Centerstone Institutional Review Board

Version Date:

Assigned Protocol #:


Application for Human Subjects’ Research
Continuing Review Form
In accordance with current federal regulations, the Centerstone IRB must review research protocols no less than once per year. If the approval period lapses, all research activities must stop. **A progress report must also be submitted.
1. Protocol Title:
	


2. Principal Investigator Information:
	Name:
	

	Degree(s):
	 FORMCHECKBOX 
 M.D.  FORMCHECKBOX 
 Ph.D.  FORMCHECKBOX 
 M.S.  FORMCHECKBOX 
 B.S.  FORMCHECKBOX 
 Other, specify:     

	Job Title:
	

	Affiliation:
	

	Mailing Address:
	

	Phone:
	

	Fax:
	

	E-mail:
	


3. Research Staff/Personnel: (Please list ALL individuals associated with this protocol.)
	Research Staff/Personnel
	Title/Role
	Intervening or interacting with subjects?
	Obtaining consent?
	Review of data analysis, medical records/databases, or handles biological specimens?

	Name:

Affiliation:

Phone:

Email:
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Name:

Affiliation:

Phone:

Email:
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Name:

Affiliation:

Phone:

Email:
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	Name:

Affiliation:

Phone:

Email:
	     
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No


4. Protocol status:

    FORMCHECKBOX 
 Currently enrolling subjects

    FORMCHECKBOX 
 Closed to enrollment but treatment and/or follow-up continues

    FORMCHECKBOX 
 Closed to enrollment, data analysis only

    FORMCHECKBOX 
 No subjects enrolled to date

5. Since the last continuing review, please check all that apply regarding amendments and revisions.

    FORMCHECKBOX 
 No prior amendments/changes have been made to this protocol since the original approval by the Centerstone IRB.

    FORMCHECKBOX 
 Prior amendments/changes were made to this protocol, and all have been previously approved by the Centerstone IRB.

    FORMCHECKBOX 
 New protocol changes are requested along with this continuing review. (Please submit an amendment with the continuing review.)
6. Since the last continuing review, please check all that apply regarding deviations.

    FORMCHECKBOX 
 No prior protocol deviations have occurred since the original approval.

    FORMCHECKBOX 
 Prior deviation occurred on this protocol, and already acknowledged or approved by the Centerstone IRB.

    FORMCHECKBOX 
 Unreported minor deviations that have occurred and significant deviations not yet reported are attached for review.

 For 7-10: * If consent was obtained by a method other than written consent (i.e., verbal consent) or consent requirements were waived, provide the number of subjects that have been included.
7. Subject enrollment:
	
	
	Subjects Who Provided Consent*

	
	# of Subjects since last Centerstone IRB review (initial review or last continuing review)
	Total # of subjects to date
	Total # of subjects previously approved by Centerstone IRB
	# of subjects still needed to meet approved enrollment goal

	Subjects recruited through Centerstone
	     
	     
	     
	     

	Subjects from all centers (if multi-center trial)
	     
	     
	     
	     


8. If no subjects have provided consent* through Centerstone since the last continuing review, please specify why.      FORMCHECKBOX 
 Not applicable

9. If the total number of subjects to be recruited for the study differs from that initially approved by the Centerstone IRB, please specify why.      FORMCHECKBOX 
 Not applicable

10. Please provide the following summary for the total number of subjects that have provided consent* through Centerstone since the start of the study.

	Total # of subjects who provided consent*
	     

	 # of subjects determined to be ineligible
	     

	# of subjects currently active
	     

	# of subjects completed the study (without events leading to early termination)
	     

	# of subjects withdrawn at subject’s request
	     

	# of subjects withdrawn to toxicity or adverse events
	     

	# of subjects lost to follow-up
	     

	# of subjects no longer participating for other reasons. (Explain:      )
	     


11. Has subject recruitment and enrollment proceeded as anticipated?
      FORMCHECKBOX 
 Yes

      FORMCHECKBOX 
 No

          Please describe the problems or issues:      
12. Have there been any subject or staff concerns or complaints?

