



Protocol Status Report

University of Virginia IRB for Health Sciences Research

PO Box 800483


434-924-2620 

Federal Wide Assurance #00006183

One Morton Drive, Morton Building, Suite 400, Charlottesville Virginia 22903

· FAILURE TO RETURN THIS FORM BY (insert date) WILL RESULT IN THE EXPIRATION OF THIS APPROVAL

· Please send the current IRB-HSR protocol to IRBHSRcontinuations@virginia.edu   unless the study is being closed.  If closing study, please provide the Closure Form.
· Please send the current consent form(s)to IRBHSRcontinuations@virginia.edu  unless the study is completed , closed to enrollment or the protocol was granted a waiver of consent by the IRB-HSR

· Please verify all personnel have current IRB-HSR training in Human Subject Research Protection

	IRB-HSR Study: 
	Principal Investigator: 

	Type:  
	Sponsor(s):  


Sub-Investigators:
	Title:
	 


Exempt/Expedited Category:   
DSMB/DSMC and Frequency of Review:

Affiliated Grants and Sponsors:    

Affiliated IND/IDEs: 


Original Approval: 
Last Approval:  
Expiration:  
Next Review:  
5-Year Review:  

Principal Investigator:
Phone:  

Email:  
Box:  
Study Coordinator:  
Phone:  
Email:  
Box:  
Department Contact:  
Phone:  
Email:  
Box:  
IRB Coordinator:  
Phone:  
Email:
Box:  
PERSONNEL CHANGES:

Have you dropped any personnel from the protocol in the last year?    Yes        No- If yes, list their names
Have you added any personnel to the protocol in the last year?             Yes       No  If yes, list their names
If you have not already submitted, please attach a “ Modification: Personnel Change Form”  found at http://www.virginia.edu/vpr/irb/HSR_docs/Forms/PersonnelChangeForm.doc
 All personnel must have completed IRB-HSR training before they can begin work on a protocol.

DO NOT SUBMIT ANY OTHER MODIFICATIONS WITH THIS STATUS FORM!

Approval to continue will be communicated by completion of IRB-HSR Assurance Form.  How do you wish to receive your assurance form?

____ Messenger Mail:  Box # _____________
____ Pick up at Davis 5 , Room 5293

____ Pick up at Morton 

Which team member should receive the assurance form? _____________________________________________
CONSENT INFORMATION:
Description



Date


ENROLLMENT NUMBERS*: 

Total number of subjects previously approved to under UVa protocol (do not change this number):



_____


Total number of subjects reported to have signed consent at last approval under UVA protocol (do not change this number):
_____
Total number of subjects to date at UVa:









______

*If this study requires a signed consent, enter # of subjects who have signed a consent form

*If this study is approved for waiver of consent, enter # of subjects for which you have obtained data .

*If this study only collects  specimen and has a  waiver of consent/ waiver of documentation of consent, enter the number of specimens obtained. 

*If this study is only is a chart review, enter the number of patient’s charts reviewed.

If the study is "open to enrollment" have you enrolled subjects under this protocol in the last year:
YES 
NO      NA
If no -  please indicate why not:

CURRENT STATUS (check one):

	
	Open to enrollment


	
	Temporarily closed to enrollment  (indicate reason)

	
	


	
	Closed to enrollment, no subjects enrolled (cannot close study)


	
	Closed to enrollment, subjects being treated (cannot close study)


	
	Closed to enrollment, follow-up only (cannot close study)


	
	Performing Data Analysis  including identifiable data or subject  interaction (cannot close study)


	
	Study Closed- submit IRB-HSR Closure Form instead of this Continuation Status Form


 If status is "Temporarily closed to Enrollment," please indicate reason:

_____Temporarily closed by sponsor pending interim analysis

_____Temporarily closed by study team because ___________________________________

_____Other:  ________________________________________________________________

·  THE FOLLOWING  QUESTIONS PERTAIN TO INFORMATION SINCE YOUR LAST 

CONTINUATION APPROVAL 

· PLEASE TYPE OR PRINT CLEARLY
· ATTACH ADDITIONAL PAGES AS NEEDED
1. Provide a brief summary of research progress and any preliminary/interim results.

(If there are any publications from this study or other related studies- please attach)

2. Considering your experience with this study to date and your review of the relevant recent literature, have any of the following items changed:

· Equipoise of study ( still not sure which intervention is better than the other) 

· Risks associated with the research ( increase or decrease)
· Risk-benefit analysis

· Alternative to participation or

· Participant’s willingness to continue participating in the research?

