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Creighton University Institutional Review Board                                                                    
2500 California Plaza, Omaha, NE 68178 ( Phone: 402-280-2126 ( Fax: 402-280-4766

Campus Address: Criss I, Room 104
Email: irb@creighton.edu



Progress Report for

Continuing Review or Project Termination IRB-02 Social Behavioral Research
Please check one:

 FORMCHECKBOX 
 Continuing Review

 FORMCHECKBOX 
 Project Termination

NOTE: 
For projects previously approved at a convened meeting, continuing review materials should be submitted at least three weeks prior to the expiration date of the current approval period. (Submit this original reporting form signed by the investigator and seven (7) copies for full board review.) Check website for meeting schedules and the deadline for document submission.
For projects that were initially approved using the expedited process, continuing review materials should be submitted at least one week prior to the expiration date of the current approval period. (Submit this original reporting form signed by the investigator for expedited review.)

For termination of projects, project termination materials should be submitted prior to the expiration date of the current approval period. (Submit this original reporting form signed by the investigator.)

1. Contact and Study Information
Date of report:      
	Study Title: 
	     

	
	
	Human Subject Training Complete
	Date Training

Expires

00/00/00
	Current CU Financial Conflict of Interest Form has been filed

	IRB Number:
	     

	Study Sponsor or Funding Agency
	     

	Principal Investigator (include degree): 
	       
	 FORMCHECKBOX 
 Yes
	     
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	Phone: 
	     
	Email: 
	     

	Department & School: 
	     

	Person Responsible for Regulatory Documents (if other than the PI): 
	     
	 FORMCHECKBOX 
 Yes
	     
	 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

	Phone: 
	     
	Email: 
	     

	Date of the original approval or the date of the last renewal for this study: 
	     

	Project was initially reviewed as:   FORMCHECKBOX 
  Full Board Review     

                                                        FORMCHECKBOX 
  Expedited Review

                                                      Assigned risk of this project by the IRB:       
Type of Project:   FORMCHECKBOX 
  Multi-institution with external sponsorship

                             FORMCHECKBOX 
  Multi-institution with Creighton University as lead institution 

                             FORMCHECKBOX 
  Single Center (CU IRB is the only IRB providing oversight)
	


2. Project Status—Please check one of the following, as appropriate:

 FORMCHECKBOX 

Continuing with no changes in procedure, risks, or type of human subjects since the last review (either original approval or last continuing review)
 FORMCHECKBOX 

Continuing with changes in procedure, risks, or type of human subjects since the last review. List the changes made and the date approved by the IRB to either the protocol or to the consent/permission/assent/HIPAA authorization documents:        

(If you have additional changes to this project that have not been approved, please submit the change under separate cover for approval.)

 FORMCHECKBOX 

Completed, no further contact with human subjects is planned, no further data analysis using identifiable information is planned,  and study termination is requested. If completed, date of project termination:       (A final report is required)
 FORMCHECKBOX 

Never initiated; request project termination
3. Project Sites—This project is being conducted at the following Creighton sites or Creighton-affiliated sites:

	 FORMCHECKBOX 

Creighton University (including ambulatory centers)

	 FORMCHECKBOX 
  Creighton University Medical Center/St. Joseph Hospital (patient is admitted as inpatient or outpatient) 

	 FORMCHECKBOX 

Alegent Health Facilities 

 FORMCHECKBOX 
  Boystown National Research Hospital 

 FORMCHECKBOX 
  Missouri Valley Cancer Consortium

	 FORMCHECKBOX 

Other (please specify):
	     


4. Brief Description of This Project (200 words or less)        
5. Study Enrollment
Please attach one signed copy of each type of consent/permission/assent/HIPAA authorization documents that were used to enroll subjects during the last approval period, if subjects were enrolled during the last approval period (for auditing purposes).
	Total number of subjects enrolled in the study since initial approval:
	     

	(A subject is defined as anyone signing a consent/permission/assent)

	Number of subjects enrolled since the last review (if this is the first review this number and the total will be the same):
	     

