UAMS INFORMED CONSENT PROCESS DATA COLLECTION TOOL

Version Date 3/17/03
	HRAC #
	DATA COLLECTOR:
	Dept
	Phone #:

	STANDARDS:  HRAC Investigator’s Manual  21 CFR  50, 45 CFR 46.116., ICH
	DATA COLLECTION PERIOD:

	STUDY TITLE:    
	PI
	Risk Category

	
	STUDY TYPE:   Drug   Device    Social Science   Other

	INDICATORS:   100% OF ALL SUBJECTS ENROLLED

Instructions:  In the columns corresponding to the indicators below, indicate (+) if present or (-) if absent or N/A.

	1. Informed Consent Document signatures

a. Subject

b. Witness

c. PI or Investigator
d. Person Obtaining Consent (if different than InvestigatorI)

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


	For applicable subjects:

8.  For cognitively impaired subjects

a.
Signature by legally authorized representative

b.
Cognitive impairment algorithm used or competency note in medical record

9.  For pediatric subject

a.
One or both parent signatures as required by HRAC

   
 b.
Assent of child based upon age and HRAC requirement

10.Illiterate or non-english speaking consent obtained per SOP

GOAL: Correctly executed Informed Consent Document and complete documentation in the medical record or case history of the Informed consent process.

	Subject Study #
	1a
	1b
	1c
	1d
	2
	3
	4
	5
	6
	7
	8a
	8b
	9a
	9b
	10
	Action taken if Missing or Incomplete
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	THRESHOLD
	100
	100
	100
	100
	100
	100
	100
	100
	100
	100
	100
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	100
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	100
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