YES
NO   If yes, explain:  
3. Provide a brief description of plans for the coming year.

This may include such things as  an estimation of  expected progress ( e.g. continue protocol as written,  complete enrollment and start analysis, complete analysis and close protocol) and/or a discussion of how to resolve problems encountered with the protocol   ( e.g. funding, enrollment, staffing etc) . These comments are not binding but provide the IRB with your thoughts on your plans for the protocol. 
4..  Have there been any changes in the sponsorship for this study? 
YES
NO

If yes, explain and if you have not done so already submit a modification following IRB procedures found at http://www.virginia.edu/vpr/irb/hsr/modifications_process.html

If yes, was any new sponsorship from a grant? YES
NO


If yes, has the grant application been submitted to the IRB for approval?  YES
NO

5.  Have there been  changes related to a conflict of interest (financial or other) for current personnel on this protocol ? 


YES

NO

If yes, 

Is anyone listed above or are any members of their immediate family now a director, officer, or member of an advisory board with the sponsoring company?
YES
NO       If yes, explain:  

6.  Does anyone listed above or do any members of their immediate family receive direct or indirect income from cash payment, stock, stock options, own >3% equity in the sponsoring company, or have a consulting agreement etc. totaling greater than $10,000 in personal income/year (excluding salary support from study budget) from the sponsor?


YES
NO        If yes, explain:  

7.   Has the Data and Safety Monitoring Board/ Committee (DSMB/DSMC) reviewed this protocol?  

 YES          NO         N/A-NO DSMB

If yes, attach a copy of the report/notification.

If no, explain why the DSMB/DSMC has not met.

8.  Adverse Event Review:  Review ALL adverse events, not just serious AE’s, occurring in subjects enrolled under this UVa protocol.  Also review all sponsor reports (if applicable) since the last continuation, including DSMB/DSMC reports; updated investigator brochures; and Med-Watch forms) concerning adverse events encountered elsewhere. 

After this cumulative review is performed, complete the following table.  

	Documentation of Aggregate AE Review
	YES
	NO

	a.  Were all serious and unexpected adverse events that occurred since the last approval submitted to the IRB?
	
	

	b.  Are any AE trends noted?  
	
	

	If yes, describe: 



	c.  Are there any additional risks to the subject that are not currently disclosed in the current protocol and/or consent?
	
	

	If yes, does the risk section of the protocol and consent require update?


	
	

	     If yes, submit a copy of the revised documents with this status form.
    If no, explain your reason for not updating :
	
	

	d. If this protocol is closed to enrollment does an addendum need to be written to provide this new information to the subjects?


	
	

	If yes, submit a copy of the new addendum with this status form.
If no, explain your reason for not writing an addendum :
	
	


9.  Have you had any difficulties recruiting or retaining subjects or obtaining informed consent?  

YES
NO   If yes, explain

10.  Have any subjects under this UVa protocol withdrawn or lost to follow-up after being enrolled and receiving the intervention? 

YES
NO

 If yes, explain [ provide number that have withdrawn, reason for withdrawal, when the participant withdrew ( screening, intervention, follow-up) and by whom ( participant, investigator, parent and if any changes to the study were made or are planned as a result) ]
11.  Have any subjects sought compensation for injury or complained about their participation in the study? 

YES
NO

      If yes, explain:  [If a complaint was lodged provide a description, the number of times it occurred and any actions taken by the researcher in response to the complaint]

12.  Has the FDA, or any other entity, audited the study since the last approval? YES
NO

 Note: Routine monitoring by the sponsor or their representative does not constitute an audit unless it generates an official written response from the sponsor.
 If yes, if you have not done so already, provide a copy of the audit findings and any corrective actions that have been implemented as a result of this audit. 
13.  Has the FDA approved any of the investigational drugs, devices, or biologics used in this research?  YES
NO

If yes, explain and submit a modification following IRB procedures found at http://www.virginia.edu/vpr/irb/hsr/modifications_process.html

TRAINING

 Verify that the following Investigators/coordinators have completed training prior to due date for study to continue:
REQUIRED ATTACHMENTS:  

1. If the protocol is not being closed, email the current version of the protocol to IRBHSRcontinuations@virginia.edu
2. If the study remains open to enrollment, email the current consent to IRBHSRcontinuations@virginia.edu
3. Copy of the latest DSMB/DSMC Report ( if applicable)
CERTIFICATION OF PRINCIPAL INVESTIGATOR

I confirm the information provided in this submission is accurate.

