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PMDA GMP Inspection System
(As of March 2011)
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Number of sites to be inspected by PMDA

* Overseas manufacturing sites
“ Accreditated sites : 1796
Asia, Middle East: 695
Europe: 757
North America, Latin America, Africa, Oceania: 344
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Enforcement of new regulations
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The Revised Pharmaceutical Act.
from quality perspectives

Overall
Marketing and manufacturing, realization of consignment production
Quality management system based on the GQP

GMP inspection and authorization

Introduction of GMP as requirement of marketing authorization,

GMP inspection for marketing authorization

Introduction of GMP as requirement of application for partial change of approved items
GMP inspection for authorization of partial change

Introduction of the accreditation system of foreign manufacturers and GMP inspection
Revision of GMP standard , introduction of change control and deviation control
Detailed description of manufacture-related items in the approval form

Introduction of master file system

Introduction of application of minor change in the approved items

Regulatory system

Establishment of Pharmaceutical and Medical Devices Agency

Enhanced collaboration between review and post-marketing safety measures,
review and GMP inspection,
Post-marketing safety measures/Good Vigilance practice(GVP)
GMP/GQP

Others Biological products



Responsibilities of MAH based on GQP

Total responsibility!
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GMP system in Japan

e GMP Ministerial Ordinance was issued as MHLW
Ministerial Ordinance (Ordinance No. 179, 2004)
and put into force in Apr. 2005.

http://www.pmda.go.jp/english/operations/pal/pdf/050909betsu?.pdf

Global Harmonization

* Introduction of change control, deviation control

e Responsibilities of quality assurance department
(Quality assurance department needs to be independent from
manufacturing department.)



Scope of Japanese GMP (1)

ufacture of Drugs and Quasi-drugs
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Scope of Japanese GMP(2)

ufacture of drugs and quasi-drugs




Inspection of Buildings and Equipment

icense” is for domestic manufacturers
creditation” is for foreign manufacturers

ion: ‘Regulations for Buildings and Faci
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How do we perform overseas Inspection?

Same method as the domestic Inspections

2 Inspectors attended per inspection(in general)
Accompanied by interpreters

Duration : 3 to 4 days

Notice: 3 — 6 weeks before the inspection

Request for data submission prior to the inspection

Focus on the points which were discussed among
inspectors and determined based on the submitted
data



Overseas inspections by country
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Summary of GMP inspections for generic products
(April, 2006 - March, 2011)




Summary of GMP inspections for generic
products (Apr.2006-Mar.2011)

m API| m Solid product

m Sterileproduct  m Packaging
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To assure quality of imports from Asia
(Matters to be observed from GMP perspectives)

Communication between manufacturers in Asia and
Marketing Authorization Holders(MAHS) in Japan

otification system in cases of any changes in
nufacturing methods or deviations

liance to the Standard for Biological Ingredi
ility of source materials, such as hepari
ing/Quality control of Sterile
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Recent topics of ICH
(GMP related matters)

lowing quality guidelines were agreed .

Pharmaceutical development




ICH Q10 Pharmaceutical Quality System

Pharmaceutical Technology Commercial Product
development transfer manufacturing discontinuation

Investigational products> GMP

Management responsibilities

Process performance & Product quality monitoring system

Change management system

PQS Corrective action and preventive action (CAPA system)
element

Management review

Knowledge management

Enablers
Quality risk management




ICH Q-IWG
Integrated Implementation Training Workshop

io training workshops for assessors, GMP-inspectors and industr
in Europe US and Japan.

ining Workshop in Europe
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out 240 including appro




Outline

PIC/S
Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme

(Established in 1995)

Purpose

To develop and harmonize international GMP guidelines

To promote exchange of information and experience in the field of GMP

To facilitate the networking between participating authorities (mainly from Europe)

Accession
fter application form is submitted, assessment will be undertaken to determine whether the

armaceutical manufacturing system, quality standard, quality system of inspection,
nnical level of inspectors are comparable to those of other PIC/s participating authorities.

‘Current situation of PIC/s“

* Current PIC/s member countries : 39 (mainly from Europe)

This year, the US FDA was admitted to the membership.
* Preparation for PIC/s accession is now under way in many countries.
* Participation of EMA and WHO as partners

"’-'- Benefit of PIC/s members
€ )




Preparation for PIC/s accession
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GMP International harmonization project
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Mutual Recognition Agreement
with EU

 Come into effect on May 29,2004

* Mutual Acceptance of GMP inspection results for
manufacturing site and COA(certificate of analysis)
for each batch of product

 Country: Belgium, Denmark, Germany, Greece, Spain,
France, Ireland, Italy, Luxembourg, Netherlands,
Austria, Portugal, Finland, Sweden, United Kingdom



International cooperation efforts

(1) Development of cooperation scheme
among stakeholders (mutual benefit)

(2) Understanding of different GMP regulations
in each country

(3) Training of Inspectors
(4) PIC/S accession

(5) Expansion of MRA scope between Japan and
EU

(6) ICH, PIC/S, other activities
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Accreditation of Foreign Manufacturers
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Accreditation of Foreign Manufacturers
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Ministerial Ordinances

[Ministerial Ordinances |
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