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_____________________________________________________________________________
NEBRASKA’S HEALTH SCIENCE CENTER          


                   

     OFFICE OF REGULATORY AFFAIRS (ORA)

                                                                                                      Institutional Review Board (IRB)   

STUDY COMPLETION REPORT


1. IRB #:       
2. TITLE OF PROTOCOL:      
3. PRINCIPAL INVESTIGATOR:
     
A. 
Department:      
B. 
Address and/or campus ZIP:      
C. 
Phone:      








D. 
Email Address:      
4. LEAD COORDINATOR:      
A. 
Phone:       
B. 
Email:       
5. Study Status: Mark the status of the study and complete sections as indicated:
	Category:
	Complete Sections: 

	 FORMCHECKBOX 

	a.
	No subjects accrued (NSA) 

Request reclassification of the study: Closed (NSA)

	Sign only the PI’s Assurance 

	 FORMCHECKBOX 

	B.
	Subjects accrued (SA)  

Request reclassification of the study:  Closed (SA)
	1-12

	 FORMCHECKBOX 

	C.
	Subject accrual and treatment and/or research-related tests are complete.  Data analysis is completed or all data have been submitted to the sponsor and the protocol is closed at the institution.  

Request reclassification of the study:  Completed
	1-12


6. PRINCIPAL INVESTIGATOR'S ASSURANCE

The PI verifies that the following obligations to protect the rights and welfare of research subjects were followed during the conduct of this study:

· I certify that I, and all listed research personnel, have conducted this study in a manner that fully protected the rights and welfare of research subjects.
· As the PI, I have fulfilled my responsibility to ensure that this research and the actions of all research personnel involved in conducting the study conform to the: 1) IRB approved application, 2) detailed protocol, 3) HRPP policies, 4) HHS regulations for the protection of human subjects (45 CFR 46), 5) applicable FDA regulations, 6) other applicable federal regulations, and 6) state law.
· As the PI, I have fulfilled my responsibility to ensure that valid informed consent/assent has been obtained from all research subjects or their legally authorized representatives (LARs).  I have ensured that all research personnel involved in the process of consent/assent are trained properly and were fully aware of their responsibilities relative to the obtainment of informed consent/assent according to the HRPP policies, HHS regulations (45 CFR 46), applicable FDA regulations and state law.
· I certify that the minimum amount of protected health information (PHI) necessary has been used and disclosed to conduct this research study.  I implemented reasonable safeguards to protect the PHI at all times.
· I have promptly informed the IRB of internal adverse events, as well as any other problems affecting subjects or others, in the time frame defined by HRPP policies. 
· I have analyzed each MedWatch/safety report to determine if it impacts the risk benefit relationship of the study, the safety of the subjects, or informed consent and promptly submitted external adverse event reports in accordance with HRPP policies. 
· I have promptly informed the IRB if I became aware of:  1) any complaints from research subjects, LARs, or others about research participation; 2) violations of HHS regulations at 45 CFR 46 and applicable FDA regulations; 3) violations of the HIPAA Privacy and Security Rules; or 4) violations of HRPP policies.  
· I have promptly informed the IRB of the results of external audits performed by sponsors, Contract Review Organizations (CROs), cooperative groups or FDA.
· I have not initiated any change in protocol without IRB approval except when it was necessary to reduce or eliminate a risk to the subject, in which case the IRB was notified as soon as possible.
· I have maintained all required research records on file and I recognize that representatives from the IRB, OHRP, HHS, and FDA are authorized to inspect these records.
· I certify that there have been adequate resources and facilities to safely carry out and complete this research.  This includes sufficient staff, funding, space, record keeping capability, and resources necessary to address adverse events and any unanticipated problems involving risk to the subject or others.  
· I have promptly informed the IRB of any significant negative change in the risk/benefit relationship of the research as originally presented in the protocol and approved by the IRB.
· I understand that I was responsible for appropriate research billing in accordance with UNMC Clinical Trial Professional and Technical Fee Billing Policy #8080.
· I certify that I and all other key personnel listed in Section I of the IRB Application disclosed all potential financial conflicts of interest as required and are in full compliance with the UNMC Conflict of Interest Policy 8010.  
______________________________
______________________________
__________

