CCHHS IRB
Study Audit Form
05/16/2019

CCHHS IRB#:  ___________________

DATE OF AUDIT: ___________________
PI: ______________________________

COORDINATOR: ___________________

	Criteria
	Please check appropriate response to the following questions.
	Yes
	No
	N/A
	Comments


	IRB

Documentation
	Have all investigators completed IRB training?
	
	
	
	

	
	Are all IRB records in an accessible location?
	
	
	
	

	
	· Current Approved Protocol
	
	
	
	

	
	· Previous Protocol Versions
	
	
	
	

	
	· Consent Form
	
	
	
	

	
	· HIPAA Form
	
	
	
	

	
	· Advertisement/Recruitment Material
	
	
	
	

	
	· Data Collection Tool
	
	
	
	

	
	Are the following documents stamped with a current IRB approval expiration stamp?
	
	
	
	

	
	· Consent Form
	
	
	
	

	
	· HIPAA Form
	
	
	
	

	
	· Advertisement/Recruitment Material
	
	
	
	

	
	· Data Collection Tool
	
	
	
	

	
	Is all correspondence to and from the IRB on file in a binder/folder?
	
	
	
	

	
	· Application
	
	
	
	

	
	· Approval Letter
	
	
	
	

	
	· Continuing Review Approval Letter
	
	
	
	

	
	· Amendments
	
	
	
	

	
	Is there documentation of continuing review submission performed in a timely manner?
	
	
	
	

	
	· Were there any time lapses noted
	
	
	
	

	
	· Was subject enrolled during a time lapse?
	
	
	
	

	
	If the study has been completed, can the protocol be closed?
	
	
	
	

	
	Additional comments:


	
	
	
	

	Informed

Consent
	Is the original consent form on file?
	
	
	
	

	
	Does the consent form on file match the IRB approved consent?
	
	
	
	

	
	If changes were made to the consent, were they submitted and approved by the IRB?
	
	
	
	

	
	Are all of the consent forms signed and dated by all required individuals? FDA studies require signatures and dates by the subject.
	
	
	
	

	
	· Were IRB stamped versions used?
	
	
	
	

	
	· Is there a consent form for every subject enrolled in the study?
	
	
	
	

	
	· Are research personnel who are obtaining consent authorized and trained to do so?
	
	
	
	

	
	Did the subject receive a copy of the signed consent form?
	
	
	
	

	
	Is the subject’s receipt of signed consent documented?
	
	
	
	

	
	Is the date of the first enrollee after the approval date?
	
	
	
	

	
	· If not, was the IRB notified?
	
	
	
	

	
	If any subject is a minor, was assent obtained? If not, please explain:
	
	
	
	

	
	· Verbal assent  ages 6-11
	
	
	
	

	
	· Written assent age 12 and up
	
	
	
	

	
	If subject was re-consented, is this form available for review?
	
	
	
	

	
	If oral consent was used, was the IRB approved script used to enroll subjects?
	
	
	
	

	
	Additional comments:


	
	
	
	

	Eligibility
	Is there a checklist for the following criteria?
	
	
	
	

	
	· Inclusion
	
	
	
	

	
	· Exclusion
	
	
	
	

	
	· Was inclusion/exclusion appropriate for the given subject? Explain any protocol deviations.
	
	
	
	

	
	Additional comments:


	
	
	
	

	Adverse 

Event (AE)

Reporting
	Were AE’s adequately reported to IRB since last review (type, grade, duration, dates)?
	
	
	
	

	
	· If an AE is unreported, please explain.
	
	
	
	

	
	Were there any off-site, safety reports?
	
	
	
	

	
	· Were they reported to the IRB?
	
	
	
	

	
	Additional comments:

	
	
	
	

	Data

Management/

Documentation
	Is subjects’ privacy protected and are safeguards in place as approved by the IRB?
	
	
	
	

	
	If data were to be collected anonymously, has anonymity been maintained in the physical and/or electronic records?
	
	
	
	

	
	Are hard copies of consent and data forms stored in a secure, locked location?
	
	
	
	

	
	Are electronic data on a secure and protected computer?
	
	
	
	

	
	· Are electronic data files password protected?
	
	
	
	

	
	· Is access to computer, electronic files, and physical files limited to appropriate study personnel?
	
	
	
	

	
	· Are the raw research data stored and/or disposed of as described and approved by the IRB?
	
	
	
	

	
	Additional comments:


	
	
	
	

	Study Procedures
	Were study procedures implemented as approved by the IRB?
	
	
	
	

	
	Were procedures for each subject documented in study records?
	
	
	
	

	
	If a procedure was missed, is the reason accurately documented?
	
	
	
	

	
	Is there documentation of proper collection, storage, and handling of all study specimens and/or study drugs and/or devices?
	
	
	
	

	
	For research subjects, is there a subject enrollment log?
	
	
	
	

	
	Is there a monitoring log?

If so, how often is the site monitored?    
	
	
	
	

	
	Additional comments:


	
	
	
	


Signature of Auditor:  _____________________________________________________






Stacey Kincaid, MPH





Informed Consent Coordinator - IRB
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