Most Common CIl Deficiencies

 Failure to follow the investigational plan
and/or regulations

* Protocol deviations
* Inadequate recordkeeping

* Inadequate accountability for the
investigational product

* Inadequate communication with the IRB

* Inadequate subject protection — failure to
report AEs and informed consent issues

Source: http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/ucm261409.htm
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