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CONTINUING REVIEW APPLICATION
	You must complete and return this form to the IRB at least 30 days prior to the expiration date.  All protocols are subject to continuation approval until data analysis has been completed at the site and closing reports are completed.

The continuation of research after expiration of IRB approval is a violation of federal regulations [21 CFR 56.103(a)] and [45 CFR 46.109(e)]




	I. Investigator and Protocol Information

	A. IRB Number
	     
	Expiration Date 
	     

	B. Protocol Title
	     

	C. Principal Investigator (PI)
	     

	D. PI Mailing Address
	     

	E. PI Phone
	     

	F. Contact Name
	     

	G. Contact Mailing Address
	     

	H. Contact Phone
	     


	II. Study Status (check one)

	 FORMCHECKBOX 

	N/A – chart review, analysis of existing data, etc.

	 FORMCHECKBOX 

	Study never started and will never start

	 FORMCHECKBOX 

	Open and recruiting

	 FORMCHECKBOX 

	Recruitment closed; subjects are still receiving research- related interventions etc.
	Date Enrollment Closed:  

	 FORMCHECKBOX 

	Recruitment closed; subjects in long term follow-up
	Date Enrollment Closed:

	 FORMCHECKBOX 

	All study activities completed; study in data analysis
	Date Last Subject Completed:

	 FORMCHECKBOX 

	Study terminated- please go to section VI directly
	Date of termination:


	III. Subject Information

	Date first subject consented:      

	

	Number of subjects consented:
	0

	

	Number of Active Subjects:
	0

	Number of Subjects Withdrawn:
	A. Screen Failures
	0

	     
	B. Subject Withdrew Consent
	0

	
	C. Investigator Withdrew Consent
	0

	
	D. Other (explain below)
	0

	Number of Completed Subjects:
	E. Completed all study activities
	0

	     

	Total Consented:
	0

	Other (explain):     


	IV. Informed Consent

If you are enrolling subjects, it is mandatory to submit a copy of the current consent form.

You must also submit a copy of the last signed consent form with the subject’s name removed.

	A.  Type of Consent Previously Approved
	 FORMCHECKBOX 
 Written - # of consents                      

 FORMCHECKBOX 
  Waived (Skip to next Section)

	B.  Version date(s) of currently approved consent(s)
	     

	C.  The consent form has changed and requires reevaluation at this time.  
	 FORMCHECKBOX 
  No   

 FORMCHECKBOX 
 Yes; a highlighted copy dated       is attached


	V. Risk/Benefit Assessment

If available, provide a summary of any relevant recent literature and/or interim findings since your last review.  You may attach the articles and/or documents.  

	A.  Has new information involving risks or benefits to subjects or others become available?
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       

	B.  Has the current risk/benefit assessment changed based on study results?
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       

	C.  Based on your experience with this study, should changes be made to the consent form?
	 FORMCHECKBOX 
 N/A – consent waived
 FORMCHECKBOX 
  No   

 FORMCHECKBOX 
 Yes; a highlighted copy dated       is attached

	D.  Have there been any unanticipated problems involving risk to subjects or others (such as breach of confidentiality or increased cost to the subject)?
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       


	VI. Serious Adverse Events (SAEs)

	A.  Have there been any internal SAEs (i.e. SAEs involving subjects enrolled by a CSU investigator)?
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes – cumulative SAE log attached 

	B.  Have there been any external SAEs (i.e. SAEs involving subjects enrolled by a non-CSU investigator) during the last approval period?
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes – SAE log attached

	C.  Have all internal and external SAEs been reported to the IRB?
	 FORMCHECKBOX 
 N/A

 FORMCHECKBOX 
 Yes   

 FORMCHECKBOX 
 No; explain:       


If your study is terminated, you can stop here.
	VII. Data Safety and Audit Information

	A. Has your site been audited related to this study by the FDA, DHHS, Sponsor or other IRB during the last approval period?


	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes – a copy of all correspondence is attached

	B. Have you had any monitoring visits since your last IRB continuing review report?


	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes – a copy of all correspondence is attached

	C.    Have there been any Data Safety Monitoring Board (DSMB) Reports or other Safety Reports/Annual Reports from the DSMB or Sponsor?
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes 

       FORMCHECKBOX 
Included with this submission

       FORMCHECKBOX 
 Previously submitted on      



	VIII. Other 

	A.  Since your last report, have you enrolled subjects from the following vulnerable groups?  

	1.  Non-English speaking persons
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       

	2.  Limited readers or illiterate subjects
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       

	3.  Cognitively impaired
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       

	4.  Any subject using a legally authorized representative for consent
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       

	5.  Students or Employees/Immediate family members of employees
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       

	6.  Visually impaired (unable to read the consent due to vision)
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       

	7.  Economically disadvantaged
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       

	8.  Pregnant women
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       

	9.  Life-threatening illness (traumatized, comatose, emergency or critically ill)
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       

	10.  Prisoners
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       

	11.  Children (<18 years)
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes; explain:       


	IX. Miscellaneous

Where applicable, attach necessary documentation (i.e. CVs, license(s), 1572s, correspondence, etc.)

	A.  Since your last report, have any of the following events occurred?

	1. Change in Principal Investigator

     FORMCHECKBOX 
 Delete: 

 FORMCHECKBOX 
 Add: 


	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission

	2.  Change in Sub investigator(s)

     FORMCHECKBOX 
 Delete: 

 FORMCHECKBOX 
 Add: 


	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission

	3. Change in Study Staff

     FORMCHECKBOX 
 Delete: 

 FORMCHECKBOX 
 Add: 


	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission

	4. Change of Site

     FORMCHECKBOX 
 Delete: 

 FORMCHECKBOX 
 Add: 


	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission

	5. Change in study measures
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes

      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission

	6. Change in subject compensation
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission

	7. Subjects have become incarcerated
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission

	8. Subjects have become pregnant
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission

	9. Subject complaints
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission

	10. Protocol Deviations/Violations
	 FORMCHECKBOX 
 No    

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported. (Attach log.)
      FORMCHECKBOX 
  Notification with this submission

	11. Change in status of board certifications, hospital privileges or licensure for PI, sub investigators and/or study staff
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission

	12. Criminal charges against PI, sub investigators, and/or study staff
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission

	13. Medical, Nursing or Pharmacy Board complaints, investigations or actions against PI, sub investigators and/or study staff
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission

	14. Another IRB has suspended, terminated, imposed restrictions and/or sanctions against the PI, sub investigators, and/or study staff
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission

	15. Other information that the IRB should be aware of:  Explain:       
	 FORMCHECKBOX 
 No            

 FORMCHECKBOX 
 Yes
      FORMCHECKBOX 
  Previously reported

      FORMCHECKBOX 
  Notification with this submission


	X.  Signatures

	Report Prepared by:      



	Signature


	Date
	

	As Principal Investigator, I acknowledge responsibility for this project and ensure that the participating staff are qualified and are adequately trained to conduct the necessary procedures.

	Principal Investigator:     


	Signature


	Date
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