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	APPLICATION FORM – CONTINUING REVIEW

INSTITUTIONAL REVIEW BOARD/HUMAN SUBJECTS COMMITTEE

Office of Research and Sponsored Programs

5500 N. St. Louis Ave., Lech Walesa Hall, Room 0006a
Phone: 773/442-4675 / Fax:773/442-4673 

www.neiu.edu/~sprogram


DIRECTIONS FOR COMPLETING THE CONTINUING REVIEW FORM

1.             Investigator Education:

All investigators (Deans, Directors, Department Heads, faculty, research staff, and student researchers) must complete initial and continuing education requirements in human subject protections.  Otherwise, the submission will not be accepted.  
2.            Submission Procedure:

Submit the collated documents as outlined below to ensure scheduling for IRB review prior to the expiration of IRB approval.  Incomplete submissions (e.g. those lacking original signatures, those missing documents, those that have documents that are missing information, those that are missing documentation of investigator training) will not be accepted.

3.        Use this checklist to ensure your submission is complete:


Completed and signed Continuing Review form 

 Copy of the approved recruitment documents (with the IRB’s approval stamp) that are currently 
being used

Copy of the approved informed consent/assent/parental permission document(s) (with the IRB’s 
approval stamp) that are currently being used 

Any reports to the sponsors since the last initial or continuing review 


Any new amendments (include the “Amendment to Previously Approved Research” form).

If the Amendment includes revised Protocol, research instruments, recruitment and informed 
consent document(s), include copies with revisions highlighted, underlined, shaded etc.

Any adverse event reports 


Copy of IRB approvals from partner institutions, e.g. CPS RRB.  


Abstracts of any presentations and/or publications from this research 
If new subjects will be enrolled, please include: 

Unmarked copies of all recruitment materials*

Unmarked copies of the informed consent/assent/parental permission document(s) 


1 hard copy of the complete Continuing Review packet have been sent to 5500 N. St. Louis 

Ave., ATTENTION ORSP/IRB, Lech Walesa Hall, Room 0006a, Chicago IL, 60625-4699

irb@neiu.edu
1 electronic copy of the complete application packet has been emailed to 

Copy of the complete application packet has been saved for PI’s record 

_____________________

*Unmarked copies will be stamped with the date of approval and returned for use when enrolling subjects
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	APPLICATION FORM – CONTINUING REVIEW

INSTITUTIONAL REVIEW BOARD/HUMAN SUBJECTS COMMITTEE

Office of Sponsored Programs

5500 N. St. Louis Ave., CLS 2108

Phone: 773/442-4672 / Fax:773/442-4673  www.neiu.edu/~sprogram/


	NEIU IRB Protocol No.:
________________________

Date of IRB Review:
________________________

For office use only


DATE APPLICATION COMPLETED:      
	PROJECT TITLE
     

	PRINCIPAL INVESTIGATOR

Name (Last, First)
Degree(s)
University Status
Campus Phone Number

     
     
     
     

	Department
Campus Mailing Address
Mail Code
E-mail Address

     
     
     
     

	List all co-investigators below, including those from other institutions

	

	CO-INVESTIGATOR
 FORMCHECKBOX 

or  FACULTY SPONSOR
 FORMCHECKBOX 

Name (Last, First)
Degree(s)
University Status
Campus Phone Number

     
     
     
     

	Department
Campus Mailing Address
Mail Code
E-mail Address

     
     
     
     

	CO-INVESTIGATOR

Name (Last, First)
Degree(s)
University Status
Campus Phone Number

     
     
     
     

	Department
Campus Mailing Address
Mail Code
E-mail Address

     
     
     
     

	CO-INVESTIGATOR

Name (Last, First)
Degree(s)
University Status
Campus Phone Number

     
     
     
     

	Department
Campus Mailing Address
Mail Code
E-mail Address

     
     
     
     

	CO-INVESTIGATOR

Name (Last, First)
Degree(s)
University Status
Campus Phone Number

     
     
     
     

