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	Approval and Record Keeping


	Yes
	No
	Corrective Actions Taken

	The study has current IRB approval


	
	
	

	All IRB approval letters and correspondence are on file


	
	
	

	The current and all prior versions of the protocol, application, stamped consent forms, and other study related documents are on file
	
	
	

	All study team members listed on the application are CITI certified

	
	
	

	All amendments made to the study have been approved by the IRB

	
	
	

	Consent Process and Documentation


	Yes
	No
	Corrective Actions Taken

	There is a fully executed consent form (i.e.: all signature lines completed and dated; all choice boxes completed) on file for every enrolled subject
	
	
	

	Consent forms were signed by all subjects prior to screening and the initiation of any study procedure


	
	
	

	The most current IRB approved, stamped version of the consent/assent form was used to enroll each subject


	
	
	

	Subjects were given a copy of the signed consent form and Upstate’s Notice of Privacy Practices
	
	
	

	There was secondary documentation of the consent process in the study record/medical record if appropriate
	
	
	

	Recruitment


	Yes
	No
	Corrective Actions Taken

	All advertising and recruitment materials were approved by the IRB (posters, flyers, web postings, etc.)


	
	
	

	All eligibility criteria approved by the IRB were followed


	
	
	

	Conducting the Study

	Yes
	No
	Corrective Actions Taken

	The research is being conducted according to the study design and procedures as outlined in the protocol approved by the IRB
	
	
	

	All incidents (including, but not limited to, adverse events and protocol deviations) that are: 
1. Unexpected, and 
2. Related or possibly related to the study, and 
3. Place subjects or others at an increased risk of harm, 
are promptly reported to the IRB. 

Please refer to specific requirements at:

http://www.upstate.edu/researchadmin/document/adverse_event_guidelines.pdf
	
	
	

	Privacy, Data/Specimen Storage

and Confidentiality
	Yes
	No
	Corrective Actions Taken

	The subject’s privacy is protected and safeguards are

in place as approved by the IRB
	
	
	

	If data or specimens are to be collected anonymously,

anonymity has been maintained in the physical and electronic records
	
	
	

	Individually identifiable subject information is stored in a secure, locked location
	
	
	

	Data Security
	Yes
	No
	Corrective Actions Taken

	Computers containing electronic subject data are physically secured
	
	
	

	Electronic files with subject information are password-protected

	
	
	

	Subject data that is transmitted electronically outside of Upstate uses encryption (if the software permits) and password protection to secure and protect the information 
	
	
	

	Access to study-related computer(s), electronic subject data and hard copy files is limited to appropriate study team members
	
	
	

	Electronic subject files are backed up regularly to password protected storage device or network server 

(such that the files can be replicated if necessary)
	
	
	

	Continuing Review

	Yes
	No
	Corrective Actions Taken

	Continuing Review materials are submitted to the IRB in a timely manner so that lapses in approval do not occur
	
	
	

	If there is a lapse in IRB approval, please note:  No subjects may be enrolled nor can any study related activities occur until approval is secured.  (In certain cases, the PI may appeal to the IRB chair if stopping research activities would be detrimental to subjects).
	
	
	


3/5/10

2

