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	Protocol #: HR-
ORSP #:      
Sponsor Tracking #:      


Institutional Review Board 
Protocol Continuing Review Form
Office of Research Compliance, 560 North 16th Street, Room 102, Milwaukee, WI  53233
Phone: 414-288-7570  
Fax: 414-288-6281 
Web site: http://www.mu.edu/researchcompliance 

Previous Type of Review:  
Expedited   FORMCHECKBOX 
          Full Review   FORMCHECKBOX 


Expedited Review:
Submit this form any supporting documentation either with signatures or electronically (contact the ORC for directions on electronic submission)

Full Review: 
Submit the original and 14 copies of this signed form, and any supporting documentation to the ORC
Principal Investigator:      
Department:      
Phone:      
E-mail:    @marquette.edu
Project Title:      
PI Certification

By signing below or submitting this document electronically, I agree to accept primary responsibility for the scientific and ethical conduct of this project as approved by the IRB.  The project cannot begin until I receive documentation of IRB final approval.

	     
	     









Signature of Principal Investigator             
Printed Name                           Date

FOR STUDENTS, a Marquette faculty supervisor’s signature is required or this document must be submitted electronically by the supervisor. Faculty Supervisor: By signing below or by submitting this document electronically, I certify that I have reviewed the research plan and this document and I have approved the scientific and ethical aspects of the project.  I will supervise the above listed student and ensure compliance with human subjects’ guidelines.

	     
	     









Signature of Faculty Supervisor              
Printed Name


Department

1. PRINCIPAL INVESTIGATOR

Has the PI for this protocol changed?

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

2. PROJECT PERSONNEL/ASSOCIATES

Provide the names, titles and affiliations of all current investigators (include yourself, co-PIs, other investigators, and students).  Please use an attachment if more space is required.
***Please note that no new project personnel may be added without an amendment. If you need to add project personnel please submit a Protocol Amendment Form along with this form.***  
	Name
	Institution
	Status

(Faculty, Grad., Undergrad., etc.)
	Project Role

(Co-PI, Key or Non-Key Personnel, Consultant, etc.)
	Contact e-mail
	Tutorial*
(Attached or        On File w/ MU ORC)

	     
	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	     
	 FORMDROPDOWN 


	     
	     
	     
	     
	     
	 FORMDROPDOWN 



3. PROTOCOL STATUS

Request Protocol Continuance

 FORMCHECKBOX 
 Active - project ongoing with no changes

 FORMCHECKBOX 
 Currently Inactive - project was initiated but is presently inactive

 FORMCHECKBOX 
 Inactive - project never initiated but anticipated start date is:      
4. FUNDING

Is this project grant funded?  FORMCHECKBOX 
 Yes           FORMCHECKBOX 
 Funding is Pending           FORMCHECKBOX 
 No    

Sponsor/Source of funding:      
If external funding, have you registered your project with Research and Sponsored Programs (ORSP)?  FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If Yes, Please list your ORSP Reference #:     
If your project is grant funded, submit a copy of the funding/grant proposal if you have not already and list the AGENCY GRANT NUMBER:     
If the project title listed on page 1 of this application is different from your grant title, list the grant title:     
5. CONFLICT OF INTEREST

Do the investigator or key personnel have a potential financial or other conflict of interest in this study that should be disclosed? 
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No    If Yes, please explain:      
6. INVESTIGATORS/SITES

Have any investigators or sites been added since the last annual review?

 FORMCHECKBOX 
 Yes, explanation included in Summary Question #15

 FORMCHECKBOX 
 No

7. AMENDMENTS
Have there been any amendments to your protocol since the last annual review?

 FORMCHECKBOX 
 Yes, explanation included in Summary Question #15

 FORMCHECKBOX 
 No

8. CONSENT
Have there been any changes in the informed consent process or documentation since the last annual review?

 FORMCHECKBOX 
 Yes, explanation included in Summary Question #15

 FORMCHECKBOX 
 No

9. SIMILAR RESEARCH
Has any information appeared in the literature, or evolved from this or similar research, that might affect the IRB's evaluation of the risk/benefit analysis of human subjects involved in this protocol?

 FORMCHECKBOX 
 Yes, explanation included in Summary Question #15

 FORMCHECKBOX 
 No

10. PROBLEMS/ADVERSE EVENTS
For more information on deviations, adverse events, unanticipated problems, and non-compliance please see the policies and procedures and guidance documents on the ORC web site.
Have there been any unanticipated problems which have affected the welfare of the human subjects?

 FORMCHECKBOX 
 Yes, explanation included in Summary Question #15
 FORMCHECKBOX 
 No

Have there been any issues of non-compliance, adverse events, or protocol deviations?

 FORMCHECKBOX 
 Yes, explanation included in Summary Question #15
 FORMCHECKBOX 
 No

11. GENDER/ETHNIC BREAKDOWN OF SUBJECTS RECRUITED TO DATE 
(Totals will be calculated automatically)
	Ethnicity
	Female
	Male
	Unknown
	Total

	American Indian or Alaskan Native
	     
	     
	     
	0 FORMTEXT 

0


	Asian or Pacific Islander
	     
	     
	     
	0 FORMTEXT 

0


	Black, not of Hispanic Origin
	     
	     
	     
	0 FORMTEXT 

0


	White, not of Hispanic Origin
	     
	     
	     
	0 FORMTEXT 

0


	Hispanic
	     
	     
	     
	0 FORMTEXT 

0


	Other or Unknown
	     
	     
	     
	0 FORMTEXT 

0


	Total
	0 FORMTEXT 

0

	0 FORMTEXT 

0

	0 FORMTEXT 

0

	0 FORMTEXT 

0



I have been approved for a total of       subjects. (This number can be found on the approval letter.)
12. IMPAIRED SUBJECTS
Are any subjects in your research considered impaired?

 FORMCHECKBOX 
 None

 FORMCHECKBOX 
 Physically

 FORMCHECKBOX 
 Cognitively

13. SUBJECT POPULATION

Have there been any changes in the subject population, recruitment, or selection criteria since the last annual review?

 FORMCHECKBOX 
 Yes, explanation included in Summary Question #15

 FORMCHECKBOX 
 No

14. SUBJECT WITHDRAWAL

Have any subjects withdrawn from this study since the last annual review?

 FORMCHECKBOX 
 Yes, explanation included in Summary Question #15

 FORMCHECKBOX 
 No


15. PROTOCOL SUMMARY

Provide applicable information for any of the above questions that were answered “Yes.”
     
16. PUBLICATION

Have any publications been generated from this project?


 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

Number of articles/manuscripts submitted or in development:   
17. RESEARCH PROGRESS
Provide a concise summary of protocol progress to date (publications, preliminary findings, etc.).  
     
18. CONTINUING REVIEW
Provide your reason(s) for continuing this study:

     






	For Office Use Only

Human Subjects Committee

Original Disposition:
     Exempt          Expedited          Full Review          Original Approval Date: ___/___/___

____________________________________________________
____/____/____

Signature of Institutional Review Board Representative

        Date

____________________________________________________
____/____/____

Signature of Institutional Review Board Chair


        Date
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