
Metal Impurities in Drug Products
Charting a Course in an Uncertain Regulatory Landscape

Table of Contents
Introduction.............................................................................................................................................3

Technologies and Methodologies...........................................................................................................5

Risk Management Approach..............................................................................................................7

What Might a Method Look Like?.....................................................................................................9

Mined Materials and Leachable Studies...........................................................................................14

In-house or Contractor?....................................................................................................................15

Choosing a Contract Lab..................................................................................................................17

Regulatory History and Developments.................................................................................................23

Appendices............................................................................................................................................31

A. USP Monograph Changes: Chapters 232 and 233

B. ICH Draft Guidelines on Elemental Impurities

C. EMA Draft Guidance on Metal Catalyst or Reagent Residues




