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DOCUMENTATION OF IRB APPROVAL:

WAIVER OF INFORMED CONSENT TO USE MEDICAL RECORD INFORMATION (PHI) TO IDENTIFY POTENTIAL RESEARCH SUBJECTS:  RESEARCHER WHO ACCESSES AND USES MEDICAL RECORD INFORMATION FOR THIS PURPOSE IS INVOLVED DIRECTLY IN PROVIDING HEALTH CARE TO THE RESPECTIVE PATIENTS (8.3.1.1)



(To be used when the physician is both the caregiver and investigator)

IRB #:      
Principal Investigator:       

Protocol Title:       
The IRB approved a request for a waiver of the requirement to obtain informed consent to use medical record information (PHI) to identify potential research subjects for a physician (or a member of the personal physician’s health care staff) to use medical record information related to his/her own patients to identify potential research subjects (e.g., to develop a mass mailing). To be used when the physician is both the caregiver and investigator.

In granting approval of this waiver request, the IRB Chair/Vice Chair determined, based on an evaluation of the research procedures and the waiver justification submitted by the principal investigator, all of the following criteria have been met. 

Federal Policy Criteria (45 CFR 46.116 d):

1.          FORMCHECKBOX 
   the research [research activity] involves no more than minimal risk to the subjects.
             a.
 FORMCHECKBOX 
   any identifiable health information recorded for the purpose of identifying patients for subsequent research study recruitment will be stored in a secure manner accessible only to research study investigators who are also involved directly in the health care of the respective patients and;

             b.
 FORMCHECKBOX 
   the recorded identifiable health information of any given patient will be destroyed immediately after (a)determining that the patient does not, in fact, qualify for participation in the research study; or (b) contacting the patient for discussion of the research study and his/her interest in study participation.

2. 
 FORMCHECKBOX 
   the waiver will not adversely affect the rights and welfare of the subjects.
3. 
 FORMCHECKBOX 
   the research [research activity] could not practicably be carried out without the waiver.
4. whenever appropriate, the subjects will be provided additional pertinent information after participation. Regarding this criterion, the IRB has determined that:

a.
 FORMCHECKBOX 
 the subject does not need to be provided with any information about participation in the research procedures for which the waiver was granted since informed consent of these patients will be obtained for actual study participation/collection of their medical record information for study purposes.

