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Q3D Scope (Draft)

e The guideline applies to new drug products. This
guideline does not apply to herbal products,
radiopharmaceuticals, and metals that are intentionally
part of the drug product.

e This guideline is not intended to apply to potential new
drug products used during clinical research stages of
development.

In later stages of development the principles contained in this
guideline can be useful in evaluating metal impurities that may
be present in new drug product batches prepared by the
proposed commercial process.

may be applied to drug products used in clinical trials that
Include special/sensitive populations.




Q3D Scope (draft)

e Several approaches may be taken to assess the
presence of metal impurities in new drug products.
The need for analytical testing should be based on an
analysis of the potential for metals to be present in the
drug product and the control strategy should be
appropriate for the level of risk.

The application of this guideline to existing marketed
drug products will be addressed by regional regulatory
processes.

In certain cases, higher limits of metal impurities may
be considered acceptable (e.g., drug products for life

threatening diseases, topical routes of administration,

etc.). Justification for higher levels should be made on
a case by case basis.




Metals to be included

e A list of metals and their respective preliminary PDEs
was compiled during this meeting

The preliminary safety assessments and preliminary PDEs for
As, Hg, Pb, and Cd were reviewed

The current list of EU metal catalyst PDEs were provisionally
accepted pending final safety assessment review

e The finalization of PDEs will require review by regional
organizations

e Additional metals identified in industry surveys will
have safety assessments prepared for possible
Inclusion in the guideline
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