      FORMCHECKBOX 
 Yes

           Please describe the event(s) and explain how it was resolved:      
      FORMCHECKBOX 
 No

13. Are there any preliminary findings?

      FORMCHECKBOX 
 Yes

           Please explain:      
      FORMCHECKBOX 
 No

14. Is there any new literature that is applicable to this research?

      FORMCHECKBOX 
 Yes

           Please explain:      
      FORMCHECKBOX 
 No

15. Have the participants experienced any benefit?

      FORMCHECKBOX 
 Yes

           Please describe:      
      FORMCHECKBOX 
 No

16. Has there been any change in the risk/benefit assessment?
      FORMCHECKBOX 
 Yes

           Please explain:      
      FORMCHECKBOX 
 No

17. Have there been any Data Safety Monitoring Board (DSMB) reports for this study (even if previously submitted to the Centerstone IRB)?

      FORMCHECKBOX 
 Yes

      FORMCHECKBOX 
 No

18. Has this study been monitored/reviewed/audited by an outside monitor, sponsor or agency?

      FORMCHECKBOX 
 Yes

      FORMCHECKBOX 
 No

19. Please complete the following chart.

	Serious Adverse and/or Unexpected Events Since Last Continuing Review
Total number:     
	Relationship to Study Drug/Device/Procedures

	
	Related or Probably Related
	Possibly Related
	Unrelated
	Unknown Relationship

	Centerstone subjects
	     
	     
	     
	     


20. If there are events likely related to the research protocol, please summarize the events, and if appropriate, any changes made to the protocol as a result.                             
      FORMCHECKBOX 
 Not applicable

21. Has the frequency or severity of adverse events been different than expected?

      FORMCHECKBOX 
 Yes

           Please describe:      
      FORMCHECKBOX 
 No

22. Do the adverse and/or unexpected events change the risk/benefit assessment?

      FORMCHECKBOX 
 Yes

           Please describe:      
      FORMCHECKBOX 
 No

23. Have there been any other unanticipated problems involving risk?

      FORMCHECKBOX 
 Yes

           Please explain:      
      FORMCHECKBOX 
 No

24. Are informed consent changes required as a result of the adverse or unexpected reports or unanticipated problems involving risk?
      FORMCHECKBOX 
 Yes (An amendment form must be completed in order to approve changes.)
      FORMCHECKBOX 
 No

25. Please check the appropriate boxes.
      FORMCHECKBOX 
 Written consent/authorization will be obtained:

             FORMCHECKBOX 
 The informed consent forms have not changed from that which was most recently approved

             FORMCHECKBOX 
 Have been modified as part of this renewal (Revisions included in this version must be explained in the amendment form.)
OR

       FORMCHECKBOX 
 No consent/assent form(s) are included because:

             FORMCHECKBOX 
 Informed consent/authorization will be obtained through a method/process other than a written document.

             FORMCHECKBOX 
 Complete waiver of informed consent/authorization was previously granted. No consent/assent is used.

             FORMCHECKBOX 
 Subject enrollment/accrual is complete.

**Reminder: A progress report must be submitted for continuing review.

The undersigned accepts responsibility for assuming adherence to HHS, FDA, and Centerstone policies relative to the protection of the rights and welfare of subjects participating in this study. I assure that the information I obtain as part of this research (including protected health information) will not be reused or disclosed to any other person or entity other than those listed on this form, except as required by law or for authorized oversight of the research project. If at any time I want to reuse this information for other purposes or disclose the information to other individuals or entity, I will seek approval by the Centerstone IRB.

______________________________                                              _______________

Principle Investigator Signature




Date
_______________________________________

Principle Investigator (Print)

Address: _______________________________

                _______________________________

Phone:    _________________________

 FORMCHECKBOX 
 Waiver of IRB fee is requested.

      Reason:      
For Interoffice Use Only:

Submission Type:  FORMCHECKBOX 
Initial Review    FORMCHECKBOX 
 Amendment    FORMCHECKBOX 
 Continuing Review

Review Level:  FORMCHECKBOX 
 Full Board    FORMCHECKBOX 
 Expedited    FORMCHECKBOX 
Exempt
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