Flow of

Complaints Handling Applicants for GMP/GCTP inspection

Manufacturers , Manufacturing Sites

Statement of complaint Receipt of
by postal mail, E-mail, fax, response
telephone

PMDA
Office of Manufacturing
Quality for Drugs

Receipt of complaint

(Office Director, Inspection Director)

Complaints handling representative

( Confirmation of the complaint,]

L evaluation

=]
-
Root cause investigation }
N\
7
p
Corrective action }
\

Notification of
corrective action

Implementation of
corrective action

Relevant Section

Complaints handling staff

Preparation of response letter and
sending

Confirmation of corrective action
status

Record, Log of complaints handling

/

GMP Inspectorate




Contact us

Office of Compliance and Standards

M Office Director
M nspection Director
B Principal Inspector

Contact Information

[] Address: Shin-Kasumigaseki Bldg,3-3-2, Chiyoda-ku,Tokyo 100-0013, Japan
[ ] Telephone:+81-3-3506-9446

[] Fax: +81-3-3506-9465

[] E-mail: https://www.pmda.go.jp/english/contact/0001.html