As a condition of approval, I agree that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to any stipulations imposed by the IRB.  I agree to comply with all UVa IRB policies and procedures, as well as with all applicable federal, state, and local laws regarding the protection of human subjects in research.

I agree to:

· report immediately to the IRB any unanticipated problems or serious adverse events (SAE) with respect to human subject.  All SAE’s or other unanticipated problems involving risk to subjects, which involve UVa subjects, will be reported to the IRB according to policies found at http://www.virginia.edu/vpr/irb/hsr/adverse_events.html.
·  perform the project with qualified personnel according to the approved protocol. The IRB will be notified of any new personnel PRIOR to them working on the protocol.

·  implement no changes in the approved protocol or consent form without prior IRB approval (except in an emergency, if necessary to safeguard the well-being of currently enrolled human subjects). 
· when applicable,  obtain the legally effective informed consent from human subjects or their legally responsible representative, and use only the currently approved, date-stamped consent form. 

·  notify the IRB prior to leaving UVa or within 30 days of closing the protocol. 
______________________________________________

________________

Signature of Principal Investigator
Date

(No Substitutions Allowed)

Revised 4-29-09
Database Protocol Status Report

University of Virginia IRB for Health Sciences Research

PO Box 800483         434-924-2620      Federal Wide Assurance # 00006183

One Morton Drive, Morton Building, Suite 400, Charlottesville Virginia 22903

FAILURE TO RETURN THIS FORM BY (insert date) WILL RESULT IN THE EXPIRATION OF THIS APPROVAL

· If you obtain written consent to add data to this database please email the current consent to IRBHSRcontinuations@virginia.edu  unless the study is completed or closed to enrollment. 

· Please keep a copy of this form and the approved consent form for your records.

· Participants must sign a copy of the consent form with the IRB-HSR approval stamp.

· Please verify all personnel have current IRB-HSR training in Human Subject Research Protection


	IRB-HSR Study:  
	Principal Investigator:  

	Type:  
	Sponsor(s):  


Sub-Investigators:
	Title:
	 


Exempt/Expedited Category:   

Affiliated Grants and Sponsors:    

Original Approval: 
Last Approval:  
Expiration:  

Next Review:  
5-Year Review:  


Principal Investigator:
Phone:  

Email:  
Box:  

Study Coordinator:  
Phone:  

Email:  
Box:  

Department Contact:  
Phone:  

Email:  
Box:  

IRB Coordinator:  
Phone:  

Email:
Box:  

PERSONNEL CHANGES:

Have you dropped any personnel from the protocol in the last year?    Yes       No  If yes, list their names:
Have you added any personnel to the protocol in the last year?             Yes       No  If yes please list their names:
If yes and if you have not already done so, please submit a Personnel Change Form found at http://www.virginia.edu/vpr/irb/HSR_docs/Forms/PersonnelChangeForm.doc
DO NOT MAKE ANY OTHER MODIFICATIONS WITH THIS STATUS FORM

Approval to continue will be communicated by completion of IRB-HSR Assurance Form.  How do you wish to receive your assurance/approval form?

____ Messenger Mail

____ Pick up at Davis 5, Room 5293 

____ Pick up at Morton 


Which team member should receive the assurance/approval form? 

CONSENT INFORMATION:
Description




Date

 

CURRENT STATUS (check one):

	
	Database open


	
	Database destroyed  (close protocol)


NOTE:  NO DATA MAY BE ANALYZED UNDER THIS PROTOCOL.  THIS APPROVAL ONLY ALLOWS DATA TO BE PUT INTO THE DATABASE.  AN ADDITIONAL PROTOCOL IS REQUIRED TO TAKE DATA OUT OF THIS DATABASE FOR ANALYSIS.  

Have there been any complications or unanticipated problems associated with data collection or storage in the last year? 
Yes       No        If yes, please explain.      Attach additional page or pages as needed.

