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Keep your quality, technical, and management groups current with
what is happening in regards to pharmaceutical GMPs, compliance, and

quality.

Compliance and
enforcement: drug recalls
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Description
. Each year, Learning-
Plus revises its popu-
lar GMP Update
course with informa-
tion about new and
revised regulations,
guidances, and expec-
tations from the FDA
s and regulatory agen-
cies in Canada and

Designed for quality staff, support professionals, and
management, this 3-hour workshop also includes compli-
ance and inspection trends, cutting-edge topics, and a
case study where participants can apply their knowledge
and critical “GMP thinking” skills.

Recent topics have included data integrity, quality metrics
and measurement, Warning Letter reviews, Ebola clinical
trials, and “track and trace”.

LearningPlus provides on-site GMP train-
ing that can be adapted to your specific
needs.

Contact Jim Vesper at +1 585.442.0170 or
email jvesper@learningplus.com.

Course goal

Provide a summary of
important changes in
pharmaceutical regula-
tions, expectations,
and trends in compli-
ance, inspectional, and
quality issues.
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Audience

Those in management, quality, development, compliance,
laboratory, operations, and other technical areas.

Objectives
* Discuss changes in GMP-related regulations, re-
quirements, and guidances

* Describe trends in related compliance activities that
have been published by regulatory agencies

* Examine particular Warning Letters and compliance
activities of interest

* Discuss examples and cases that emphasize the im-
portance of quality systems and GMP thinking

Length
Approximately 3 hours. (Two sessions can be given in
one day.)



