
Common Informed Consent Form (ICF) FDA Inspection Observations (FDA 483)
During an FDA inspection, inadequate participant protections noted during review of the ICFs could lead to an FDA 

483 being issued. These notice of inspection observations may indicate non-compliance with FDA regulations.

Common ICF FDA 
Inspection 

Observations

Outdated version of the ICF used 
to obtain consent AND failure to 
obtain re-consent when required

Lack of ICF process 
documentation

ICF missing potential side effects

ICF signed after study related 
procedures initiated

ICF signed and dated 
incorrectly

Non-English-speaking subjects 
signing English language ICF
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