REQUIRED HUMAN SUBJECT PROTECTION TRAINING

The following Investigators/coordinators must complete training prior to due date for study to continue:

ENROLLMENT NUMBERS *

Total number of subjects previously approved under this UVa protocol (do not change this number):


Total number of subjects reported to have signed consent under this UVa protocol (do not change this number):


Total number of subjects to date who have signed consent under this UVa protocol:
______

*If this study requires a signed consent, enter # of subjects who have signed a consent form..

*If this study is approved for waiver of consent or waiver of documentation of consent enter # of subjects for which you have obtained data on.

*If this is a specimen collections only study with waiver of consent, enter the number of specimens obtained. 

*If this is a chart review only study, enter the number of patient’s charts reviewed.

REQUIRED ATTACHMENTS:
1. Email the current version of the consent to the IRB-HSR to: IRBHSRcontinuations@virginia.edu
CERTIFICATION OF PRINCIPAL INVESTIGATOR

I confirm the information provided in this submission is accurate.

As a condition of approval, I agree that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to any stipulations imposed by the IRB.  I agree to comply with all UVa IRB policies and procedures, as well as with all applicable federal, state, and local laws regarding the protection of human subjects in research.

I agree to:

· report immediately to the IRB any unanticipated problems or serious adverse events (SAE) with respect to human subject.  All SAE’s or other unanticipated problems involving risk to subjects, which involve UVa subjects, will be reported to the IRB according to policies found at http://www.virginia.edu/vpr/irb/hsr/adverse_events.html.
·  perform the project with qualified personnel according to the approved protocol. The IRB will be notified of any new personnel PRIOR to them working on the protocol.

·  implement no changes in the approved protocol or consent form without prior IRB approval (except in an emergency, if necessary to safeguard the well-being of currently enrolled human subjects). 
· when applicable,  obtain the legally effective informed consent from human subjects or their legally responsible representative, and use only the currently approved, date-stamped consent form. 

·  notify the IRB prior to leaving UVa or within 30 days of closing the protocol. 
___________________________________________________________________
____________

Signature of Principal Investigator



Date

(No Substitutions Allowed)

Revised 04-29-09
IRB-HSR Grant Status Report

University of Virginia IRB for Health Sciences Research

PO Box 800483         434-924-2620      Federal Wide Assurance # 00006183

One Morton Drive, Morton Building, Suite 400, Charlottesville Virginia 22903

 FAILURE TO RETURN THIS FORM BY (INSERT DATE) WILL RESULT IN THE EXPIRATION OF THIS APPROVAL

GHIC Study:  
Principal Investigator: 
Sponsor:   
Key Personnel:   
Title:

The following Key Personnel must complete training prior to due date for grant to be re-approved:

______________________________________________________________________________________________________________
Approval Date:  
Expiration:  
Next Review:  
Principal Investigator: 





Phone:  
E-mail: 







Box:  
Department Contact:   





Phone:  

E-mail:  






Box:  
IRB Coordinator:  





Phone:  

E-mail: 






Box:  

Protocols Currently Affiliated with this Grant:

IRB-HSR Number
Title
PI

List the IRB-HSR numbers of any other Protocols affiliated with this Grant:

Have you removed any personnel?    Yes   No     If yes please list their names:
Have you added any personnel?   Yes   No  If yes please list their names:
If yes, and if you have not already done so, please submit a Personnel Change Form found at http://www.virginia.edu/vpr/irb/HSR_docs/Forms/PersonnelChangeForm.doc
What is the current Funding Approval Start Date?

What is the current Funding Approval End Date?  

Approval to continue will be communicated by completion of IRB-HSR Assurance Form.  How do you wish to receive your assurance/approval form?

____ Messenger Mail

____ Pick up at Davis 5, Room 5293 

____ Pick up at Morton 

Which team member should receive the assurance/approval form? 

_________________________________________________________________________________________________


Current Status (check one)


_____ Funding Pending (Keep Open)

_____ Funded - Attach copy of last annual report to funding source.


_____ Grant Completed (Close Grant)


_____ Never Funded (Close Grant)

Competitive Grant Renewals

Has this grant been submitted as a competitive renewal in the past year?

Yes
No – 



If yes, if not done so already- you must submit the competitive grant application to the IRB as a New Grant Application. 

Will this grant be submitted as a competitive renewal in the upcoming year?
Yes
No


If yes, please be advised that the competitive renewal must be submitted to the IRB as a New Grant Application prior to funding received. 

__________________________________________
______________

Signature of Principal Investigator
Date

(No substitutions allowed)

Revised  04-29-09

