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Trinseo Resins for the Medical Market
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Resin Classifications

• Food Contact 
Grades

-No 
biocompatibility 
testing

-cGMP compliant

-Regional food 
contact compliance

-Standard NOC

• Skin Contact 
Grade (SK)

-Limited ISO 10993 
biocompatibility 
tests

-cGMP compliant

- Standard NOC

• Medical 
Grades 
(MED)

-Full battery of ISO 
10993 
biocompatibility 
tests

-cGMP compliant

-Extended MED NOC
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Trinseo Medical 
Policy

ISO 9001 & cGMP

Standard NOC 
Policy

ISO 10993
Parts 5 & 10

Trinseo Medical 
Policy

ISO 13485* 
& cGMP

Medical NOC 
Policy

ISO 10993
Full TestingSkin Contact

Medical Grade

* Not required
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Quality and Regulatory Support for Medical Resins

• Quality Management System ISO13485:2016

– Design and Development of polymer compounds for medical applications

– Manufacturing and Compounding facilities in US, Europe, Asia

• Global Product Stewardship & Regulatory Support 

Regulatory 
Datasheets

Global 
Regulatory 

Support

FDA 
Master 
Access 
Files

Raw 
Material 
Advocacy 

(BPA)

Animal 
Derivative 

Free 
Products

Colorant 
Migration 

Studies

Sustainable
Raw 

Materials
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Medical Resin Management of Change

Formulation
Lock

24mo Notification 
Of Change (NOC)

Record & Sample
Retention

Lot
Traceability

MANAGEMENT

OF

CHANGE
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Biocompatibility Testing for Medical Resins

ISO 10993 

Trinseo Medical Grade resins have been tested to ISO 10993 standards.

Covers various resin grades and color combinations

Testing includes additives, colorants and dyes

Typical Biocompatibility Testing:
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