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Date of Review:  
Introduction of what was reviewed:  

	Findings:
	Regulations:
	Recommendations:
	Resolution (to be completed by investigator/study team)

	Regulatory documentation:


	UVA IRB-HSR  Responsibilities of Principal investigators (PI) http://www.virginia.edu/vpr/irb/hsr/PI_responsibility.html
PIs are required to maintain a research file. 

A research file may consist of paper, electronic and/or other media. 

The requirements for a research file include, but are not limited to: 

· all correspondence with the IRB and the sponsor (if applicable), 

· documentation of subject eligibility, and 

· a copy of the signed informed consent form (if applicable) obtained from all subjects participating in and/or who have participated in the protocol regardless of whether or not the subjects completed the study. 

The file will act as the investigator's documentation regarding proper performance of the study. 

This information may be reviewed by the IRB, Federal or local authorities, sponsors, and other authorized individuals to ensure proper performance of the study. 

Faculty advisors are required to maintain research files for student research completed under their direction.
For FDA regulated studies, see ICH GCP Section 8.0
 
	
	

	Documentation of informed consent:


	4.8.8 Prior to a subject's participation in the trial, the written informed consent form should be signed and personally dated by the subject or by the subject's legally acceptable representative, and by the person who conducted the informed consent discussion.
GCP 2.9     Freely given informed consent should be obtained from every subject prior to clinical trial participation.
UVA Investigator Agreement:  That all subjects will sign a current copy of the consent form that has a non-expired IRB-HSR approval stamp.  
UVA IRB Investigator Agreement:  

That no personnel will be allowed to work on this protocol until they have completed the IRB-HSR On-line training and the IRB-HSR has been notified. 

Link to Informed consent discussion

To view, press the "control key" on your keyboard and right click your mouse on this link:

http://www.virginia.edu/vpr/irb/learningshots/ICPCRNOV/player.html
	
	

	Subject Selection Criteria:


	4.5.1 The investigator/institution should conduct the trial in compliance with the protocol agreed to by the sponsor and, if required, by the regulatory authority(ies) and which was given approval/favorable opinion by the IRB/IEC. The investigator/institution and the sponsor should sign the protocol, or an alternative contract, to confirm agreement.
	
	

	Documentation that approved protocol was implemented as outlined:

	4 4.5.2 The investigator should not implement any deviation from, or changes of the protocol without agreement by the sponsor and prior review and documented approval/favorable opinion from the IRB/IEC of an amendment, except where necessary to eliminate an immediate hazard(s) to trial subjects, or when the change(s) involves only logistical or administrative aspects of the trial (e.g., change in monitor(s), change of telephone number(s)).


	 
	

	Drug Accountability and Documentation:

 
	ICH GCP 4.6.3 The investigator and/or a pharmacist or other appropriate individual, who is designated by the investigator, should maintain records of the product’s delivery to the research site, the inventory at the site, the use by each subject, and the return to the sponsor or alternative disposition of unused product.  These records should include dates, quantities, bath/serial numbers, expiration dates, and the unique code numbers assigned to the drug and trail subjects.  Investigators should maintain records that document adequately that the subjects were provided the doses specified by the protocol and reconcile.
	
	

	Documentation of Data Safety Monitoring:


	NIH Guidance on DSMP:   All clinical research require monitoring -- Data and safety monitoring is required for all types of research, including physiologic, toxicity, and dose-finding studies (phase I); efficacy studies (phase II); efficacy, effectiveness and comparative research (phase III); etc.

Monitoring should be commensurate with risks -- The method and degree of monitoring needed is related to the degree of risk involved.


	
	


General Comments:   
This report will be copied to the Post Approval Monitoring Education Team and the IRB.   They will contact you if any further actions need to be taken.

XXXXXX
Research Compliance Monitor
Office of the Vice President for

Research 
Page 4 of 4                                                                                                                                                                         SOP 1-6A Post Approval Monitoring Form

