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Kara Kopplin

Permobil Director of Regulatory Science

US Chair, ANSI/RESNA Wheelchair and Related Seating Standards Committee

US Expert, ISO TC173 / SC1 / WG 11 Wheelchair Seating Standards

EU CEN/ISO Liaison for Wheelchair Standards



2 CONFIDENTIAL2 CONFIDENTIAL

Requirements for Wheelchair Testing Facilities –GLP and ISO 17025 

Good Laboratory Practices

GLP
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US FDA Requirements
Good Laboratory Practice (GLP) required 

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=58
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European Requirements -2021 Medical Device Directive
Good Laboratory Practice (GLP) required

36304 44..44 (europa.eu)

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32004L0010&from=EN
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European Requirements
Manual and Power Wheelchairs

ISO 17025
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Standards Requirements
“ISO 17025 or Equivalent” Note
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Standards Requirements
Provide guidance here? ISO 17025 / GLP / Equivalent?
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Kara Kopplin 

Chair, US ANSI/RESNA Standards Committee on 
Wheelchair and Related Seating

ISO/TC 173/ SC1 Elected Liaison to CEN

ISO / TC 173 / SC1 / WG11 US Expert

ISO/TC 173 / WG11 US Expert

Director of Regulatory Science, Permobil

Questions? Please email 
Kara.Kopplin@Permobil.com
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