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INTRODUCTION

The Organization for Economic Cooperation and Development (OECD) Working Group on Good
Laboratory Practice (GLP) has developed a continuing programme of on-site visits to evaluate the
implementation by participating economies of the OECD Council Decisions relevant to GLP
(C(89)87/Final; C(95)8/Final). The current assessment was conducted by members of the EU GLP
Working group in-order to provide information on the Taiwanese GLP Monitoring programme for
European Agencies and the member states of the European Union. Although the assessment was
conducted following the procedures of the OECD GLP Working Group it was not endorsed by the
OECD group and does not form part of the OECD’s program of on-site evaluations.
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specimen, test systems, test and reference substances, standard operating procedures,
performance of studies, reporting of study results, storage and retention of records,

study audits, and a summary of the exit discussion.

b Did the report include a statement on the GLP compliance status of the test facility?

No.

Conclusions of the Evaluation Team on the Compliance Monitoring Programme’s
Inspection and Study Audit Practices

The EU assessment team reviewed all relevant documentation on the establishment and
operation of the GLP monitoring program of TAF and discussed the scope of the program
with the staff of TAF and representatives of receiving authorities. Taiwan has adequately
implemented its GLP compliance monitoring program in accordance with OECD Guidance
No. 2.

The assessment team observed a full GLP compliance inspection conducted by the Taiwanese
GLP compliance monitoring authority TAF. To prepare for the inspection the TAF inspectors
reviewed relevant documentation prior to the visit. Four inspectors performed the inspection;
they were adequately trained and they followed the OECD Guidance No. 3 during the
inspection. They conducted a thorough inspection of the test facility and reviewed in detail all
studies selected for auditing. The inspectors have a good knowledge of the OECD Principles
of GLP and they interacted in a very professional way with the staff of the test facility. The
assessment team was impressed by the way the inspection was carried out by the inspection
team. The format of the inspection report was in accordance with OECD Guidance No. 9.
The evaluation team agrees with the overall outcome of the inspection and conclusions of the
TAF inspection team. In the view of the EU assessment team the GLP compliance monitoring

program of TAF complies with the requirements of OECD documents No 2, 3 and 9.
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Evaluation Team’s Recommendation to the EU GLP Working Group

The EU assessment team of the United Kingdom, Belgium and The Netherlands agree that the
Taiwanese GLP compliance monitoring programme of TAF has adequately implemented the
Annexes to the 1989 OECD Council Act. No major or minor deviations have been observed
during the assessment visit. Some comments were made by the assessment team and discussed
during the exit meeting of the assessment.

In conclusion, decisions on GLP compliance taken by the GLP compliance monitoring
authority TAF of Taiwan are equivalent to those made by European Union GLP monitoring

programmes.
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