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EU GLP WORKING GROUP
ON-SITE ASSESSMENT REPORT

Monitoring Programme: Taiwan Accreditation Foundation (TAF)

Address:            Physical: 23F, No. 27, Sec. 2, Jhong-jheng E. Road, 

Danshuei, Taipei 251-70, TAIWAN

Postal:           23F, No. 27, Sec. 2, Jhong-jheng E. Road, 

Danshuei, Taipei 251-70, TAIWAN

Dates of Assessment Visit:

Team Members:

Team Leader: Dr. Rob Jaspers
Affiliation: Health and Youth Care Inspectorate, 

Ministry of Health, Welfare and Sport

Team Member: Dr Andrew J. Gray
Affiliation: Medicines and Healthcare products Regulatory 

Agency

Team Member: Mr. Martijn Baeten
Affiliation: Sciensano
(if applicable)

Observers: N.A.
Affiliations:
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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.

Representatives of Compliance Monitoring Programme

Head: Ms. Yi-Fang Pan, Chief of Biological & Medical Section and GLP Program 
Manager

Other personnel: Mr Chung-Lin Wang, President
Mr Brian C.S. Shu, CEO
Mr Chao-Ping Shih, Vice-CEO
Mr Chih-Heng Liao, Deputy Director
Mr. Shih-Wei Lin, Accreditation Manager GLP Officer and GLP Inspector
Ms. Man-Tzu Chiu, Accreditation Manager and GLP Inspector
Mr. Yong-Tzuo Lai, Accreditation Officer and GLP Inspector
Mr Ho-Hsun Chin, Accreditation Officer

Regulatory Personnel (name and affiliation):

(Present on first day) Dr. Shaw-Ying Yuan, Director General, Environmental Protection 
Administration, Executive Yuan
Mr. Wei-Chen Hsueh, Senior Specialist, Toxic and Chemical Substances 
Bureau, Environmental Protection Administration, Executive Yuan
Ms. Hui-Chuan Chou, Deputy Director General, Bureau of Animal and Plant 
Health Inspection and Quarantine, Council of Agriculture, Executive Yuan
Mr. Tsai-Luen Lue, Section Chief, Food and Drug Administration, Ministry 
of Health and Welfare (MOHW), Executive Yuan
Mr. Chung-Lin Wang, Deputy Director General, Bureau of Standards, 
Metrology and Inspection, Ministry of Economic Affairs (MOEA), Executive 
Yuan
Mr. Yi-Shen Hung, Deputy Director, 5th Division, Bureau of Standards, 
Metrology and Inspection, MOEA
Ms. Yu Sung, Executive Officer, 5th Division, Bureau of Standards, 
Metrology and Inspection, MOEA
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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. 

11 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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12 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. 


