MEDICAL RESEARCH EVALUATION COMMITTEE

St. Joseph Medical Center, St. Clare, St. Francis, St. Elizabeth and

St. Anthony Hospitals, Franciscan Medical Group, and Franciscan Hospice

HUD ANNUAL REVIEW FORM

Date:______________________
Physician:__________________________________________________________
HUD Protocol Number (if applicable):

HUD Protocol Title:__________________________________________________________
___________________________________________________________________
MREC Approval Date:__________________
Total Number of Patients Treated With This HUD: ______
 
ARE YOU STILL UTLIZING THIS HUD? Yes   FORMCHECKBOX 
      No   FORMCHECKBOX 

IF YES, DATE COMPLETED (SUBMIT CLOSURE REPORT):____________________________
NUMBER OF PATIENTS STILL IN ACTIVE FOLLOW-UP:

Based on your experience with use of the above-referenced HUD, should changes be made to the informed consent process, informed consent documentation, or Patient Information Sheet (if used, or applicable)?  __________*If yes, please attach an explanation and your recommendations for change.
Has new information involving risks or benefits to patients become available?_______________
*If yes, please attach an explanation and source documentation.
Have there been any deaths, hospitalizations, or serious illnesses thought to be associated with the HUD not previously reported?_________*If yes, please attach an explanation of these events.
Is there any other information available regarding this HUD or its use of which the MREC should be aware?___________*If yes, please attach an explanation and source documentation
Please attach a copy of the current consent form (if mandated by the MREC) and any additional information that may be of interest to the committee.

Investigator Signature and Date:




Date:



