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The Points of Revised GMP Ministerial Ordinance that Middle Managers Should Know

The revision of GMP Ministerial Ordinance made in August 2021 was aimed at being
consistent with ICH Q10 and PIC/S GMP. As a result, noteworthy “Management
responsibility” was added to the Ordinance, as well as the articles such as “Data
integrity” and “Ensuring consistency with approval document”

The PDA Training and Education Committee has paid attention to the responsibilities of
senior management, checks for effectiveness of Quality System, continual improvements,
etc. The committee has also discussed points that middle managers should know about
the newly established items in the Ordinance; which include “Compliance with marketing
authorisation”, “Addition of important items from PIC/S GMP (i.e. Pharmaceutical Quality
System and Quality Risk Management)”, "Product quality review”, "Record retention and
written reports”, “Control of material suppliers / Contract Acceptors for outsourced
activities”, and “Stability Monitoring”. The results of discussions are to be reported at

this annual meeting.
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The Points of Revised GMP Ministerial Ordinance that Middle Managers Should Know

Toshikazu Harada (Santen Pharmaceutical Co., Ltd.)

The revision of GMP Ministerial Ordinance made in August 2021 was aimed at being
consistent with ICH Q10 and PIC/S GMP. As a result, noteworthy “Management
responsibility” was added to the Ordinance, as well as the articles such as “Data integrity”
and “Ensuring consistency with approval document”

The PDA Training and Education Committee has paid attention to the responsibilities of
senior management, checks for effectiveness of Quality System, continual improvements,
etc. The committee has also discussed points that middle managers should know about the
newly established items in the Ordinance; which include “Compliance with marketing
authorisation”, “Addition of important items from PIC/S GMP (i.e. Pharmaceutical Quality
System and Quality Risk Management)”, "Product quality review”, "Record retention and
written reports”, “Control of material suppliers / Contract Acceptors for outsourced
activities”, and “Stability Monitoring”. The results of discussions are to be reported at this

annual meeting.
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Education Guidelines for Middle Management _ Stability Monitoring

Ikuo Shinohara (Ono Pharmaceutical Co.Ltd.)

As one of the items newly established in the revised GMP Ministerial Ordinance, ~Stability
Monitoring” is an important task in assuring the quality of pharmaceutical products on the
market, being part of the “product quality monitoring system” that is one element of the
pharmaceutical quality system. Failure of stability monitoring results is likely to lead to
widespread product recalls. In fact, recalls due to such stability monitoring failure have
increased recently. This year, by focused on and studied “Stability Monitoring”, the PDA
Training and Education Committee has created an educational guideline, summarizing
detailed points that middle managers should know. The guideline is expected to be a
reference for preparing educational programs. This session will report the details of this

project.



