Progress Report/Continuation Request Form 

DIRECTIONS 

This form should be filled out for yearly continuation requests, progress updates, and terminations.

CHECKLIST FOR SUBMISSION:

 FORMCHECKBOX 


Complete form

 FORMCHECKBOX 


A copy of the last 5 consents signed by the subjects since last review
 FORMCHECKBOX 

A copy of the up to date certificates of completion for all study personnel in Human Subjects Protections Training, or a letter stating all the personnel and dates of completion.  Reminder, certification is only for one year.  Please update your certification if needed before submission.

 FORMCHECKBOX 

Up to date consent form with the revision date at the bottom and the study number on the front page. This date should be the date you currently revised it.  Consent forms are approved only for one year from approval date.  All consent forms must be re-approved annually along with the study.  They will be stamped with approval date and expiration date and returned for copying and use.

 FORMCHECKBOX 

Updated CV from the PI, signed with a current date. (CV’s must be updated every 2 years.  If we have the most current on file, please state here:​


)

 FORMCHECKBOX 

1572, (If applicable, a 1572 is a form from the FDA for investigative new drugs)

Please Note – Continuation Approval cannot be granted for studies that contain study personnel lacking in Human Subjects Protections Training.  It is the responsibility of the Principal Investigator to make sure all key personnel including sub-investigators, coordinators, and research nurses, etc. have up to date training.  Please have this training completed before submitting the continuation request.

THIS REPORT SHOULD BE FILED WITH THE IRB OFFICE EIGHT WEEKS PRIOR TO THE EXPIRATION DATE TO ALLOW TIME FOR PROCESSING (CHANGES MAY BE REQUIRED).  If this study is not reapproved prior to the expiration date, the study will be considered EXPIRED.  This means that no subjects may be enrolled and no data may be collected until re-approval is obtained.

send to:







Institutional Review Board









Bellarmine University
Institutional Review Board  PROGRESS REPORT/CONTINUATION REQUEST FORM

IRB #:



INITIAL APPROVAL DATE:  

 

EXPIRATION DATE: 




TITLE OF STUDY: 

PI (faculty):  





  WORKING EMAIL 







Study Coordinator: 





  WORKING EMAIL 








List all other key personnel including those you have given authority to enroll subjects: 








*SEND A COPY OF THE LATEST CERTIFICATE OF COMPLETION FROM THE HUMAN SUBJECTS PROTECTION TRAINING CLASS 

FOR EACH PERSON LISTED AS STUDY STAFF*  

This is a mandatory class for all study personnel to be updated yearly!  The HSC cannot give continuation approval until training is met for all individuals listed on the study.  This includes Principal Investigator, all sub-investigators, coordinators, research nurses, etc.
Are there any issues of non-compliance to self-report? 











Have you or any other personnel on this study ever been barred from research from the FDA or another institution? 





Is this a sponsored study? ( NO      ( YES   If yes, has there been any change in conflict of interest with any key personnel since last review?  ( NO      ( YES   If yes, please complete the conflict of interest form and submit it along with your continuation request.
STUDY INFORMATION:

How many subjects (specimens, charts, people) were approved initially for this study? 


  # ENROLLED TO DATE? 



# COMPLETED 
  (The number we want for #completed is the total amount of subjects/charts/specimens that you are no longer accessing in any way.) 

# WITHDRAWN
 (The number we want for #withdrawn is any subject/chart/specimen that was discontinued for any reason.)

# CURRENTLY UNDER STUDY (intervention/treatment)
 
 (The number we want for currently under the study is the number of subjects/charts/specimens that are currently being looked at.  This does not include data only purposes.
# FOLLOW-UP ONLY  

 (The number of follow-up is the # of subjects that you are looking at for post study data.)

(The number completed, under study, in follow-up and withdrawn, when totaled, should equal the number enrolled).

The following items must be answered.  If the answer is “none” then so state.

Reason for subject withdrawal(s):   













Side effects, complications, or problems encountered in the study not previously reported: 





















(Note: SERIOUS adverse events must be reported as they occur using the Adverse Event Report Form.)  

Has there been any change in the Risk/Benefit assessment based on study results?    ( YES      ( NO

If yes, Explain: 














Are there any proposed protocol modifications?
(YES     ( NO 


(Modifications must be approved prior to implementation, using the Study Amendment Request Form).

What is the enrollment status of the study?     ( CLOSED (No Future/New Subjects)      ( OPEN  ( TERMINATED date   




(Please send a copy of the last 5 consents signed by the subjects since last review.)

PROTOCOL SUMMARY:   

____________________________________________________




___________________

SIGNATURE OF INVESTIGATOR OR PERSON COMPLETING FORM


   
DATE of REPORT
Please attach any recent literature, findings or other relevant information, especially information about risks associated with the research.  For multiple-site studies, this should include available study-wide findings.  

Conflict of Interest Declaration 

Only for sponsored studies!

This form must be filled out for all investigators and key personnel involved with this project.

CONFLICT OF INTEREST (Answer ALL questions, you MUST explain any questions answered YES)
Do you have a proprietary or financial interest in the test product such as a patent, trademark, copyright, or licensing agreement?  YES   FORMCHECKBOX 
   NO  FORMCHECKBOX 
 






Have you entered into or expect to enter into any financial arrangement with study sponsor whereby compensation for conducting the study could be influenced by the outcome of the study? YES FORMCHECKBOX 
  NO FORMCHECKBOX 

(This includes, for example, an equity interest in the sponsor or compensation tied to sales of the product, such as a royalty interest.) 

Do you have a significant equity interest in the sponsor of the study?  YES   FORMCHECKBOX 
  NO    FORMCHECKBOX 

(This would include, for example, any ownership, stock options, or other financial interest whose value cannot be easily determined through reference to public prices.  It also includes an equity interest in a publicly traded company exceeding $50,000 during the period of the study and 1 year thereafter). 

Have you received or expect to receive significant payment of other sorts from the sponsor?  YES   FORMCHECKBOX 
   NO  FORMCHECKBOX 
 [ (This does not include the cost of conducting clinical studies.  This would include, for example, payments made to the investigator or the institution to support activities that have an aggregate monetary value greater than $25,000 (i.e. a grant to fund ongoing research, compensation in the form of equipment, retainers for ongoing consultation or honoraria.)] 

Will you be financially rewarded, directly or indirectly, for the enrollment or participation of subjects? YES   FORMCHECKBOX 
   NO  FORMCHECKBOX 
 
Will you or your department be paid or compensated for subjects enrolled?  YES   FORMCHECKBOX 
     NO  FORMCHECKBOX 
  

Is the funding level contingent upon the number of subjects enrolled?          YES   FORMCHECKBOX 
     NO    FORMCHECKBOX 








Will enrollment of subjects generate medical fees, which will directly or indirectly benefit you or your department?


YES   FORMCHECKBOX 
     NO    FORMCHECKBOX 
 

Study Number: 
     


Study Title 
     












































Research Personnel’s Title 













By Signing below, you certify that the above information is complete and accurate, and you agree to promptly update the above information if any relevant changes occur to your answers.

Research Personnel’s Signature  











Date:  


