Printed Name of Principal Investigator

Signature of Principal Investigator


Date


Instructions:   The Study Status category (see Section I) determines which subparts must be completed.  Each subpart must be titled using boldface subheadings as described below and addressed independently.  Please include sufficient information to facilitate an effective review by all members of the IRB including non-specialists.  All abbreviations and terms not part of common usage should be defined and simplified language should be used as much as possible.  
Information should be provided by site for all studies involving more than one site for which the UNMC IRB or PedsIRB is the only IRB of record.  
ACCRUAL & DEMGRAPHIC INFORMATION (1-4)  

1. Number of Subjects Approved by IRB

A. How many subjects must be evaluable (i.e., complete the study) in order to achieve the scientific objectives of the study? 
     
Note:  This number must be the same as the number in Section II.3b of the most recently approved IRB Application. 

B. How many subjects did the UNMC IRB approve to be consented for participation in this study?  
     
Note:  This number must be the same as the number in Section II.3c of the most recently approved IRB application.  The IRB approves a maximum number of subjects to be consented, NOT the number of subjects who are eligible after screening, or who are actually evaluable for the aims of the research.  The number of consented subjects may not exceed the maximum accrual approved by the IRB without a change in protocol.  This section refers only to sites approved by the UNMC IRB, for which the UNMC IRB has oversight responsibility.  This does not include other sites participating in a multicenter study that have their own IRB.   
2. Actual Accrual

A. Specify the total number of subjects who have signed the consent form at each study site approved by (i.e., under oversight of) the UNMC IRB as follows:

1) Since initial activation of the study, what is the total number of subjects who have signed the consent form?  
     
2) Since the last IRB continuing review, what is the total number of subjects who have signed the consent form?  
     
B. Specify the total number of subjects who have completed the research at each study site and are evaluable as follows:

1) Since initial activation of the study, what is the total number of subjects who have completed the research and are evaluable?  
     
2) Since the last IRB continuing review, what is the total number of subjects who have completed the research and are evaluable?  
     
3. Distribution of subjects by demographic characteristics

A. Since initial activation of the study, indicate the number of subjects that have signed the consent form:
1) By gender and age:

	Gender/Age
	Number of Subjects

	Male >= 19 years of age
	

	Female >=19 years of age
	

	Male <19 years of age
	

	Female <19 years of age
	


2) By ethnic origin:

	Ethnic Origin
	Number of Subjects

	Caucasian
	

	Black, not of Hispanic origin
	

	Hispanic
	

	Asian/Pacific Islander
	

	American Indian/Alaska Native
	

	Other
	


B. If distribution by gender, age or ethnicity is not known, please explain. 

     
Note: For example, this data may not be available for survey studies which do not collect this information.
4. Subject Withdrawal

A. Since initial approval of the research, was any subject involuntarily removed from the study by the investigator or by the sponsor because of a medical problem related to the study, or because the subject was determined to be ineligible (that is, failed screening after consent was obtained), or because of an adverse event or a protocol violation?  
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes.   Describe the cause of the withdrawal for each subject. Mark withdrawals occurring since the last IRB continuing review with an asterisk (*).  
     
B. Since initial approval of the research, did any subject voluntarily choose to withdraw from the study for any reason? 
 FORMCHECKBOX 
 No 

 FORMCHECKBOX 

Yes.  Describe the reason for the withdrawal for each subject. Mark withdrawals occurring since last IRB continuing review with an asterisk (*). 
      
STUDY RESULTS (5)
5. Study Results

A. If this study was performed SOLELY at UNMC, TNMC, CHMC or UNO, provide a summary of the results of the study.  
     
B. If this study is a multi-center clinical trial (including cooperative group studies), provide a copy of the final study report or most recent group wide progress report.  If a report is not available, please explain.  
     
C. Have any publications resulted from this study?
 FORMCHECKBOX 

 No

 FORMCHECKBOX 

Yes.  Attach two (2) copies of all publications derived from this study since the last IRB review.
ADVERSE EVENTS (6-7)

6. Internal Adverse Events

A. Since initial approval of the research have there been any internal adverse events (unexpected, related or possibly related) reported to the IRB?  
 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes.  Provide a brief summary of the number and nature of the internal adverse events.  Mark events reported since the last IRB review with an asterisk (*).
      
