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Standards for Manufacturing Control and Quality Control of Investigational Products
(GMP for Investigational Products)
(Draft)

The proper methods of manufacturing control and quality control and matters concerning necessary
buildings and facilitics that should be adhered when producing investigational products have been
stipulated in the “Standards for Manufacturing Control and Quality Control of Investigational Products
and Standards for Buildings and Facilities of Manufacturing Plants for Investigational Products (GMP for
Investigational Products)” (Notification No. 480 of the Pharmaceutical Affairs Bureau (PAB) dated March
31, 1997) in consideration of the provisions of Article 17, Paragraph 1 and Article 26-3 of the “Ministerial
Ordinance on Good Clinical Practice” (Ordinance No. 28 of the Ministry of Health and Welfare (MHW)
in 1997). In addition, specific matters on the management of the GMP for investigational products are
presented in the “Management of the ‘Standards for Manufacturing Control and Quality Control of
Investigational Products” and ‘Standards for Buildings and Facilities of Manufacturing Plants for
Investigational Products™ (GMP for Investigational Products)” (Notification No. 70 of the Evaluation
and Licensing Division, PAB dated May 20, 1997).

This time, the GMP for investigational products was reviewed to enhance its effectiveness further to
allow the quality assurance of investigational products suited to the phase of clinical trials in
consideration of the characteristics of climcal trials including an carly exploratory phase such as

microdosing clinical trials.

Standards for Manufacturing Control and Quality Control of Investigational Products
(GMP for Investigational Products)
Chapter 1 General Provisions
1. Purpose
The Standards stipulate the proper methods of manufacturing control and quality control and matters

concerning nccessary buildings and facilities that should be adhered when producing investigational
products specified in Article 17, Paragraph 1 and Article 26-3 of the “Ministerial Ordinance on Good
Clinical Practice” (Ordinance No. 28 of the Ministry of Health and Welfare (MHW) in 1997;
hereinafter referred to as the “GCP Ordinance™). The purposes of the Standards are as follows:

1.1 To protect subjects from defective investigational products by ensuring the quality of investigational
products.

1.2 To secure the reliability of clinical trials by ensuring the uniformity in the lot and among lots of the
investigational products.

1.3 To secure the efficacy and safety of products after marketing and the appropriateness of clinical
trials by ensuring consistency between the investigational product and the product after marketing for a

phase where the investigational product is targeted as a development candidate and by assuring
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