
University of Virginia 

Vice President’s Office for Research
Post Approval Monitoring Review Form
IRB-HSR #__________________________
   

Principal Investigator___________________________________________________________________  

*Study Coordinator_____________________________________________________________________

Review Date__________________

Approval:    (UVA IRB-HSR)       FORMCHECKBOX 
 expedited       FORMCHECKBOX 
 full committee  
 FORMCHECKBOX 
 IRB of record (not UVA):  ________________________________________

Funding:  ________________________________________
Is this a multi-center trial?    (  yes   (  no   

Total number of subjects consented?_______________________
Is the study conducted under an IND or IDE? (  Yes  (  No    (if applicable) #____________________________________________________________________________________
Is IND held by UVA MD (name if applicable)? (  Yes  (  No  

_____________________________________________________________________________________
Does the study enroll minors?    (  Yes  (  No  


If yes, are 2 parent signatures required?    (  Yes  (  No  
Is the study approved for surrogate consent?    (  Yes  (  No  

Is the study approved to enroll non-English speaking subjects (i.e. English and Spanish informed consent short forms)? (  Yes  (  No  All should be YES:   Comment on all NOs.
	Review Item
	YES
	NO
	N/A
	Comments

	Is the consent form consistent with the protocol?
	
	
	
	

	Are there systems in place to protect subject confidentiality?   
	
	
	
	

	Is the number of subjects signing consent less than the number approved by the IRB-HSR (or IRB of record)?
	
	
	
	

	Are there consents present for all subjects enrolled?
	
	
	
	

	Is there a subject log (all who have signed consent) available?  
	
	
	
	

	If applicable, have copies of signed informed consent forms been sent to EPIC medical records?
	
	
	
	

	Are all copies (most recent and any previous versions) of the protocol on file or electronically available? 
	
	
	
	

	Is all correspondence (investigator agreement/initial IRB approval letter, approvals, modifications, continuations and stamped consents) to and from the IRB-HSR (or IRB of record) on file?
	
	
	
	

	Is there a delegation of duties form and training certificate if applicable?
	
	
	
	

	If applicable, has study been entered in OnCore database?
	
	
	
	

	Have subjects been entered in OnCore database?
	
	
	
	

	Studies with non-UVA IRB of record (CIRB, NeuroNEXT, Partners, etc)
	
	
	
	

	Were continuation approvals submitted to IRB-HSR within 14 days of study team receiving approval from IRB of record?
	
	
	
	

	Was local language agreed upon in IRB Reliance Agreement inserted in ICF?
	
	
	
	

	Is CITI Training Certification present following initial approval and each continuation approval?
	
	
	
	

	Review Item
	YES
	NO
	N/A
	Comments

	If specimens are processed in an investigator lab, has IBC approval been obtained?   Is this question answered correctly in the HSR database?
	
	
	
	

	Is Radiation Safety Committee approval required?  If yes, are these approvals and correspondence on file?
	
	
	
	

	If advertising, are approvals on file and does the advertising match the study?  
	
	
	
	

	Was there any lapsed periods between IRB approvals?  If yes, were any subjects enrolled during this lapsed period?
	
	
	
	

	Decoding procedure for blinded studies?


	
	
	
	


Drug (Device if applicable) Inventory-if applicable

Where is the drug maintained?__________________________________________________________
________________________________________

	Review Item
	YES
	NO
	N/A
	Comments

	Is the study drug stored separately from non study items and securely and with limited access?
· Locked space

· Limited access to keys, etc.

	
	
	
	

	DARF records reviewed and complete?
· Shipping receipts available/complete and documented

· Dispensings recorded and clear

· Patient Returns documented

· Disposition of returns and unused drug documented

· Balances are correct


	
	
	
	

	Temp logs maintained and monitored?
· Excursions noted and acted upon in an acceptable manner


	
	
	
	

	Completed IDS Waiver Form signed by IDS Pharmacist and followed?
	
	
	
	

	Study drug is not expired?

	
	
	
	

	Expired meds are sequestered/stored separately?
	
	
	
	

	Is the drug dispensed for each patient per approved protocol?    
Are the following details regarding drug dispensation and return documented?

· Subject name (to whom dispensed)

· Date drug dispensed

· Amount of drug dispensed

· Date remaining study drug returned

· Name of person giving drug and completing documentation (i.e. tracking via paper drug log, electronic IVRS system)
	
	
	
	

	Take home labeling requirements met:

· Childproof container

· Emergency contact info on label

· Minimum labeling requirements met: Patient ID, Drug Name, Sponsor or Protocol #, Instructions for Use, cautionary statements


	
	
	
	


Study Monitoring:   

	Review Item
	YES
	NO
	N/A
	Comments

	Is the DSMP appropriate for the study (r/t level of risk, duration and details of subject participation, etc)?
	
	
	
	

	Was the plan followed as outlined per approved protocol?
	
	
	
	

	Has the safety monitoring taken place according to the frequency dictated in the DSMP?
	
	
	
	

	Have SAEs been submitted to the IRB-HSR or IRB of record if required?
	
	
	
	

	Have any unanticipated problems occurred? If yes, have they been submitted to the IRB-HSR or IRB of record as required?
	
	
	
	

	Have SAEs and/or unanticipated problems been reported to the sponsor within required timeframes if applicable?
	
	
	
	

	If applicable, have AEs and SAEs been entered in OnCore database as required?
	
	
	
	

	If applicable, have DSMB reports been submitted to the IRB-HSR as required?
	
	
	
	

	Were privacy and confidentiality standards and procedures implemented as approved by the IRB-HSR?
	
	
	
	

	Are the computing devices used secured according to UVa requirements (e.g. no personal laptop computers, etc.)?
	
	
	
	

	Are electronic data secured (password protected, etc.) as approved by the IRB-HSR?
	
	
	
	

	Is all data collected stored securely as listed in the approved Data Security Plan (e.g. approved servers used)?
	
	
	
	

	Has data been shared/transferred only per the approved protocol and Data Security Plan?
	
	
	
	

	If applicable, are links to coded data or specimens stored separately and without HIPAA identifiers?
	
	
	
	

	Are identifiers stored/disposed of as approved by the IRB-HSR?
	
	
	
	


Comments: ___________________________________________________________________________
_____________________________________________________________________________________

__________________________________________________________________________________________________________________________________________________________________________

__________________________________________________________________________________________________________________________________________________________________________

__________________________________________________________________________________________________________________________________________________________________________

__________________________________________________________________________________________________________________________________________________________________________

_________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
__________________________________________________________________________________________________________________________________________________________________________

__________________________________________________________________________________________________________________________________________________________________________

_______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
Reviewer: _______________________
                                                   Date:______________________
Page 1 of 5                      FORM Post Approval Monitoring Review form                                                           1/11/21

