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IRB Number:


Protocol Title:


Initial Approval Date:

Last Approval Date:

Approval Expiration:

	Status of the Study:
	 ___ ACTIVE
	___ INACTIVE
	


	Since this study was last approved by the IRB (check all that apply): 
___ There have been NO modifications made concerning the use of human subjects in this project.
___ There have been NO modifications made to the research protocol.
___ This study has been modified as reported on the following page(s).
___ New participants are no longer being enrolled.

	Informed consent: 
	___ Yes
	____ No
	If yes,
	___ Oral
	___ Written

	For externally supported research projects only, please provide the following information

Identify the agency/company sponsoring this project:  ________________________________________________________

Agency/Company Grant or Contract Number:  ____________________________  Fund Number:  ____________________

On as many attached pages as necessary, please provide the following information.

1. Protocol Abstract (focusing on the research plan)

2. Status Report on the Progress of  the Research  (Including but not limited to the number of subjects accrued; a description of any adverse events or unanticipated problems involving risks to subjects or others, and an explanation of the withdrawal of any subjects from the research and/or complaints about the research)

3. Investigator-Held IND/IDE with FDA  (If there is an investigator-held IND/IDE associated with this study, provide the IND/IDE #, the date of issuance and a copy of the current annual progress report submitted to the FDA)

4. Summary of Recent Literature Relevant to the Study (published since the IRB last reviewed the protocol)

5. Findings Obtained Since the Last IRB Review
6. Amendments and Modifications to the Research Since the Last IRB Review
7. For Multi-Center Trials,  relevant information from other sites (especially about risks associated with the research)

8. Current Consent Form(s) (with the IRB approval stamp) and, if you are still enrolling study subjects, an unstamped original (to be stamped with the continuation approval date)

9. Current Protocol or Research Plan which should include ALL IRB-approved amendments to date (can be either an up-to-date protocol with the amendments incorporated into the body of the protocol OR the past IRB correspondence for each amendment can be attached to a copy of the old protocol).

10. Research Personnel Form – Be sure to list all study personnel who have a significant role in the study. (Pharmacy, Hospital Lab 

       and GCRC personnel are not to be included on the personnel form; you may refer to the form and policy posted on the IRB 

       webpage:  http://www.childrensmrc.org/researchadministration/ORIC/IRB2/)
Please refer to the instruction sheet for required copy numbers when submitting to the IRB office.

-------------------------------------------------------------------------------------------------------------------------------------------------------------------
I certify that this report fully and accurately provides the information requested above and I certify that I have recently performed a thorough literature search, a summary of which is included in this progress report.



	Signature of Principal Investigator
	
	Date of Signature


INSTRUCTIONS FOR PROGRESS REPORT SUBMISSION

Submit ELECTRONIC VERSIONS plus ONE COMPLETE PAPER PACKET of the following items

(send electronic documents to IRB@childrensmemorial.org; the paper copy can be mailed to IRB, Box #205, 
or delivered to the security desk in the Research Center lobby):
1)
“Research Protocol Progress Report” Form [Original report (above form) plus one copy]

· Check all boxes that apply.

Active   = 
Work on the study continues (e.g. subjects are being enrolled and/or data analysis continues, etc.)

Inactive = 
Work on the study is finished (i.e. All subjects have completed protocol specified therapy or interventions.  All data analysis is complete.  This is the final report).

· Fill-in all applicable blanks for externally sponsored research projects.

· Principal Investigator must sign and date the original report (yellow sheet).

· Missing information may delay IRB review and may result in approval termination.

2)
Report (includes all sections listed on the report form)

· Each item must be fully addressed.  

· Comments such as “see last year’s report” will not be accepted.
· *NEW ITEM:  An answer must be provided for item #3 regarding investigator-held IND/IDE #’s.  If this does not apply, please state “Not applicable”.  

· Provide either a summary or publisher’s abstract of all publications cited under item #4 (It is the Principal Investigator’s responsibility to review the literature and to become aware of new developments relevant to the protocol, including safety information and alternative methods or treatments, and to relay any findings to the IRB.)  

· Missing information may delay IRB review and may result in approval termination.

3)
Currently Approved and Stamped Consent and Assent Form(s) (if applicable)

· Consent and assent forms have the same expiration date as the study’s current approval period.  Expired forms may NOT be used to enroll new subjects after the expiration date.  Send photocopies of the IRB stamped consent/assent forms.  Do NOT send the original IRB stamped consent form.

4)
Unstamped Consent and Assent Form(s) (if applicable)

· Required only if subjects are still being enrolled on study.  (After final approval, consent documents will now be stamped and sent to the investigator electronically for use in the new approval period.)
5)
Current Protocol or Research Plan

· Must include ALL IRB-approved amendments to date. (If there have been no amendments, then submit the originally approved protocol/research plan.  If there have been amendments, attach the past IRB amendment correspondence to the amended protocol/research plan or, if an amended protocol/research plan is not available, to the original protocol/research plan.)

NOTE: All new or proposed amendments and new adverse events must be submitted separately from the progress report, 
even if the timing of an amendment or adverse event coincides with the progress report submission.  All items listed on the 
progress report should have already received IRB approval or acknowledgement of receipt.

6) 
Research Personnel Form - Be sure to list all study personnel who have a significant role in the study. (Pharmacy, Hospital Lab and GCRC personnel are not to be included on the Personnel form; you may refer to the form and policy posted on the IRB webpage: http://www.childrensmrc.org/researchadministration/ORIC/IRB2/)

EDUCATION REQUIREMENT:

All investigators and key personnel involved in human subject research must fulfill the IRB’s education requirement.  This requirement must be met for new submissions as well as continuing review submissions.  If the investigator and key personnel have not fulfilled this requirement at the time of IRB approval, a contingency will be placed on the approval.  This will delay the receipt of your approval letter and stamped consent form, which will subsequently delay continuing research and enrollment of new subjects on the study.  The education requirement is fulfilled by either taking the online NIH course at http://cme.nci.nih.gov/ or by reading the articles provided by the IRB Office.  Other options, such as documentation of fulfilling the education requirement of another IRB, will be considered on a case-by-case basis.  
QUESTIONS???  
Primary Contact:  Andrea Slay, Sr. Administrative Assistant at (773) 755-7324
Secondary Contacts: Tricia Hermanek, Research Compliance Coordinator at (773) 755-6324 or

Patricia Zavalza, Research Compliance Coordinator at (773) 755-6592 
Via email at aslay@childrensmemorial.org or thermanek@childrensmemorial.org or pzavalza@childrensmemorial.org 
