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To whom it may concern 
 

Regarding: Elemental impurities in cell culture products 
 
The International Conference on Harmonization (ICH) Q3D guideline for elemental impurities defines a Permitted 
Daily Exposure (PDE) for each element of toxicological concern. 
 
According to the Q3D guideline scope, “The guideline applies to new finished drug products (as defined in ICH Q6A 
and Q6B) and new drug products containing existing drug substances.”  Cytiva does not manufacture finished drug 
products but understands that cell culture products may be used in the manufacture of finished drugs and drug 
products. 
 
It is hereby stated that Cytiva cell culture products do not have elements, as defined in ICH Q3D Elemental 
Impurities Guidance for Industry, added as catalysts or reagents in the manufacturing process.  Because some of 
these elements are required for cell growth, raw materials containing them may be added in trace amounts as per 
product formulations.  As such, very low levels of some of these elements may be present in some finished cell 
culture products.  
 
 

 
 
 
 

Signature:  
 
 

Date:  
21 JUL 2023 

Name:  
Gerald Dusti McEwen 

Title:  
Regulatory Support Manager 

 

The information herein is provided to the best of our knowledge and belief, based on the information we have been given and 
the information available to us at the time that this document was issued. The information may change as additional facts 
come to light, or as the circumstances warrant. Your use hereof is hence at your own risk and does not relieve you of your 
own responsibility for checking the suitability of our products for your intended use. 

 

Cytiva and the Drop logo and all trademarks denoted with ™ are the exclusive property of Life Sciences IP Holdings Corp. or 
an affiliate doing business as Cytiva. 
All other trademarks are the property of their respective owners. 
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