	Department
Campus Mailing Address
Mail Code
E-mail Address

     
     
     
     


1. INVESTIGATOR AND INSTITUTIONAL ISSUES  
1.1. Report any changes in the study’s personnel in the past year  
1.2. Report any changes in the approved performance sites in the past year 
1.3. Report any changes in funding in the past year 

	


1.4. Have there been any reports to the sponsor(s) in the past year? Y(   N( 

If yes, submit a copy of the reports
2. RESEARCH PROGRESS 

2.1. Provide a summary of progress made in the past year 
2.2. Provide a summary of interim findings from your data in the past year 
2.3. Has the risk/benefit ratio changed based on the interim findings? 
2.4. Report the number of subjects enrolled:  
2.4.1. Male

2.4.2. Female
2.4.3. Minors 

2.4.4. Other vulnerable populations 

2.5. Report the number of subjects who withdrew from participation:  

2.5.1. Male

2.5.2. Female
2.5.3. Minors 

2.5.4. Other vulnerable populations 
2.5.5. Provide reasons for withdrawals 

2.6. Provide a summary of any amendments approved in the past year 
2.7. Provide a summary of any adverse events, including instances of non-compliance and complaints about the research from subjects or others 
2.8. Provide a summary of any publications and/or presentations in the past year 

3. PLANS FOR NEXT YEAR 
3.1. Is the study open for enrollment?                                                Y(  N(
3.2. Is the study closed for enrollment, open for follow-up only?       Y(  N(
3.3. Is the study permanently closed for enrollment?                         Y(  N(
3.4. Is the study open for analysis of identifiable or coded data?       Y(  N(
3.5. Provide a summary of the research activities planned for next year 
INVESTIGATOR’S ASSURANCE

I certify that the information provided in this application is complete and correct.

I understand that as Principal Investigator, I have ultimate responsibility for the protection of the rights and welfare of human subjects, conduct of the study and the ethical performance of the project.

I agree to comply with all NEIU policies and procedures, as well as with all applicable federal, state and local laws regarding the protection of human subjects in research, including, but not limited to, the following:

· The project will be performed by qualified personnel according to the NEIU IRB certified protocol,

· No changes will be made in the protocol or consent form until approved by the NEIU IRB,

· Legally effective informed consent will be obtained from human subjects if applicable, and

· Adverse events will be reported to the NEIU IRB in a timely manner.

I will complete the required educational program on ethical principles and regulatory requirements in a timely manner.

I further certify that the proposed research is not currently underway and will not begin until approval has been obtained. 

______________________________________________________________________________________
________________________

Principal Investigator
Date


FACULTY SPONSOR’S ASSURANCE

By my signature as sponsor on this research application, I certify that the student or guest investigator is knowledgeable about the regulations and policies governing research with human subjects and has sufficient training and experience to conduct this particular study in accord with the approved protocol.

In addition,

· I agree to meet with the investigator on a regular basis to monitor study progress,

· Should problems arise during the course of the study, I agree to be available, personally, to supervise the investigator in solving them,

· I insure that the investigator will promptly report significant or untoward adverse effects to the NEIU IRB in a timely manner,

· If I will be unavailable, as when on sabbatical leave or vacation, I will arrange for an alternate faculty sponsor to assume responsibility during my absence and I will advise the NEIU IRB by letter of such arrangements, and

· I insure that the investigator will complete the required educational program on ethical principles and regulatory requirements in a timely manner.

I further certify that the proposed research is not currently underway , and will not begin until approval has been obtained. 

______________________________________________________________________________________
________________________

Faculty Sponsor* (if PI is a student or a fellow)
Date


*The faculty sponsor must be a member of the NEIU faculty.  The faculty member is considered the responsible party for legal and ethical performance of the project.

DEPARTMENT HEAD SIGNATURE

As department head, I acknowledge that this research is in keeping with the standards set by our department and I insure that the Principal Investigator has met all departmental requirements for review and approval of this research.

______________________________________________________________________________________
________________________

Department Head
Date


Type name of Department Head:      
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