	Breakdown of subjects enrolled since study began (numbers of subjects)

	Male                Female       
Adult subjects with diminished decision-making capacity who require a legally authorized/surrogate signature:      
	Vulnerable Populations

Children (<19 years of age):      
Prisoners       (If someone has been incarcerated during enrollment, this must be reported as an unexpected problem and the subject must be withdrawn or continued enrollment must be reviewed and approved by the IRB at a convened meeting, unless the study was originally reviewed for prisoners)


	Is enrollment of subjects ongoing?
	 FORMCHECKBOX 
 Yes
  FORMCHECKBOX 
 No

	If YES, number of subjects yet to be enrolled:     

	


6. Study Withdrawal
a. Have any subjects withdrawn from the study since the project began? (Please report subjects who have withdrawn of their own choice and those who have been withdrawn by the investigator or sponsor.)    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If YES, how many?      
Reason withdrawn?      
b. Have any subjects withdrawn since the date of the last approval? (Please report subjects who have withdrawn of their own choice and those who have been withdrawn by the investigator or sponsor.)    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
If YES, how many?      


Reason withdrawn?      
7. Reportable New Information Submitted Since the Initial Approval

Has any reportable new information been reported since the project began?   FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Categories:
a. Harms (Adverse Events) that were unexpected and related 
b. Changes to the protocol taken without prior IRB review to eliminate apparent immediate hazard to a research participant 
c. Incarceration of a participant 
Complete the table below to identify all reportable new information. (For more than three reported problems; this form may be unlocked to add rows to table below.)

	Event #
	Category
	Date sent to IRB
	Subject ID
	Event Description
	Causality
	Outcome

	1. 
	     
	     
	     
	     
	     
	     

	2. 
	     
	     
	     
	     
	     
	     

	3. 
	     
	     
	     
	     
	     
	     


Categories
d. Breach of confidentiality  
e. Complaint of a participant when the complaint indicated unexpected risks or the complaint could not be resolved by the research team 
f. Protocol violation 
Complete the table below to identify all reportable new information. (For more than three reported problems; this form may be unlocked to add rows to table below)

	Event #
	Category
	Date sent to IRB
	Subject ID
	Event Description
	Plan of Action

	1.
	     
	     
	     
	     
	     

	2.
	     
	     
	     
	     
	     

	3.
	     
	     
	     
	     
	     


Monitoring/Auditing (include Federal Audits)

Has this project been monitored/audited either internally or externally since the last approval/renewal?

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If YES, please complete the following table:

	
	Date 
	Who Monitored?
	Significant Findings

	1. 
	     
	     
	     

	2. 
	     
	     
	     

	3. 
	     
	     
	     


Has this project ever had a “for cause” (suspected noncompliance) audit?

 FORMCHECKBOX 
 No    FORMCHECKBOX 
 Yes, date of audit       
8. Protocol Deviations 
Have any protocol deviations been noted since the project began?  FORMCHECKBOX 
 Yes
   FORMCHECKBOX 
 No

If YES, how many?       


Please describe the nature of each deviation (please number each occurrence).      
 FORMCHECKBOX 
  Check if separate report attached    

9. Progress Report
A statement concerning the progress is required at all reviews. Please check the appropriate box for the status report of this study.
 FORMCHECKBOX 
  If this project has not been initiated, please write a brief explanation as to why enrollment is delayed:       
 FORMCHECKBOX 
  If enrollment has been initiated, please write a brief summary of the findings of the research thus far, even if you have only preliminary data to report:      
 FORMCHECKBOX 
  If the project has been initiated, but there are no findings to date, please provide a brief summary of the general progress of the project (e.g., recruitment problems, safety, etc):      
 FORMCHECKBOX 
  If this project is sponsored, please attach the most recent dated sponsor report (sponsor report is required after the second renewal). If this is a multi-center project for which Creighton University is the lead institution, the annual report must include all aggregate data (e.g., unanticipated problems involving risks to participant or others, total enrollments) from all sites. If you have submitted a sponsor report within the last renewal period, please attach to this application for full board review (abstracts, DSMB reports are acceptable progress reports).
 FORMCHECKBOX 
  Check if separate report attached. Date of attached report (required):       
10. Application Checklist

