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	Aurora IRB

Protocol for Research Involving Human Subjects
Application for Continuing Review/Final Report
	






(IRB Chair or designee)

Approval date: ________________ ( Full / ( Expedited
Expiration date: _______________ Exp. Category: __________
For IRB Use Only

	Research is currently being conducted at:

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

 FORMDROPDOWN 

Aurora Medical Center (list sites):      
AMG/Aurora Clinic (list sites):      
VLCC (list sites):      
	


	Principal Investigator:
	     
	Date of request:
	     

	Aurora IRB Protocol #:       Title:      

	Protocol and ICF currently expire on:
	     
	Sponsor:
	     


SECTION I

1. Please list the current contact person that the RSPP can call about this protocol (isn’t always the study coordinator):

	Name:
	     

	Mailing address:
	     

	Phone:
	     
	Fax:
	     
	Pager:
	     
	e-mail:
	     


2. Please list all current co- and sub-investigators for this study:      
3. If applicable, indicate the sponsor’s tracking number and/or version date of the most current IRB approved protocol:      
4. Is the study completed (no subjects have been enrolled, or all subjects have completed their final visit and data analysis at this site is complete, i.e. identifiable records/information collected will not be accessed or used again for the purposes of this research study)?  FORMDROPDOWN 

If YES, date completed (or withdrawn):       (IRB file will be closed for this study). Attach final results of research study, if available.

	
	At local facility
	Study-wide (if multicenter trial)

	5. Has the study begun (e.g., have subjects been screened or enrolled)?
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	6. Is the study still open to subject accrual?
	 FORMDROPDOWN 

	 FORMDROPDOWN 


	7. Number of subjects anticipated to be enrolled at Aurora sites (as reported at initial submission or by protocol modification):      

	8. Number of screen failures, if applicable (cumulative):       

	9. Number of subjects enrolled locally (signed consent AND met eligibility requirements) since last review:      
	Cumulative:      

	10. If the study remains open to accrual and responses to questions 7, 8 and 9 above indicate that enrollment goals are not being met, the following questions must be addressed and considered by the IRB:

Describe whether resource issues (funding, personnel, etc.) are affecting your ability to conduct this study as originally anticipated:        
Describe institutional factors outside of your control that may be contributing to enrollment goals not being met:        
Is there a problem with the patient population such that you do not have enough prospective subjects who may meet eligibility criteria?      
What is the actual study-wide (versus local) enrollment compared to the projected?  In other words, is the study accruing subjects nationally at a rate that would justify keeping the study open locally?      
Responses will be shared with Patient-Centered Research Administration. The Aurora IRB and/or Research Administration may decide that it is not appropriate to allow the study to remain open as currently designed.

	11. Number of subjects withdrawn, if applicable (cumulative):      

	12. Number of subjects considered still active in study (this includes “registry” participants or subjects receiving investigational agent or interventions required as part of research protocol):      

	13. Number of subjects in active follow-up (see 19 a.) (subjects have completed primary research-related interventions but in the case of relapse/reoccurrence/ device failure, subjects are required per protocol to complete other research interventions, treatments, specimen collection or diagnostic tests) that subjects would not undergo outside of the research study):       You are required to complete Section II and III.

	14. Number of subjects in post-intervention follow-up (see 19 b.) (subjects have completed all research-related interventions; study activity is limited to the review and collection of information from medical records or contacting subjects, and/or review of survival status either by contacting the subjects or querying the National Death Index):       You are required to complete Section II.

	15. Number of subject who have expired since last review:      
	Cumulative:      

	16. Number of subjects who have completed study since last review (not including those who have expired):      
	Cumulative:      


17. Breakdown of subject accrual by the principal investigator (cumulative data from local facilities). If you are not otherwise required to collect this data for this study, please list N/A in appropriate box.

	Gender
	Number Accrued
	
	Number Accrued
	Ethnic/Racial
	Number Accrued
	Ethnic/Racial
	Number Accrued
	Ethnic/Racial
	Number Accrued

	Female
	     
	Adult
	     
	African American
	     
	Hispanic/Latino
	     
	Asian
	     

	Male
	     
	Minor
	     
	Caucasian
	     
	Native American
	     
	Other
	     


18. Did the local research site undergo an inspection by the FDA during the last continuing review period?  FORMDROPDOWN 
   Was a FDA form 483 issued to the local site?  FORMDROPDOWN 
     Was this form forwarded to the IRB for review per Aurora IRB SOP RR 403?  FORMDROPDOWN 

SECTION II

Complete SECTION II if:

· Any subjects were enrolled locally in the study during this continuing review reporting period; OR

· The study is currently open to accrual or accrual is on Temporary Hold but it is anticipated that it will reopen; OR

· The study is closed to accrual, but subjects are still receiving research-related interventions (that is treatments, interventions, or diagnostic tests that the subject would not receive outside of the research study).

