CALIFORNIA PACIFIC MEDICAL CENTER

INSTITUTIONAL REVIEW BOARD

PROGRESS REPORT (Continuing Review Form)
Please type

In order to fulfill its responsibilities, the IRB is required to review projects at least annually.  OHRP interprets “not less than once per year” review to mean review on or before the 1-year anniversary date of the previous IRB review required by 45 CFR 46, even though the research activity may not begin until some time after the IRB has given approval.  The continuation of research after expiration of IRB approval is a violation of the regulations; federal regulations do not allow for a grace period.

INSTRUCTIONS FOR COMPLETING THE PROGRESS REPORT:  Type and complete all blanks.  Submit original plus 17 copies of the Progress Report to IRB Office, 2200 Webster Street, 5th Floor, San Francisco, 94115.  

IRB Study Number:        


IRB Title of Project:       
Principal Investigator:       
IRB APPROVAL EXPIRATION DATE:        
If you wish to designate a contact other than the PI regarding this IRB submission, please list their information below.
Name of Contact:       

Contact’s e-mail:        
Contact’s phone:       
(1) Please indicate the current status of your research study:

 FORMCHECKBOX 

Not yet initiated.   

· When is initiation planned?        [Note: if two years have passed without patient accrual, the IRB will request a resubmission of full protocol.]

· If study will not be initiated and there has been no involvement by human subjects, indicate why.       
 FORMCHECKBOX 
 
Following up on previously enrolled subjects and/or anticipating enrollment of new subjects (Note: attach a copy of the last signed consent form only if any subjects were enrolled in this reporting period).

 FORMCHECKBOX 

Following up on previously enrolled subjects and not enrolling new subjects. 

If following up on previously enrolled subjects are any of these subjects on research related intervention  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

 FORMCHECKBOX 

Data analysis only


 FORMCHECKBOX 

Study Closed


 FORMCHECKBOX 

Other (please explain):      
(2) Please provide a subject status report:

     

Expected to be enrolled at CPMC (IRB approved recruitment goal)



     

Number of subjects enrolled since initiation of the study



     

Number of subjects screened* for enrollment since initiation of study


* “Screened” is defined as any subject who received screening procedures that were performed solely for the purpose of determining eligibility for research and for which informed consent was obtained from the subject prior to the procedures.

     
Total number of subjects enrolled since last IRB’s continuing review (previous year)


     
Number of enrolled subjects withdrawn/terminated/discontinued since last IRB review (previous year): 

      Due to adverse events and/or serious adverse events
      Due to personal preference

      Due to investigator preference

      Due to death

      Other reasons:      
      
Number of subjects who are being followed

     
Number of subjects who have completed the study 

(3) Progress of the project since previous year’s review: 

a)  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
Have the study objectives changed?


If yes, briefly explain.      
b)  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
Have changes been made to the protocol or investigator’s brochure 

since its last review? 

If yes, briefly describe changes.      
c)  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
Are there any preliminary study results to date? 

If yes, briefly describe results.      
d)  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
Have there been any changes in study personnel? 

If yes, briefly describe changes.       
(4) Within this reporting period:

a)  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
Were all serious adverse event (SAE) reports previously submitted to the

 IRB? 
 FORMCHECKBOX 
 N/A – there were no SAE’s this reporting period.
If not all SAEs were reported, please attach the reports and explain why they were not submitted.       
b)  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  Did your site have any protocol violations, deviations, or exemptions



in the last review cycle? 

If yes, please complete the Violation/Deviation/Exemption Summary Report form and submit with this continuing review report.

(5) For Clinical Trials Only:  Within this reporting period, have there been any MedWatch Reports, IND Safety Reports or Investigator Brochure Updates issued by the sponsor that resulted in a revised informed consent document?
 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
If yes:   FORMCHECKBOX 
 Reports previously submitted to the IRB or
 FORMCHECKBOX 
 Reports attached to this form.
(6) During the course of securing informed consent, what information has been requested by the subjects and what questions have been asked that would suggest a need to modify the consent form?  (If none, so state).

     
(7) Have complaints from subjects been received, either orally or in writing, concerning informed consent, the procedures utilized in the research or side effects arising from it? 

 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
If yes, please state the nature of each such complaint, the response to it, and any action taken as a result.       
(8) Have any changes in the scientific literature or interim experience with this or related studies changed your assessment of potential risks or benefits to study subjects or your willingness to continue this research? 

 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
If yes, please explain:        
(9) Please give any conclusions drawn thus far and a summary of any recent literature, findings or other relevant information, within this reporting period.  Attach additional pages if needed. (Note: This section cannot be left blank; write “None” if appropriate.)

     
(10) Within this reporting period, has the study been audited by or have you ever had a citation by any external agency (i.e., FDA, OHRP, NCI, SWOG, NIH)?

  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No
If yes, please explain:        
Investigator’s Assurance:  The information in response to the questions above is accurate.  

____________________________


___________

Principal Investigator’s Signature


Date
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