B. Since initial approval of the research, was the frequency of serious and expected, internal adverse events greater than predicted?  
 FORMCHECKBOX 

There were no internal adverse events during this study.
 FORMCHECKBOX 

 No

 FORMCHECKBOX 
  Yes.  Please provide a brief summary of the serious and expected, internal adverse events. 
      
Note:  It is the responsibility of the PI to evaluate if the frequency of these reports is greater than predicted.  

7. External Adverse Events

A. Since initial approval of the research have there been any external adverse events (unexpected, related or possibly related, serious) reported to the IRB? 
 FORMCHECKBOX 

  No

 FORMCHECKBOX 

Yes.  Please provide a brief summary of the number and clinical nature of the external adverse events that resulted in a change in protocol or a revision of the consent form.  Mark events reported since the last IRB review with an asterisk (*). 
      
B. Is there a Data and Safety Monitoring Board (DSMB) for this study?  
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes.  Submit a copy of the most recent DSMB report or provide a copy of the IRB email/letter acknowledgement of the most recent DSMB report.  
     
PROTOCOL DEVIATIONS AND PROTOCOL VIOLATIONS (8-9)

8. Single Subject Protocol Deviations
Since initial approval of the research have there been any single subject protocol deviations approved by the IRB?  

Note: A single subject protocol deviation is: 1) a treatment of an ineligible subject using an IRB approved protocol where the change in eligibility criteria is a minor change; or 2) a minor subject specific deviation from the research plan of an IRB approved protocol.

 FORMCHECKBOX 
  No

 FORMCHECKBOX 

Yes.  Describe each deviation.  Mark deviations reported since the last IRB review with an asterisk (*).  
       
9. Protocol Violations
Since initial approval of the research has there been any protocol violations reported to the IRB? Note: A protocol violation is a deviation from protocol procedures which has not been prospectively reviewed and approved by the IRB.

 FORMCHECKBOX 
  No

 FORMCHECKBOX 

Yes.  Describe each violation.  Mark reported violations occurring since the last IRB review with an asterisk (*).  
     
PROBLEMS AND COMPLAINTS (10-11)

10. Problems Involving Subjects or Others
Since initial approval of the research have there been any events that the IRB has determined were unanticipated problems involving subjects or others reported to the IRB?  

 FORMCHECKBOX 
  No

 FORMCHECKBOX 

Yes.  Describe each problem.  Mark problems occurring since the last IRB review with an asterisk (*). 
     
11. Complaints

Since initial approval of the research have there been any complaints about the research?  Note:  Complaints which should be described are generally expressions of dissatisfaction or a grievance related to research participation. If the complaint relates strictly to a non-research treatment part of the protocol, it is usually not a reportable complaint.
 FORMCHECKBOX 
  No

 FORMCHECKBOX 

Yes. Describe each complaint.  Mark complaints occurring since the last IRB review with an asterisk (*) and indicate the date the complaint was submitted to the IRB.       
INFORMED CONSENT EVALUATION (12)
12. Obtainment and Documentation  

Since initial approval of the research have there been any problems in the obtainment and documentation of informed consent?  

 FORMCHECKBOX 
  No

 FORMCHECKBOX 

Yes.  Provide a brief summary of the problems. Mark problems occurring since last IRB continuing review with an asterisk (*).  
     

GENERAL INFORMATION

· The status (category) of the study per Section I determines which items in Section II must be completed.

SUBMISSION CHECKLIST

· Submit the following items the Office of Regulatory Affairs (UNMC – 7830):

 FORMCHECKBOX 

Final Study Completion Report  

 FORMCHECKBOX 

Either one copy of the consent form used to enroll the last subject or a copy of the consent form (or addendum) used to re-consent a subject in this study, whichever occurred most recently. Note:  The subject’s name and signature must be obliterated to protect confidentiality. 

 FORMCHECKBOX 

One copy of the most recent group wide progress report (for multicenter studies)
 FORMCHECKBOX 

One copy of the most recent DSMB report
 FORMCHECKBOX 

One copy of all publications derived from this study since last IRB review.
SECTION I





SECTION II





SECTION III








Final Study Report (07-27-10)
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