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Tablel. PMS (Post-Marketing Surveillance)

* New Drug Reexamination System

* Drug Reevaluation System

* Quality Reevaluation System

* Reporting System for Adverse Reactions
* PSUR (Periodic Safety Update Reéports)

*BUER T A B X M BRI 7 3-11
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Table 2. GPMSP (Good PMS Practice)

+ Surveys on the results of drug use mean serveys to obtain
information on the incidence of adverse reactions according to
disease type, etc., for drugs in which no conditions for use are
specified by health care: information on quality, efficacy and
safety: information on usage.

+ Special surveys mean surveys to abtain or confirm information
on quality, efficacy and safety, or proper usage in patients with
conditions that influence the use of the drug, such as pediatric
or geriatric patients, pregnant women, patients with renal or
hepatic disorders, or patients using the drug for long periods.

* Post-marketing clinical trials mean clinical trials performed in
compliance with the approved dosage, administration, and
indications for the drug as specified by law to prove the
assumptions made from the relults of clinical trials, drug use
result surveys, or special surveys or other studies on proper
usage: to collect information on proper usage that can not be
obtained by regular health care practice.
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Table 3. Collection of adverse reaction data

* Reports from drug manufacturers
* Reporting system for safety information on drugs, etc.
+ WHO international drug monitoring program

Table 4. Reports from drug manufacturers

Manufacturers or importers, etc., are required to report the
following cases when noted: Drugs

* Death, disablement or symptoms that might result in death or
disablement, in-hospital treatment or extension of in-hospital
period, or otherwise serious adverse reactions, infectious
diseases or congenital abnormalities

* Unknown adverse reactions or infectious diseases that are not
mild

+ Study reports on serious adverse reactions or infectious
diseases

+ An action, such as discontinued manufacture or sale, or the
with—drawal of a product in a foreign country involving any
drug that contains the same ingredients used in a domestic
drug
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Measures for ensuring drug safety and post-marketing surveillance

Takashi Noguchi
Director, Sumitomo Pharmaceuticals, 2-2-8 Doshomachi, Chuo-ku, Osaka 541-8510, Japan

In considering the status of post-marketing surveillance (PMS) in Japan, itis important to disseminate
the collection, assessment, and transmission of drug and safety information to gain an understanding of
proper-use information on drugs and the mechanism of transmitting such information for seeking
cooperation in drug safety measures. It is especially important to ensure that physicians, pharmacists,
nurses and other health care professionals are well-informed about adverse events. It is also essential for
patients to have an appropriate understanding of adverse events. It is thus hoped that explaining PMS will
help pharmaceutical companies and those engaged in medical care take rational measures against adverse
events. Internationally shared information on appropriate drug use is necessary for taking full mutual
advantage of drug information to benefit patients worldwide, especially for promoting drug safety given the
globe’s growing borderlessness. An agreement must thus be reached on globally applicable information
exchange and standardization of electronic transmission abreast of the times. Accordingly, such are also
discussed. To detect and announce new adverse events is crucial for the physician or patient to have valid
suspicion about the use of drugs and changes in symptoms caused by drugs.