· Any subjects are in active follow-up or post-intervention follow-up
19. Summarize the research study in lay terms (you may attach a separate sheet of paper). Include a brief background to the study including the scientific basis for the study, a description of the subject population (e.g. children diagnosed with asthma) included in the study, the objectives, aims and hypothesis of the study, and a summary of the procedures (experimental and standard of care) conducted as part of the study.      
20. Is there a “follow-up” component to this study?  FORMDROPDOWN 
  If YES, briefly summarize below: 

a. If applicable, describe research related interventions required per protocol that occur in the case of relapse/reoccurrence/device failure. This includes treatments, interventions, specimen collection or diagnostic tests that the subject would not undergo outside of the research study. (The IRB would consider these subjects to be in active follow-up, and these subjects should be accounted for in question 12):      
b. If applicable, describe follow-up activity that is limited to the review and collection of information from medical records or contacting subjects, and/or review of survival status either by contacting the subjects or querying the National Death Index. (The IRB would consider these subjects to be in post-intervention follow-up, and these subjects should be accounted for in question 13):      
21. Did the IRB impose any stipulations or additional reporting requirements on the conduct of this study (as indicated on the initial approval letter)?  FORMDROPDOWN 
  If YES, summarize those requirements and indicate how they were implemented:      
22. Briefly summarize local and study-wide research results obtained thus far, if known. If there are no study-wide results available, give local results. If this is a blinded study, and the blind has not yet been broken by the sponsor, that is an appropriate response:      
23. Did any subjects elect to withdraw from this study since the last Continuing Review Report?  FORMDROPDOWN 
  If YES, indicate how many and their reason(s) for doing so (e.g., time commitment of the study was too great, subject moved from the area, etc.):      
24. Did you withdraw (remove) any subjects from the study since the last Continuing Review Report?  FORMDROPDOWN 
  If YES, indicate how many and the reason(s) for doing so (e.g. non-compliant with study visits/medications/protocol, safety concerns, pregnancy, etc.):      
25. Have there been any subject or “others” complaints regarding the study since the last Continuing Review Report?  FORMDROPDOWN 
 If YES, give details:      
26. Have there been any UPIRSO determinations for this study since the last Continuing Review Report?  FORMDROPDOWN 
 If YES, give details:      
27. Have there been any injuries to subjects that necessitated an institutional incident report, or any unanticipated problems involving risk to subjects or others (e.g., equipment or device failures) in the study since the last Continuing Review Report?  FORMDROPDOWN 
 If YES, give details:      
28. Have you become aware of the termination of IRB approval of the research study at any other research site since the last Continuing Review Report?   FORMDROPDOWN 
   Was this reported to the Aurora IRB per SOP RR 401?   FORMDROPDOWN 

29. Has anyone signed a consent document during the current review period?  FORMDROPDOWN 
 If YES, attach a copy of the signed informed consent/authorization document (if there are multiple consents – for example: sub-study, banking - attach a signed copy of each also). The RSPP office staff will review this document to ensure that you have used the IRB approved consent document. Please remove all HIPAA identifiers (name, MRU #, initials) from the document but leave the dates visible.

SECTION III

Complete SECTION III if:

· The study is currently open to accrual; or accrual is on Temporary Hold but it is anticipated that it will reopen; OR

· The study is closed to accrual, but subjects are still receiving research-related interventions (that is, treatments, interventions, or diagnostic tests that the subject would not receive outside of the research study). 

