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Protocol #:       

Warning:  Save this document to your own drive before you begin to work with it!

              
Request for Waiver of Authorization to Use/Disclose Protected Health Information(PHI)

1. Research Study Information

	Title of Proposal:       

	Principal Investigator:     

	Department/Division:     

	Address:     

	Telephone #:     

	E-mail:     

	Co-investigators:     

	Coordinator or other contact person (if not PI):     

	E-mail:      

	Telephone:      

	Address:      

	Purpose of the Research Study: (1-2 paragraphs at most, do NOT attach a grant proposal) 
     

	Could you do this research without access to PHI?   Yes   FORMCHECKBOX 
   No    FORMCHECKBOX 

If no, please explain:     


	Dates of HIPAA Waiver use: Estimated Start Date:     /     /        

                                                         Estimated Completion Date:      /     /     


2.  Please describe the reason for requesting this waiver of authorization.

	 FORMCHECKBOX 
  Review of PHI (Medical record, computer files, etc.)

	 FORMCHECKBOX 
  Review of existing data repositories

	 FORMCHECKBOX 
  Requesting a waiver of informed consent

	 FORMCHECKBOX 
  In preparation for recruitment of research subjects

        FORMCHECKBOX 
  Review of appointment logs/schedules

        FORMCHECKBOX 
  Review of existing database of PHI

        FORMCHECKBOX 
  Review of other lists.  Please specify:     

	 FORMCHECKBOX 
  Other:  Please specify:     
     


3.  Use of PHI

	a. Number of charts/subjects to be reviewed:   Total Number:         # per month:           # per year:         

	b. Please list the persons or classes of persons who will have access to (use) PHI at HSL, the purpose of the access and the dates PHI will be accessed:

	Name
	Purpose of Access
	Dates

	     
	     
	           -      

	     
	     
	           -      

	     
	     
	           -      


4.  Type of PHI to be Accessed:

	a. Please check all of the identifiers which are to be used or disclosed.

 FORMCHECKBOX 
  Names

 FORMCHECKBOX 
  Identifying photographic images

 FORMCHECKBOX 
  Telephone Numbers

 FORMCHECKBOX 
  Medical Diagnoses (Specify)      
 FORMCHECKBOX 
  Fax numbers

 FORMCHECKBOX 
  Medical records (Specify)      
 FORMCHECKBOX 
  Address/Residence

 FORMCHECKBOX 
  Medication List 

 FORMCHECKBOX 
  Social Security number

 FORMCHECKBOX 
  Device identifiers, serial numbers

 FORMCHECKBOX 
  Medical record number

 FORMCHECKBOX 
  Biometric identifiers (finger, voice prints)

 FORMCHECKBOX 
  Health plan beneficiary number

 FORMCHECKBOX 
  Other:      



b.  Any geographic subdivisions smaller than a state:
	      FORMCHECKBOX 
  Street                  FORMCHECKBOX 
  City                  FORMCHECKBOX 
  County                 FORMCHECKBOX 
  Precinct                 FORMCHECKBOX 
  Zip Code


c.  Any elements of date:  Date of

	      FORMCHECKBOX 
  Birth            FORMCHECKBOX 
  Admission           FORMCHECKBOX 
  Discharge          FORMCHECKBOX 
  Procedure           FORMCHECKBOX 
  Death           FORMCHECKBOX 
  Age is >89


5.  Type of PHI to be Extracted:



Check here if none:  FORMCHECKBOX 

	a. Please check all of the identifiers which are to be used or disclosed.

 FORMCHECKBOX 
  Names

 FORMCHECKBOX 
  Identifying photographic images

 FORMCHECKBOX 
  Telephone Numbers

 FORMCHECKBOX 
  Medical Diagnoses (Specify)      
 FORMCHECKBOX 
  Fax numbers

 FORMCHECKBOX 
  Medical records (Specify)      
 FORMCHECKBOX 
  Address/Residence

 FORMCHECKBOX 
  Medication List      
 FORMCHECKBOX 
  Social Security number

 FORMCHECKBOX 
  Device identifiers, serial numbers

 FORMCHECKBOX 
  Medical record number

 FORMCHECKBOX 
  Biometric identifiers (finger, voice prints)

 FORMCHECKBOX 
  Health plan beneficiary number

 FORMCHECKBOX 
  Other:      



b.  Any geographic subdivisions smaller than a state:
	      FORMCHECKBOX 
  Street                  FORMCHECKBOX 
  City                  FORMCHECKBOX 
  County                 FORMCHECKBOX 
  Precinct                 FORMCHECKBOX 
  Zip Code


c.  Any elements of date:  Date of

	      FORMCHECKBOX 
  Birth            FORMCHECKBOX 
  Admission           FORMCHECKBOX 
  Discharge          FORMCHECKBOX 
  Procedure           FORMCHECKBOX 
  Death           FORMCHECKBOX 
  Age is >89


6.  Disclosure of PHI (information sent out of HSL):

a.  If this information is to be used outside of HSL, please list the persons, classes of persons, organizations, businesses outside of HSL to whom PHI will be disclosed, the purpose of the disclosure and the dates.

	Name
	Purpose of Access
	Dates

	     
	     
	      -      

	     
	     
	      -      

	     
	     
	      -      

	     
	     
	      -      

	

	b.  For how long will this PHI information be disclosed?      


7.  Protection/Destruction of PHI:

	a.  Please describe your plan to protect PHI from unapproved use or disclosure.  (e.g. data will be locked, secured computer, cabinet, and/or room with access only by study personnel, training of study personnel in HIPAA guidelines and requirements, etc.)

     


	b.  Please describe your plan for destroying identifiers/PHI at the earliest opportunity or provide a justification for retaining identifiers.  (e.g. data will be shredded, disposed of in locked recycle bins, computer files will be deleted, etc.)
     



Principal Investigator/Coordinator Statement

 FORMCHECKBOX 
 I certify that PHI will not be reused or disclosed to any other person, or business or organization except as required by law, for oversight of the research project, or for other research specifically approved by the IRB.

     I agree to abide to the Minimum Necessary Requirement.  (Use only the information reasonably necessary to accomplish the purpose of the project stated on page 1.)

          


                             


     /     /     
     Signature






            Date

          



                              

     /     /     
     Authorized Signature (IRB Chair, designee)


Date 

 All approved studies require an annual review.  

Human Protections Administrator


Hebrew SeniorLife


1200 Centre Street, Boston, MA  02131


Phone:  617-971-5311


    Fax:  617-971-5349


E-mail: irb@hrca.harvard.edu
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