Continuing Review Check List  --  Page 2 of 1

                              UNIVERSITY HOSPITALS CASE MEDICAL CENTER             C
INSTITUTIONAL REVIEW BOARD FOR HUMAN INVESTIGATION

CHECKLIST FOR CLOSURE OF AN IRB APPROVED PROTOCOL 

[Version 5/2007]
1. 
Protocol Title:

2. 
IRB Number:  





















Date current approval expires: 

3. 
Principal Investigator:

4. 
Co-Investigator (s):

5. 
Contact Person:

Name:

Department:                           

6. 

Number of subjects enrolled at this site over the entire course of the study      ___________

Number of new subjects enrolled at this site since the last Continuing Review    ___________

(If the study has not had a Continuing Review enter N/A)

7.  Provide a brief summary of the results of the study. 

8.  Answer each of the following questions.  Provide details in the summary for all “Yes” answers.

 [    ] Yes      [    ] No


Are there any data or recent publications relevant to the study that would affect subject risk?

 [    ] Yes      [    ] No


Have subjects withdrawn from the protocol who have not been previously reported?

 [    ] Yes      [    ] No


Are there any published abstracts or articles?  If so, provide the references.

 [    ] Yes      [    ] No


Was the study stopped early due to issues related to subject safety?

 [    ] Yes      [    ] No       Have there been any adverse events, unanticipated problems, or protocol deviations not previously reported?




















    If YES, characterize all adverse events as: 

    a) expected or unexpected for patients in the study; 

    b) serious (including death or life threatening), or non-serious; and

    c) not study related, possibly study related, study related, or unknown relation to study  

Signature of Principal Investigator                                                                                                      Date

Printed Name of Principal Investigator

Send the original and one copy of the completed checklist to:


























Institutional Review Office






















Lakeside – 1400      Mail Stop  LKS 7061

ATTACH A COPY OF THIS FORM TO THE FRONT OF EACH COPY OF THE SUBMISSION

Please Note:

Closure of an IRB Approved Protocol does not need Department Research Committee review. 

Closure of an IRB Approved Protocol is acknowledged by the IRB, by the return of a copy of this form with an IRB date stamp (if two copies are provided).

A protocol that has been closed cannot be reactivated; to continue the study a new protocol must be submitted and approved.

Study documents must be kept for at least 3 years after the end of the study.

If the PI leaves UHCMC/Case then responsibility for the study files must be given to another UHCMC/Case faculty member, or the files sent to the IRB for storage. 

