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Policy Directions for Improving the Drug
Safety Assurance System

Eui-Kyoung Lee

The pharmaceutical administration at
present faces changing situations as it
is involved with a number of problems
such as intensifying international
relations, an increasing aged population,
expansion of medical insurance program,
and technical innovation. With these
changes, people have expected and
demanded the higher quality, efficacy,
and safety of drugs.

In this regards the purpose of this
paper is to develop policy measures to
improve the safety assurance system of
drugs, by evaluating the present status
and problems of our system and by
comparing the system with those of the
U.S. and Japan.

The study has found that ‘drug
safety assurance system in Korea is far
behind the international level. In order

to meet people’s demand, the policy

priority is to be placed in strengthening

the expertise and specialty in safety
assurance of drugs .

Experts must be recruited for drug
quality control and approval, and a drug
information management system is to

be established.

Regulations to prove the safety and
effectiveness of drugs are to be
strengthened, and government inspection
needs to be tightened.

In addition, the evaluations of new
drug applications should be conducted
systematically by three distinct review
teams: the medical/clinical group, the
pharmacology/toxicology group and the
chemistry group.

As for managerial efficiency, routine
work and regulatory matters related to
on-site manufacturing activities need to
be delegated to local branches. The
Ministry of Health and Welfare will be

able to focus more on review and
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approval of new drugs and measures to
ensure efficacy/safety and a stable
supply of drugs

The drug safety assurance system is
to be remodeled from the perspectives

of specialization, and managerial efficiency

for drug administration. It will be
necessary not only to protect the
people’s security, but to strengthen the
international competitiveness of the

pharmaceutical industry.
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