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Number: CCMP100-CT-002

Adverse Drug Reaction Reporting
System for Herbal Medicine

Rong-Chi Yang, Hen-Hong Chang
Chang Gung Memorial Hospital

ABSTRACT

The aim of this project is to construct the ADR admg system, the Adverse
Reactions Reporting System, and the Defective MeeliReporting System for TCM
and herbal medicine.

ADR reporting system collects the cases via therimt, covering the focal
hospitals throughout Taiwan. The main task includesepting the reports from the
medical personnel, th@harmaceutical factorie@nd the patients, establishing the
reviewing process, then following up and evaluatimgg ADR cases. Aiming at severe
adverse events, a professional committee was @agarto continuously notify the
medical teams, to help the local institutes trdieirt personnel, and to hold the
pharmacovigilance-related conferences.

The reporting system also actively collects theeasl reactions and the medical
product defects, both domestic and internationaént publishing these cases by
frequently updating the web pages. Additionallynsastories about herbal medicines
are made up by incorporating those important angqking cases in order to educate
lay people how to use herbal medicine accuratetysarfely.

Keywords: Pharmacovigilance, adverse drug reachierhal medicine
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@ What do we provide?
® Goals
@ Flow chart for TCM ADR reporting

@ Data Storage

© How to report

) Which products are o be reported?

© Flow chart for processing reported events

ﬁ,}/ﬁ(:" ‘0

@Home @Chinese

Mission statement

The populatity and use of traditional Chinese herbal medicine has increased worldwide, and numerous side effects have
been encountered and reported. These reports have aroused public concem about herbal safety. Indeed, regardless of
whether one is discussing traditional Chinese herbs or biomedical drugs, the frequency of side effects is significant. Thus,
coordinated preventive measures are required to optimize benefits and reduce risks. Chinese herbal preparations are
complex in terms of their active constituents, pharmacokinetics, preparations and formula variations. Therefare, thorough and
objective evaluation of issues such as toxicity and side effects is crucial for clinical use as well as for the development of
new medicinal products.

Entrusted by the Department of Health's Committee on Traditional Chinese Medicine and Pharmacy, Chang Gung Memorial
Hospital set up the Adverse Drug Reaction Reporting Center in 2001. Consisting of five division reporting centers along with
six reporting hospitals, this center aims to prevent possible adverse events by gathering, analyzing and distributing data
conceming herbal medicine incidents nationwide.

Major tasks of the Reporting Center include: setting up expert groups, formulating standard evaluating procedures, receiving
reports from medical staff and the public, and establishing long term follow-up for individual cases. Our Reporting Center has
also built a database for adverse reactions and reqularly posts new information on our website. The Reporting Center co-
hosts conferences with other reporting centers and continues to advocate and encourage further reporting

Flow chart for TCM ADR reporting

Division Reporting Offices for TCM Adverse Reactions

- Committeeon Chinese
Medicine and Pharmacy, h
Departmentof Health,
Executive Yuan

/

(East, West, North and South regions)

Manufacturers

Health bureaus of

local city or county Consumers

governments
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Flow chart for processing reported events

= I, TCM ADR svanls
| (events reported from medical centers, hospiials,
| clinics and consumers) |
J | iFd
b
Case Referred to
division report | Submitting and Accapting
affices for further .f "L
S
Filing

| {mmn‘mmwmmnmm |

| Determining Sevarity (with specialized evaluation form) |

W Y

miajor minor
i ¥
N Manthly copying of
| 1. printing and copying of original files | orginal files for backup |
| within 72 hours al
2 for fatalities, flles are submitted by fax ) .. 4
| within 24 hours. Collecting and organizing
ﬂ | repored cases in dalabase
Y ¥
: Emergenl conference convened by Conferances reviewing
TCM ADR reperting center | reported cases held reguiarly |

|
‘§|—> Submitting data lo Committee on | 1
—_— Chinase Madicine and Pharmacy | ™
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