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FDA

The Application of MedDRA in ADR
Reporting System in Taiwan

Meir-Chyun Tzou Ph.D.

Director, Division of Drugs and New
Biotechnology Products,

Food and Drug Administration,
Department of Health,

Chinese Taipei
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Intensive Regulatory Management
through Drug Development

Discovery / -[Preclinical - Clinical NDA/BLA 4 Post-

Development Tests Trials /ANDA Market
— GPP.
| Product
~ Quality
Defects
Reporting
systems
~ Drug”
GLP : Good Laboratory Practice T > lr.’jUW _
GCP : Gooed Clinical Practice E— Relief
GPP : Good Pharmacy Practice program.
ADR : Adverse Drug Reaction
2013/i/24 3

Post-marketing

Safety and Quality Surveillance
-Risk Management

_,| Drug Product Quality Defects
. -Reporting System .~

PSUR by Drug Companies

" Drug-induced liver injury
Nefwork (Taiwan DILIN)
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Framework of Drug Safety/Quality Surveillance

¥

( Taiwan Drug Relief Foundation )

——p direction of ADR reporting
e direction of information delivering

381848500 The 7" vaccine symposium 55

The Development of ADR Reporting
System in Taiwan

I. Planning Stage (1996 — 1998)

21 A two-year project was supported by Bureau of
Pharmaceutical Affairs, DOH, to collect information
of pharmaceutical surveillance system nationwide.

Il. Establishing and Promotion Stage (1998-

- 2001)

# DOH authorized the Clinical Pharmacy Association
(CPA) of Taiwan to setup a nationwide ADR
reporting system including four regional reporting

wzenters in 1998.



The Development of ADR Reporting
System in Taiwan

lll. Database Build-up Stage (2002 ~ now)

« A website (http://adr.doh.gov.tw) of the reporting
system (in Chinese version) has been established

« An electronic ADR database was built.

+ All the reports go to the national ADR reporting
center directly in 2005.

2013/1/24

Implementing MedDRA Code into ADR
Database

Safety Evaluation and Risk Management

— Signal detection is an importing method for
safety evaluation.

— MedDRA coding is a basic component for signal
detection

— MedDRA code and ATC code adopted since 2006
(all reports completely coded in 2007)

— A pilot study for Signal Detection was issued by
TFDA in 2006

2013/1/24



A Pilot Study for Signal Detection

* A two year projects started at year 2006

* Used the ADR reports from year 2003 to year
2005

» Suspected drugs were coded using the
anatomical therapeutic chemical (ATC)
classification. |

* ADR symptoms were coded with PT & SOC
terms of MedDRA.

2013/1/24

A Pilot Study for Signal Detection

* Data mining algorithms have been developed
to search large spontaneous reporting system
databases for disproportional statistical
dependencies between drugs and events.

* To see how the well-described data mining
methods™ using commonly recommended

thresholds can be applied to the ADR database

built in Taiwan.

*Data mining methods e.g., proportional reporting ratios
(PRRs ) and reporting odds ratios (RORs).

2013/1/24
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Domestic ADR cases
(hospitals, pharmacies, manufactures, -

pubflcs) é@

ADR Reporting Center in TDRF -
l N
Cases upload, coded and evaluation
4
ADR Electronic Database

T J
Death events Pa— - -
a Drugs with high Signal Detection

related to "
suspected drugs ADR reporting rate

. | |
}

Literature review,
Evaluation and Investigation

Discussion in Drug Safety Advisory
| Committee

1

Action Taken 1111

Signal Detection to Signal
Refinement/Confirmation Process

Preliminary signal detection

A

S
YES A;fg;’?{’a r"{i’} *23%}

JNO

Refined signals

..............
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’éﬁ:“é"’f%f

NO 7
NS END
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Signals
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Signal Confirmation to Action Taken

Signals
Clinical Experts Retrospective Study Proactive
Discussion Using NHI Database Clinical Study

Drug Safety AC

Action Taken, e.g.:
Labeling Change
Restrictive Use
REMS/RMP
Withdrawal
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Thank you for your attention
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