· Any subjects are in active follow-up
30. Has the sponsor reported any significant new information (e.g., sponsor letters, Investigator Brochure updates), preliminary results (e.g., early indications that one of the treatments is significantly worse or better than the others), or relevant literature since the last Continuing Review Report that would impact the conduct or design of the research?  FORMDROPDOWN 
 If YES, summarize or attach literature:      
31. Based on study results to date or any significant new information, have the risks to subjects changed since the last IRB review, in the investigator’s opinion?  FORMDROPDOWN 
 If YES, state why or how the risks have changed:       and if YES, summarize any new measures taken to minimize risks to subjects or indicate why current measures remain appropriate:      
32. Based on study results to date or any significant new information, have the anticipated benefits to subjects changed since the last IRB review, in the investigator’s opinion?  FORMDROPDOWN 
 If YES, state why:      
33. Based on study results to date, does the investigator or sponsor feel that there has been any change or significant new information that would affect the risk/benefit ratio and the willingness of subjects to continue participation in the research??  FORMDROPDOWN 
  If YES, please explain:      
34. Is there an independent Data Safety Monitoring Board (DSMB) or other group responsible for study-wide monitoring and oversight of the research?  FORMDROPDOWN 
 If YES, attach a copy of the most current report (even if the report was already sent to the IRB), or indicate why the DSMB has not met or why there is no report:       (check box  FORMCHECKBOX 
 if report is attached).
35. Indicate the date of the most current investigator brochure (if investigational drug), package insert (if approved drug) or device manual (if device)
(if Not Applicable, check box  FORMCHECKBOX 
):      
36. List all modifications that have been made to the protocol or informed consent since the last Continuing Review Report. NOTE: Do not list Protocol Exceptions here [even those Significant Protocol Exceptions that received prospective approval from the Aurora IRB]. Address all Protocol Exceptions below. (If NONE, check box  FORMCHECKBOX 
.)    Give a brief synopsis of each change and the IRB approval date. You may summarize here or attach a separate sheet of paper:      
37. Using the AE Reporting Spreadsheet Template available on the Aurora RSPP Website (or similar format), list all adverse events or unanticipated problems previously reported to the IRB (according to Aurora IRB SOP RR 403) since the last Continuing Review Report and attach to this report.
If NONE, check box  FORMCHECKBOX 
.

38. Using the AE Reporting Spreadsheet Template available on the Aurora RSPP Website (or similar format), list all adverse events or unanticipated problems not previously reported to the IRB (according to Aurora IRB SOP RR 403) since the last Continuing Review Report and attach to this report. Please note that you only need to report those adverse events not previously reported if the sponsor is requiring the IRB to be notified.
If NONE, check box  FORMCHECKBOX 
.

39. List all Protocol Exceptions (per Aurora IRB SOP RR 403) that have occurred since submission of the last Continuing Review Report (If NONE, check box  FORMCHECKBOX 
). For each Protocol Exception listed, you must indicate the date of the exception, subject identifier, whether it was a Minor or Significant [Emergency vs. Non-Emergent] Protocol Exception, a description of the exception requested, and whether prospective (i.e. before the exception was carried out) sponsor acknowledgement was received, You may summarize here or attach a separate sheet of paper (a template is available on the Aurora RSPP web site):      
40. List all protocol violations that have occurred since submission of the last Continuing Review Report (If NONE, check box  FORMCHECKBOX 
).   For each violation listed, provide a date, subject identifier,  whether the violation  was determined by the investigator to be“ Significant” or “Minor” (as defined in Aurora IRB SOP RR 403), and a brief description of the violation.  You may summarize here or attach a separate sheet of paper (a template is available on the Aurora RSPP web site):      
41. Have there been any changes in conflict of interest disclosure information for any research staff or investigator involved in the study, or are conflict of interest issues now relevant to the review of this protocol?  FORMDROPDOWN 
  If YES, please complete and attach a new or revised Disclosure of Conflict of Interest Statement (Form GA 104-A) for each applicable research staff or investigator.

42. If this is a study funded under a grant, has the grant application changed over the course of the last approval period?  FORMDROPDOWN 

If YES, attach a copy of the current grant application, highlighting the changes.

43. Is the study is currently open to accrual?  FORMDROPDOWN 
 If YES, attach a copy of a blank IRB-approved current informed consent/authorization document  (if there are multiple consents – for example: sub-study, banking - attach a copy of each). This is the document that will be sent to the IRB members for review.
   (Signature of Principal Investigator)

(Date)

NOTE: The Aurora IRB requires the original signature of the Principal Investigator. Approval will not be sent to the Principal Investigator until the RSPP office has received the original signature on this document.
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Courier/hand delivery: Winter Research Building / 836 N 12th St / Milwaukee, WI  53233


US Mail: 945 N 12th St; PO Box 342   W310 / Milwaukee, WI  53201-0342


tel 414.219.7744 / fax: 414.219.7477 / e-mail: IRB.office@aurora.org web site: www.aurora.org/irb 

