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                                                            Administrative notice 

                                                                February 1, 2012 

 

To Heads of the Prefectural Health Department (Bureau) 

 

                          Compliance and Narcotics Division  

Pharmaceuticals and Food Safety Bureau 

  Ministry of Health, Labour and Welfare 

 

 

           Application of PIC/s GMP Guide 

 

 

As for manufacturing and quality control of drugs and quasi-drugs in Japan, GMP standards are laid 

down in “Ministerial Ordinance on Standards for Manufacturing Control and Quality Control for 

Drugs and Quasi-drugs” (MHLW Ministerial OrdinaneNo.179, 2004, hereinafter referred to as 

“GMP Ordinance”), etc. 

However, in order to comply with the recent rapidly changing global trends, introduction and 

utilization of foreign quality assurance methods into Japan is becoming vital. Furthermore, given the 

increasing need of international cooperation, such as information exchange, further improvement in 

our GMP system should be sought. 

Considering all these factors, “Guide to Good Manufacturing Practice for Medicinal Products” 

issued by Pharmaceutical Inspection Co-operation Scheme (hereinafter referred to as “PIC/s 

Guide”) is hereby introduced as a guidance when you conduct GMP at manufacturing sites which are 

regulated by Article 3 of GMP Ministerial Ordinance or “Standards for manufacturing and quality 

control, etc. of investigational medicinal products”, notification from the director-general, 

Pharmaceuticals and Food Safety Bureau, MHLW, PFSB No.0709002, dated July 9, 2008, 

hereinafter referred to as “GMP for investigational medicinal product”) based on Paragraph 1, 

Article 17 and Article 26-3 of “Manufacturing and quality control for investigational medicinal 

products(GMP for investigational medicinal products)” for MHLW Ministerial Ordinance No.28 in 

1997. 

 

Therefore, you are kindly requested to follow the below instructions and inform the relevant parties. 

Please also note that copies of this notice will be sent to the organizations listed in the attachment.  

Instructions below should be followed on utilization of PIC/s GMP Guide. 
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(1) Although PIC/S guideline is introduced as a guidance to the manufacturing sites dedicated to the 

powdering and cutting process of traditional herbal medicines or the sites for medicinal gasses, 

as, provided in Article 20, Paragraph 1 of the Enforcement Ordinance of the Pharmaceutical 

Affairs Act (Government Ordinance No.11, established in 1961)  and the Article 96 of the 

Enforcement Regulations of the Pharmaceutical Affairs Act(MHLW Ministerial Ordinance No.1 

established in 1961), GMP Ordinance is not applicable to these sites designated by the Minister 

of Health Labour and Welfare. This remains under the same legal authority even when those 

manufacturing sites undertake GMP inspections based on PIC/s Guide. 

 

(2)  As for investigational medicinal products, PIC/s Guide is utilized as a guidance   based on 

Notification of “GMP for investigational medicinal products”.  

 

(3) Attached PIC/s GMP Guide elaborates on effective foreign methods of quality assurance. 

Inspectors in Japan are also expected to utilize the PIC/s GMP Guide during GMP inspections. 

However, as long as a certain quality of products is secured at the manufacturing site and the 

quality is proved to be equivalent or superior level to that of the PIC/s GMP Guide, whether or 

not to apply the methods in PIC/s Guide relies on the discretion of each manufacturing site. 

 

(4) As above mentioned, inspectors at Pharmaceuticals and Medical Devices Agency and 

prefectural inspectorates are expected to utilize PIC/s GMP Guide during GMP inspections. At 

the same time, manufacturing and quality control methods at the sites should ensure that 

equivalent or superior level of PIC/s GMP Guide, otherwise the methods has scientific evidence. 

In cases where an inspector judges that the methods at the site impose any undeniable risks to 

the quality of the products or to the public health, an observation may be issued to order 

introduction of methods of PIC/s GMP Guide based upon the GMP Ordinance, if necessary. 

 

(5) Amongst Annexes to the PIC/s GMP Guide, Guide to Good Manufacturing Practice for 

Medicinal Products II, Annex 4, Annex5, Annex16, Annex 18 and Annex 20 are not included in 

the below list. Since scopes of those Annexes are not regulated by the Pharmaceutical Affairs 

Law (Law No. 145 Established in 1960) or other domestic regulations applies in that area.   

Please note that “Recommendation” to each Annex shows in-depth descriptions of each Annex. 

Therefore, the Recommendation is expected to be utilized along with the Annexes. 

 

Appendix (1) PIC/s GMP Guide Part I 
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Appendix (2) PIC/s GMP Guide Annex1 

Appendix (3) PIC/s GMP Guide Annex2 

Appendix (4) PIC/s GMP Guide Annex3 

Appendix (5) PIC/s GMP Guide Annex6 

Appendix (6) PIC/s GMP Guide Annex7 

Appendix (7) PIC/s GMP Guide Annex8 

Appendix (8) PIC/s GMP Guide Annex9 

Appendix (9) PIC/s GMP Guide Annex10 

Appendix (10) PIC/s GMP Guide Annex11 

Appendix (11) PIC/s GMP Guide Annex12 

Appendix (12) PIC/s GMP Guide Annex13 

Appendix (13) PIC/s GMP Guide Annex14 

Appendix (14) PIC/s GMP Guide Annex15 

Appendix (15) PIC/s GMP Guide Annex17 

Appendix (16) PIC/s GMP Guide Annex19 

 

 

 

 

 

 

 

 

 

 

 

 

 

Attachment 

 

Pharmaceuticals and Medical Devices Agency 

The Federation of Pharmaceutical Manufacturer’s Associations of JAPAN 

    JAPAN Kampo Medicines Manufacturers Association (JKMA) 

    Japan Industrial and Medical Gasses Association 

   The JAPAN Pharmaceutical Manufacturers Association (JPMA) 
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