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DOCUMENTATION UPDATES TO ASTM F2847

ASTM F2847-17 contains many  updates 
related to new reference documentation and 
standards, providing additional guidance related 
to quantification limits and precision, extraction 
methods, and total carbon determination. 
The recent revision also suggests a variety of 
analytical test methods that should be used for 
the identification and specification of critical 
compounds, residues, and residue requirements.

MAJOR CHANGES TO ASTM F2847-17

The table to the left shows a list of significant 
changes included in ASTM F2847-17, as well as 
updates to supporting or reference documentation. 
Additions to the specification are marked with a +, 
and deletions are marked with a -.
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In 2017, a new version of ASTM F2847 was released (Standard Practice for Reporting and Assessment
of Residues on Single-Use Implants and Single-Use Sterile Instruments), updating how

reference and guidance documents can be used. For many medical device manufacturers, this changes
the types of methods that can be used, and the way that results are reported.
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