	 FORMCHECKBOX 
  If submitted for review at a convened meeting, submit an original and seven (7) double-sided copies of the following to the Social-Behavioral IRB. Identify the documents with the assigned IRB number.
OR
 FORMCHECKBOX 
  If submitted for expedited review, submit one original copy to the IRB office. Identify the documents with the assigned IRB number.
 FORMCHECKBOX 

Completed Progress Report for Continuing Review or Project Termination
 FORMCHECKBOX 
  Other attachments noted in this form 

	One copy for stamping if project is open to accrual or documents are needed to update subjects already enrolled (NOTE: As of March 2012, consent documents no longer have an expiration date. If your consent documents have been stamped without an expiration date and no revisions were made, you DO NOT need to resubmit.):
 FORMCHECKBOX 

Informed consent document 

	 FORMCHECKBOX 

Parental permission document, if children less than 19 years of age are involved 

	 FORMCHECKBOX 

Assent document for ages 7-11 years of age 

	 FORMCHECKBOX 
  Assent document for ages 12-18 years of age 

	 FORMCHECKBOX 

HIPAA Authorization 

	
Submit one copy of each of the following (submit only if a subject signed in the past renewal period; if project is closed to accrual or no subjects were enrolled during this renewal period, no audit documents are required):

	 FORMCHECKBOX 

Subject-signed copy of consent for audit 

	 FORMCHECKBOX 
 Subject-signed copy of permission and/or assent for audit

	 FORMCHECKBOX 

Subject-signed copy of HIPAA Authorization

	 FORMCHECKBOX 
 Other attachments:
	     

	 FORMCHECKBOX 

Other (explain): 
	     


11. Study personnel update: (this section does not need to be completed if the project is being terminated)
Study Responsibilities

	1
	Obtain Informed Consent*

	6
	Perform study-related activities with participants (including observation)*

	2
	Make subject eligibility/enrollment* decisions
	7
	Submit and maintain IRB approvals and renewals

	3
	Data collection
	8
	Maintain documentation for Investigator Site File

	4
	Data entry


	9
	Other (please specify)



	5
	Data analysis


	
	

	* Requires Protection of Human Subject Certification

	Investigator/Study Personnel Name (include degree/credentials)
	*Only √ if a change in personnel has not yet been reported to the IRB
	Role in the Study (Investigator, Data Entry, Technician, Student Investigator)
	Responsibilities (list the number from the Study Responsibilities table above)
	Protection of Human Subject Certification current 

	Please note: if study personnel will be involved in the consent process, they must be listed as an investigator on the consent/permission/assent documents.

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	     
	     
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 N/A

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	     
	     
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 N/A

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	     
	     
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 N/A

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	     
	     
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 N/A

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	     
	     
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 N/A

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	     
	     
	 FORMCHECKBOX 
 Yes 
 FORMCHECKBOX 
 N/A

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	     
	     
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 N/A

	     
	 FORMCHECKBOX 
 added

 FORMCHECKBOX 
 removed
	     
	     
	 FORMCHECKBOX 
 Yes 

 FORMCHECKBOX 
 N/A


If investigators have been added or removed, please update investigator section of the consent/permission/assent documents if these documents are still required for your study (closed enrollment may not require consent/permission/assent change).
12. Principal Investigator’s Assurance

I certify that the approved protocol and approved method for obtaining informed consent have been followed during the period covered by this progress report. I also certify that the information provided for continuing review is complete and accurate to the best of my knowledge.

Signature of Principal Investigator

Date

Signature must be the Principal Investigator; the PI may not delegate to other investigators. Signature must be original (not a stamped signature); a faxed or scanned original is acceptable.
Progress Report for Continuing Review, 11/10
1
Creighton University Institutional Review Board
Please note: Red text indicates directions for completing this application
Progress Report for Continuing Review, 4/12
7
Creighton University Institutional Review Board

