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OMCL ANNUAL MEETING PROGRAMME
6-10 September 2021
WEBINAR SESSIONS
Date Sessions
Monday Veterinary OCABR/OBPR Pharmaceuticals
6/9/2021
REGISTER HERE REGISTER HERE
Tuesday General Biologicals Falsified Medicines WG *
7i9/2021
Maoming REGISTER. HERE REGISTER. HERE
Gene Therapy Products
Aftermoon Summary glance of potential testing needs for OMCLs
15:00 - 16:00
REGISTER HERE
Wednesday General Session
8/9/2021 5:00 — 18:00
REGISTER HERE
Thursday OCAER Vaccine **
9/9/2021 S:00 -17:30
REGISTER HERE
Friday (OCABR Elood ** Common Human QCABR **
10/9/2021 S:00 - 13:00 14:30 - 18:00
REGISTER HERE REGISTER. HERE
* Closed session - Regular Working Group members

% Closad session - Restricted to members of the EL/EEA and officially recognised partners

Registration:
Please register for each of the sessions you wish to attend by dlicking on the above links.

Useful technical information:

We strongly advise to test your connection and to work with your IT Department to ensure your computer
can recsive the webinar. Please use the following links to test a session:

hitps:/fsupport.logmeininc. com/gotowebinar/ system-chedk-attendese

In addition, please check with your IT Department that emails from @gotowebinar or @logmein are not
removed by an anti-spam filtar.

EDOM FAQs on Webinars: https://fag.edgm.eu/display/FAQS Webinars




Taiwan Food and Drug Administration Ministry of Health and Welfare

Taiwan Food and Drug Administration
Division of Research and Analysis -
Section of Biologics

OMCL Annual Meeting 2021

Jia-Chuan Hsu (Charles Hsu), Ph.D.

Section Chief, Division of Research and Analysis,
Taiwan Food and Drug Administration (TFDA)
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Taiwan Food and Drug Administration

http://www.fda.gov.tw/

Outline

v" Introduction of Laboratory in TFDA
* Organization of TFDA
* Division of Research and Analysis
* Section of Biologics

v Official Batch Release in Taiwan
¢ Introduction of Official Batch Release
* Case sharing & risk-based approach
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Taiwan Food And Drug Administration

B Organization of TFDA

Deputy Director-
General
Chief Secretary

[ T I T
Administrative

Regional

1
Collaborative

Office Administration Gpetatichalipivsicn fasicbocs Institute
- = " Factory for | {Center for Drug|
Northern Center P78 SReSe8(Ch 1 Controlied | | Evaluation |
Drugs ! (CDE)
Central Center Food Safety Decision | | Taiwan Drug
Support | Relief
___Center _} Foundation
Accounting Southern Center Medicinal Products (TDRF)
. Medical Devices &
Service Ethics Cosmetics
Information
Management Controlled Drugs
Research & Analysis TFDA’s labs

Quality Compliance
and Management

3 W E B H B
BERENEREE

" WFDA Twan Fod nd brug Aciniseson
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Division Of Research And Analysis

Section of Food Chemistry

Section of Food Biology

Researcher

K

Section of Pharmaceuticals
& Controlled Drugs
(Chemical Lab)

(Application to join the GEON)

Deputy Mission

Director

Senior
Technical
Specialist

Section of Medical Devices
& Cosmetics

) *

Vision

Hl “Section of Biologics
(Biological Lab)
(Associated member of GEON)

Section of Adulterant &
lllegal Drugs

\

Guarding the safety of food
and medication
Leading technology new era

@ Creating the relieved

consumption environment

Trustful world-class national
laboratory
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Section of Biologics

Main fields of activities M
gl

‘General European OMCL Network.

