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GMP & QMS: Differences of Quality/Risk of Pharmaceuticals and Medical Devices
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The methods of a quality assurance are GMP for pharmaceuticals and QMS for medical devices.
GMP in Japan may be dead rules, because lots of generic drugs are recalled from the last year by
the discrepancy from the approval. The PIP scandal happened in Europe let the audit of QMS
become strict and European medical regulation be changed. I tried to understand the concept of
GMP and QMS and ‘Quality Assurance’ from the historical viewpoint. Also I tried to clarify the

difference of ‘Risk’ between pharmaceuticals and medical devices, and consider EBM.
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Overview of the revised GMP Ministerial Ordinance focusing on background of the revision and

newly introduced items, and its application on PMDA’ s inspection
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Recently, an increase number of product recalls have been reported with much greater frequency
in recent years due to critical GMP failures and organizational fraud and this trend seems set to
continue. Under the current situation, it is a top priority for MAHs, manufacturers, and regulatory
authorities to continuously improve measures to both prevent quality issues and regain public trust.
Meanwhile, revised pharmaceutical affairs law has been enforced on Aug 1st, 2021, by which
establishment of legal compliance has been stipulated as a duty for pharmaceutical industries. On
the same day, revised GMP Ministerial Ordinance (GMP-MO) has been also enforced aiming for
the international harmonization of GMP standards, by which establishment of Pharmaceutical

Quality System (PQS) was imposed to pharmaceutical industries.



In this presentation, we will explain expected roles of the revised GMP-MO in prevention of quality
issues, focusing on its revised part and the background of the revision with reference to relevant

notifications.
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Calibration of visual inspectors using ampoule standard kit and report of trial test results
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The GMP Committee for Sterile Products is conducting the activities on the theme of visual
inspection of injectables, with the aim of making it easier to understand the required quality of no

visible foreign substances in injectables in the Japanese market by both internationally and



domestically. We aim to standardize the guarantee method to meet the required quality. At the
2016 PDA annual meeting, the detection ability of visual inspection to see foreign substances
””Basy to see”” evaluated using the standard test by ampoules, and foreign substances on the
production line in the actual work performed for each dosage form such as syringes and vials. We
found that the detection ability are linked, and made a presentation suggesting the usefulness of
the ampoule test as a method for confirming the eligibility of visual inspectors who can detect the
common ““Easy to see”” in the industry. This time, we have 14 domestic pharmaceutical companies
and 15 offices participate in an expanded study by inspectors from different backgrounds, and we
will report the analysis results.

This study and results are intended to objectively standardize the level of inspectors who can detect
foreign substances that ““Easy to see”” required by the Japanese Pharmacopoeia (JP). If a
procedure for guaranteeing the required quality of foreign matter in the production lot is
constructed using this, it is possible to explain the objective eligibility of detection ability against
the ambiguous JP criterion of ””Easy to see””. I think I will be able to do it. In addition, by globally
harmonizing what ““Easy to see””,it will be possible to avoid situations where product recall would

be required only in Japan.



