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	THIS FORM MUST BE TYPED, PRINTED AND SIGNED.
HANDWRITTEN FORMS WILL NOT BE ACCEPTED.  
IN ADDITION, FORMS MUST BE COMPLETELY FILLED OUT.
	Office Use Only:

	
	 Expedited ___ Full board


	IRB # 
	Progress Report Due Date:  

	Protocol Title: 

	Principal Investigator: 
	Campus:  

	Department: 
	Division:  

	Phone: 
	Fax: 
	Email:  

	Study Coordinator: 

	Phone: 
	Fax: 
	Email:  

	Current funding sources/awards/grants:_______________             (If there is no funding, please say “none”) 

	If you are the recipient of federal funding for this study, submit one complete copy of the grant/ continuation application applicable to this study.

	

	A.
	Study Status:  

	1.  Indicate the status of your study by clicking an “X” in the box next to the appropriate selection below. 
a.  __ Study not yet started (no subjects have been enrolled)
b.  __  Open to enrollment /chart review is ongoing
c.  __  Closed to enrollment, subjects still receiving treatment or research related interventions
d.  __  Closed to enrollment, open to follow-up and data analysis only

Attach copies of all study documents still in use. Include copies of the most recent IRB-approved consent/assent form(s) (including any foreign language consent/assent forms(s), surveys, questionnaires, diaries, and all recruitment material, including print and/or audio advertisements, flyers, colleague letters, etc.

2. Please provide the current protocol version date:    
If your protocol does not currently indicate a version date, attach a reformatted copy of the protocol with the last IRB approval date inserted in the footer.


	B.
	Subject Enrollment Status

Guidance: 

1. Number of subjects enrolled = number of subjects who have signed consent

2. For chart reviews, number of subjects enrolled = number of charts that have been reviewed

	At your site:

	1
	Indicate the date the first study subject was enrolled at this site:  ____

	2
	Indicate total number of subjects enrolled at this site, during this approval period:  _____

	3
	Indicate total number of subjects that have been enrolled at this site, since this project was initially approved: ___
Were any of the subjects that have been enrolled minors? __Yes __ No

If YES: Were any of them wards of the state? __ Yes __No

	4  
	If this is a multi-site study, indicate the total number subjects enrolled study wide.  _____

	5
	At this site what is the number of subjects you anticipate for this protocol? _____

	6
	Since the start of this study, how many subjects have been withdrawn from the study? ____
Reason for withdrawal(s) : ____

	7
	Are signed consent forms (and assent forms if appropriate) for each subject available for inspection upon request?    __ Yes  __ N/A

	
	If YES: Attach copies of the consent forms signed by the two most recently enrolled study subjects during this approval period. (If you have only enrolled one subject during this approval period, attach a copy of that subject’s signed consent form.)
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	C.
	Conflict of Interest

	For guidance, click on: Conflict of Interest Policy. Click here for Conflict of Interest form.

	Have you or anyone listed on this study had a change in relationship with the study sponsor during this approval period (e.g., consulting, board position, stock ownership opportunities)?  

__Yes – There has been a change in relationship with the study sponsor. Revised Conflict of Interest form(s) attached.

__ No –   There has been no change in relationship with the study sponsor.

	D.
	Protocol Update

	Provide a brief narrative describing progress of the study to date. Include any protocol modifications that affect subject participation and safety. ____

	E. 
	Protocol/Consent Modifications __ N/A

	For guidance, click on: Policy 6.5: Modifications. Click here for Modifications Request Form.

	Have all protocol/consent modifications been submitted to the IRB? __Yes __ No

If not, please make sure to submit any modifications at this time.  __New Modification Attached

	F. 
	Protocol Violations

	For guidance, click on: Policy 6.7: Protocol Violations. Click here for Report of Major Protocol Violation Form..

	Have any major protocol violations occurred during this approval period? __Yes __ No

If YES: Have they been reported to the IRB? __Yes __ No
If a major protocol violation has not been reported you must do so immediately using IRB Form 8c.

	Have any minor protocol violations occurred during this approval period? __ Yes __ No

If YES: Describe the violation and the action taken to prevent it from recurring: ________

	G.
	Serious Adverse Events/Unanticipated Problems

	For guidance, click on: Policy 6.8: Serious Adverse Events / Unanticipated Problems.

	Click here for forms: Report of Serious Internal Adverse Event, Report of Unanticipated Problems

	At your site, have there been any Serious Adverse Events (SAEs) during this approval period?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	If YES: Have they been reported to the IRB?  __Yes __ No – If NO, report immediately using Report of Serious Internal Adverse Event Form.
Have they been reported to the sponsor and/or appropriate agencies (i.e., FDA?) __ Yes __ No – If NO, report immediately.

	At your site, have there been any Unanticipated Problems involving risks to subjects during this approval period?  

__ Yes  __ No

If YES: Have they been reported to the IRB?  __ Yes __ No
If NO: Report immediately using Report of Unanticipated Problems Form. 

Have they been reported to the sponsor and/or appropriate agencies? __ Yes __ No – If NO, report immediately.

	Have you had any complaints about the research from any subject? __ Yes __ No

If YES: Describe situation and any remedial action that was taken: ______

	H. 
	Data Safety Monitoring Board (DSMB)

	Has a DSMB or safety monitoring committee been established for this study?  __Yes  __ No

If YES: A copy of the most recent DSMB/safety monitoring committee report is:

__ Attached  __ Already submitted  __ Unavailable (provide reason): ________________________

	I.
	Relevant Findings/New Information

	Has there been any recent literature, findings or other relevant information, especially information about risks associated with the research?  __ Yes  __No

If YES: Provide a brief summary including a justification for continuation of the study: __________

	By signing below, you affirm that you are the Principal Investigator and request re-approval of this project.

________________________________________            ________________              
Name                                                                                           Date

_________________________________________         _________________               ____________________________________           _______________
Principal Investigator’s Signature                                        Date                                            Department Chair’s Signature                                     Date
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