@ Biologics Macikines
@ Class lll In vitro -
diagnostics (IVD)  (UikaiedEal iy Official batch Blo?d products 3
e testing release testing Toxins and Toxoid
; Antitoxins
® ::tt:l:ﬁs Related to the National standard
® Mission-oriented :l'ep:aﬁon and
Evaluation & Research upp
® Post-market —
surveillance f "“ SNQ/
® Method related S@F7 satety and Quality
activities

TFDA had signed the MoU with EU OCABR network on November 20, 2019.
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Official Batch Release Testing

H LAW

v'Article 74 of Pharmaceutical Affairs Act
v'Regulations of Batch Release Procedures for Biologics

W Target
v'Biologics (imported and manufactured)

B Mission Biologics

Vaccines Blood products

v'Review of summary protocol
v'Sampling and testing

Toxins
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Official Batch Release Testing

B Procedure

Sampling Testing & Dossier review

Con!onn
Conform % Certificate
—_— Testing —_—

Check product name, batch,

* Container opening: + Product effectiveness A LT
stotal container+1 and safety testing. Smpaaline.

- Random sampling + Followed by the Talw:n Issuance of the sticker.

+ Seal up for keeping Pharmacopoeia.

+ Seal the package of product )
by a small sticker. ks
= M

+ Cold chain

+ Product name

+  Product Batch

- Product expiry date

+ Amount of
products

Not — TR
Not Conformed Sealing

d -3 2N
|_“ Not I
Not Conformed [kl
TFDA's Lab o

D) W E @ F B
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Official Batch Release Testing
B Analytical Testing

v'The final product control test, which are listed in Taiwan
Pharmacopeia (TWP) or Marketing Authorization dossier
is performed in our procedure.

PR ——
P I e

/an;z:)‘s e e S -
/:n;xu&s [y

Epsis

TRatans

|

v'The testing items are approximately divided into physicochemical,
safety and effectiveness tests.
(LI EIEIM pH, moisture, formaldehyde residual content,
Testing protein content, aluminum content, phosphorus
content and etc.

CEVCACH -8 Sterility test, pyrogen/endotoxin test, abnormal
toxicity test, safety test and etc.

Effect 3 Identification test, active ingredient content,
Testing potency assay

In view of risk-based rolling thinking and considerations of marketing supply and

demands, the tests for individual products would be selected to be performed.
(N ® £ B 8 B
lppEREDERE

Terwan Food and Dnug Adinisiabon 8
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Batch Release Information

M Release information statistics
v" Amounts of vaccines and blood products released in 2020.

Vaccines Plasma derived products
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Among all of released biologics, influenza vaccine accounted for the
highest proportion.
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Tarwan Food znd Drug Adminisiation
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Information Announcement

B Public Announcement

v The information about batch releases of biologics is announced on
the TFDA official website (http:/www.fda.gov.tw) every month.

v’ Press releases, if needed, are published when major medicinal product
issues arise.

Home | Sitemap | Contact us | Biingual Glossary 1 3%

> Taiwan Food and Drug Administration
CHPDA sxansraEn=aE

Lot Release for Biologics

Fas-Charging Stan r Lot

ing
Release, Reference Material Regional search : Keyword

als,
and Testing of Foods, Drugs and

S

Analytical Methods & Research
Statistics

No. Title Date
1 LotRelease during Jun 2021 by Food and Drug Administration, Ministry of Health and 2021-07-02
Welfare
2 LotReleasa during May 2021 by Food and Drug Administ Ministry of Health and 2021-06.04
Welfara
3 LotRelease during Apr 2021 by Food and Drug Administration, Ministry of Health and 2021-05-05.
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Summary-1

e The batch release system in Taiwan has been performed
by following the article 74 of Pharmaceutical Affairs Act.

e TFDA have conducted batch release testing based on
the risk-based approach, and we accumulate
considerable experiences and related resources.

-:ff.\;j W E BB
C ERENEEE
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Summary-2

e It is our pleasure to become the Human OCABR official
observer, and we will continually cooperate with EU
OCABR network to ensure the quality of international
medicinal products.

e TFDA still strives to expand other pharmaceutical field of
laboratory attestation (ex. the Section of Pharmaceuticals
and Controlled Drugs is now applying the participation of
GEON).
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Taiwan Food and Drug Administration Ministry of Health and Welfare
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Taiwan Food and Drug Administration

http://www.fda.gov.tw/
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