of products.

Article 19 « Product items per public announcement by the competent

( ) authority shall have data established and maintained in the
preceding paragraph declared to the competent authority.

* Regulations governing the scope, methods for
establishment and maintenance of data, contents and
methods of declaration set forth in the preceding two
paragraphs, as well as other matters to be complied with
shall be established by the central competent authority.

['his draft article authorizes competent authority to announce the device
scope, methods for establishment & maintenance, as well as other
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In phase with EU’s schedule for mandatory labeling of UDI:

Phase |

1 June 2021 for Class 3 medical devices (not including In Vitro
Diagnostics)

Phase |l

1 June 2023 for Class 3 IVDs and Class 2 medical devices

Depending on the implementation situation of the above
mentioned phases, there would be rolling adjustment in the
UDI labeling schedule for other medical devices.
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Taiwan UDI Database (TUDID)

{'c, ‘.‘_—; BE 5 25 44 BE — R B Regulatory Frequently Asked TUDID instructions

FDA ZEENEEREL announcement Questions Q&tA

Please select yvour login status

Apply for an

. . N B &£ @ R o8
http://udid.fda.qov.tw Q()%Aﬁnﬁgwé:%%
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Taiwan UDI| Database (TUDID) Fields

There are 16 elements in total with 65 data fields, out of which 23
are required data fields (marked with *).
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Vaginal Dilators are indicated for women who need vaginal dilation
for an examination, a surgical procedure, or for the relief of
vaginismus. Vaginal Dilators has four different size (small, medium,
large and extra large) in three family types; Family A, Family B and
Family € with variant sizes.
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Device Registration Information
(TFDA Registered License Number, Brand Name, Device
Class, Device Category)

Device License Information(Validity Period, Country
of Origin)

Device Identifier (DI) Information
(Issuing Agency, Primary DI Number, Catalogue Number,
Product Description)

Product Circulation Information
(Last Date of Circulation)

Package Level DI Information
Manufacturer Contact Information

Product Status
(Kit? Combination Product?)

U.S. FDA Regulatory Information

Global Medical Device Nomenclature (GMDN)

Product Characteristics (e.g., Single Use? Reuse?)

Production Identifier (Pl) Information on Labeling
(Lot Number Availability, Serial Number)

Warning Information
(Containing DEHP?)

Clinical Size(Size Type, Size Value, Unit of Measure)
Storage & Handling Information

Sterilization Method
(Packaged Sterile? Sterilization Prior to Use?)

NHI Reimbursement Information
— Y T WA Food and Drug Administration
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23 of 65 data fields are required:

1 License Number 13 Serial Number

2 License Number (Type) 14 Validity Period / Shelf-Life

s ts | Deson teaureciobeabeed s cotaing
4 DI for Base Package 16 Whether the device contains DEHP
5 Quantity per Package 17 Size Type

6 Catalogue Number 18 Size Value

7 Manufacturer Contact Number 19 Unit of Measure

8 Manufacturer Email 20 Other Size Type

9 Single-Use Medical Device 21 Packaged as Sterile

10 Restriction on Reuse 22 Requires Sterilization Prior to Use
11 Lot Number 23 Sterilization Method

12 Manufacturing Date
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UDI Data Compilation Tool

e For use before uploading data into TUDID
. Automated check for errors in data format |
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UDI Help Desk

e Web-based query system for comments and feedback
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e Consultation phone line also available
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Future Planning
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on Product Tracing &

Q

Medical Device License Holder,
Registrant, or Authorized Importer

Ind Trackin

Medical Device

UDI-DI
information
of
announced
items shall
be uploaded
to TUDID

Source info Flow info
Product | Receiver
Information, Information
Production
Information,
Quantity Product
Information,
Production
— Information,
Other Quantity
designated
items
Other
— designated
items

Dealer
| | 1
Source info Flow info
Supplier Receiver
Information Information
Product
Information, I fP rodutg:t
Production etk el
Information Product!on
L i Information,
y Quantity
Other
designated Other
items designated
items
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Medical

Institution

Source info

Announced
items

Supplier

Information

Product
Information,
Production

Information,
Quantity

Other
designated
items
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TFDA UDI Resources

2o Current Location: Home = Business Area = Medical Equipment = Uniform Identification
System (UDI) for Medical EqQuipment

I Business

area classification: |All v |
Regional search: & Bl [ search ]
food
Seri
drug Release dat
al nu -
medical mber
B equipment ; | "The medical equipment single identification system informatio | . oo
e, cosmetic n platform TUDID" use teaching and Open house
Ly o 2019 Medical Device Source Flow Management and Single lde
District 2 ntification System Regulations (Morth Central South District) [U | 2019-08-12
management pdate]
center
Medical equipment single identification system information man
Controlled 3 agement platform (TUDID) status description and follow-up pla | 2019-02-07
drugs nning
Registration results of the "2011 Medical Material Single ldentif
Laboratory 4 g 9 2019-04-12

certification ication System Demonstration Project

108 vears of "sinale identification of medical eguipment uploadi
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Application by Hospitals
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Application by Hospitals

The Adoption of GS1 UDI Standards - A
Chief Cardiovascular Surgery Perspective

Experience of clinical UDI applications

with smart medical management system
relying on GS1 standards

GS1 Healthcare Webinar

3 Armed |




UDI brings benefits:

Efficiency for hospital management to shorten recording

time

Accuracy for healthcare practices
Easy and simplified accounting
Income profits for hospital execution
Energy saving and carbon reduction

UDI brings challenges:
No UDI label or wrong UDI label
DI code may change
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UDI is a key foundational building block. Longer
transition periods ought to be given.

It can be anticipated that UDI may be applied to the
tracking and tracing of medical devices.

For better patient safety, cooperation among dealers,
competent authorities and medical institutions is
necessary to interlink the whole tracking chain for

medical devices.
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Food and Drug Administration Ministry of Health and Welfare

Thank you for your attention!
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