The Wright Center for Graduate Medical Education
Institutional Review Board
WCGME-IRB
	Principal Investigator Request for 

Waiver of HIPAA Privacy Authorization for Research


	Please provide contact information for a representative who can answer any questions that the IRB might have concerning this submission:

	Name:
	     

	Position:
	     

	E-mail:
	     

	Phone #:
	     

	Alt. Phone #:
	     


	Form Instructions:

· Enter the information in the appropriate fields on this page.  

· You will need to provide specific information after question 2. Please delete the text “<Type your response here>” and enter your answer.  Instructions on how to answer the question are in a box following this line.  Delete the instruction box after answering the question.
· All submissions must be typed.
· 
All submissions must be signed or initialed as required.
· For new protocol reviews, submit this form along with the rest of your paperwork.
· This form is available on the STRP-IRB website at: http://www.strpweb.org/IRB-Forms.htm



	Date:  
	February 3, 2011

	Principal Investigator:
	     

	Protocol #:
	     

	Protocol Title:
	     


	The Principal Investigator must: (1) initial all of the blanks at questions 4, 5, 6, 7 and 8 in order to certify that these required HIPAA elements will be met, and (2) to provide answers and descriptions to questions 2, 3, 4.a., 4.b., 5 and 7.


1. This is a request to waive patient authorization for: (check all that apply)
 FORMCHECKBOX 
 identifying and recruiting subjects.
 FORMCHECKBOX 
 enrolling subjects.

2. The following protected health information will be created, collected, used or disclosed as a result of the subject’s participation in this research:  

<TYPE ANSWER HERE:  Principal Investigator must describe PHI >
	NOTE TO PI – Please delete this box before submitting this form to the IRB:


Investigator must list/describe the personal health information that will be created, used and/or disclosed to determine the subject’s eligibility for the study and information obtained through the course of the study. The list/description must contain sufficient specificity to identify the information in a specific and meaningful fashion. The following list provides examples and categories for investigators to consider listing here (Note, as a general rule, the more sensitive the information, the more specifically it should be described, i.e. HIV results):

-     Complete past medical history to determine eligibility criteria listed in informed consent

· Information about HIV/AIDS

· Information about hepatitis infection

· Information about sexually transmitted diseases

· Information about other infectious diseases that must be reported to Public Health authorities

· Records of physical exams

· Laboratory, x-ray, MRI, and other test results

· Diaries and questionnaires

· Records about study medications or drugs

· Records about study devices

· Information related to diagnosis and treatment of a mental health condition




3. Does the use or disclosure of protected health information involve a risk to the individuals?

<TYPE ANSWER HERE:  Principal investigator must describe the risk.  (If none so state.)>
4. _____ I certify that the use or disclosure of protected health information involves no more risk to the privacy of individuals then disclosed above and that the protection of PHI is based on, at least the following elements:

a. An adequate plan is in place to protect the identifiers from improper use and disclosure. The plan is described as follows: 

<TYPE ANSWER HERE:  Principal Investigator must describe plan>

b. An adequate plan is in place to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by law. The plan is described as follows: 

<TYPE ANSWER HERE: Principal Investigator must describe plan>

c. The protected health information will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use of disclosure of protected health information would be permitted by HIPAA regulations;

5. _____I certify that the research could not practicably be conducted without this requested waiver.  Explain why it is impractical to conduct the research without the waiver of authorization:

<TYPE ANSWER HERE >

6. _____I certify that this research could not practicably be conducted without access to and use of the protected health information.

7. _____I certify that I will only access PHI under this waiver until the following date:       
8. _____I certify that the PHI to be created and used is the minimum necessary in order to achieve the goals of the research.  
	
	
	

	Signature of Principal Investigator


	
	Date


	IRB Use Only

This waiver was approved under:  Full review ___
Expedited review ___

Signature of IRB Administrator or Board Chairman

Approval Date

Expiration Date




IRB Use Only
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