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Boston College

Application for Waiver of Individual Authorization for Use or Disclosure of Protected Health Information
	Boston College Institutional Review Board

Office for Research Protections

140 Commonwealth Ave., Waul House

Chestnut Hill, MA 02467

(617) 552-4778 Fax: (617) 552-0498

 E mail: irb@bc.edu 

	In order to access or use an individual’s Protected Health Information (PHI) in the conduct of research without the express authorization of the individual, the Principal Investigator must obtain a waiver of the HIPAA authorization requirement from the IRB.  



Project Title:      
Protocol Number:      
Principal Investigator Name:      
Please provide the following:
1. Brief Description of the nature and purpose of the research:

     
2. Category(ies) of Waiver requested:

 FORMCHECKBOX 
 It is impracticable to obtain authorization.

 FORMCHECKBOX 
 The waiver poses only minimal risk to the privacy of the subjects.

 FORMCHECKBOX 
 The research could not proceed without the waiver.

3. Justification for the waiver. Simple convenience to the investigator(s) is not sufficient justification. Minimal risk means that the probability and magnitude of harm to a subject’s privacy interest are not greater than those ordinarily encountered in daily life or during routine examinations of the general population.
     
4. What are the sources of the Protected Health Information?

 FORMCHECKBOX 
  Physician/clinic records

 FORMCHECKBOX 
  Lab, pathology and/or radiology results

 FORMCHECKBOX 
  Biological samples obtained from the subjects

 FORMCHECKBOX 
  Interviews/Questionnaires

 FORMCHECKBOX 
  Hospital/medical records (in- and out-patient)

 FORMCHECKBOX 
  Mental health records

 FORMCHECKBOX 
  Data previously collected for research purposes

 FORMCHECKBOX 
  Billing records

 FORMCHECKBOX 
  Other (describe):      
5. Describe the specific PHI to be used or disclosed for the research:

     
6. Indicate the form in which the data will be disclosed for the research:

 FORMCHECKBOX 
  Without any HIPAA identifiers;
 FORMCHECKBOX 
  With a code that can be linked to the identity of the subject, but will be disclosed to the investigator or research team;
 FORMCHECKBOX 
  With only direct HIPAA identifiers (ZIP codes, geographical codes, dates of birth, or other dates only);
 FORMCHECKBOX 
  With unlimited identifiers.
7. Describe the investigator’s plan to protect the identifiers from improper use or disclosure and to destroy them at the earliest possible opportunity consistent with the conduct of the research.  If there is a legal, health or research justification for retaining identifiers beyond completion of the research, please describe:


I assure the BC IRB that the protected health information for which I have requested this Waiver of Authorization will not be reused (i.e., used other than as described in this application) or disclosed to any person or entity other than those listed above, except as required by law, for authorized oversight of this research study, or as specifically approved for use in another study by the BC IRB.

I also assure the BC IRB that the information that I provide in this application is accurate and complete, and that the PHI to which I request is the minimum amount of identifiable health information necessary for my research project.

Signature of Investigator:                                                                                          Date:                                      
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