UAMS
INFORMED CONSENT QUALITY INDICATOR REPORT


Quarterly Summary Report:  Informed Consent CQI Trends

Instructions:  Include Informed Consent indicators below.  Complete quarterly totals for indicators. Use Event Reporting table below to indicate actions on outliers that remain uncorrected.
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	PI:      
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Indicator legend:
Informed Consent Document signatures, 1a. Subject, 1b. Witness 1c. PI or Investigator 1d.Person Obtaining Consent (if different than Investigator)

2.  Informed consent process performed by PI or PI’s qualified designee,   3.  Informed Consent signatures occurred PRIOR to study activity 

4. Informed Consent dated by subject   5. Subject dates and initials each page of the consent document  6.Informed consent process noted in medical record or research case history   7.Subject is provided a copy of the signed informed consent document
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For applicable subjects:

8.  For cognitively impaired subjects, 8a.Signature by legally authorized representative, 8b.Cognitive impairment algorithm used or competency note in medical record

9.  For pediatric subject, 9a. One or both parent signatures as required by HRAC 9 b. Assent of child based upon age and HRAC requirement, 10 .Illiterate or non-English speaking consent obtained per SOP
Note:  If area-specific indicators to be added, use the remaining columns and add indicators to the legend.
Corrective Actions (complete for each outlier that remains uncorrected from above indicators)
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