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Health Information Portability and Accountability Act (45 CFR 46.164)

HIPAA was intended to protect patient health information.  It is regulated and administered through the DHHS Office of Civil Rights.  HIPAA included numerous methods to access records for purposes such as medical care, public health, legal needs, and quality assurance.  The primary means is an authorization form signed by the subject.
Waiver of authorization is a last option. It allows you to obtain protected information about patients without their knowledge or agreement.  Should the patient ever ask for disclosure, this disclosure must be revealed.

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send completed package to submit@eandireview.com
	A. Study Involved

	Project Title
	     

	Company
	     

	Assigned Number
	     


	B. Nature of the Request

	B.1.  How much of the Authorization is to be waived?

	Authorization forms have a number of elements that must be included, such as who is sending information and who is receiving it, what information is requested and for what purposes.  Most often this waiver is used when authorization is not to be requested at all; that is, choice c, below.

	a
	Delete some of the elements
	 FORMCHECKBOX 

	Which elements are to be waived or altered?       


	b
	Alter some of the elements 
	 FORMCHECKBOX 

	

	c
	Delete all of the elements
	 FORMCHECKBOX 

	

	B.2  What fields are being requested?

	a
	Check which of the 18 HIPAA fields are needed for your study
If nothing is checked, are you really getting PHI?
	 FORMCHECKBOX 

Names

 FORMCHECKBOX 

All geographic subdivisions smaller than a state, including street address, city, county, precinct, zip code, and their equivalent geocodes

 FORMCHECKBOX 

All elements of dates (except year) for dates directly related to an individual, including birth date, admission date, discharge date, date of death
 FORMCHECKBOX 

Telephone numbers

 FORMCHECKBOX 

Fax numbers

 FORMCHECKBOX 

Electronic mail addresses

 FORMCHECKBOX 

Social security numbers

 FORMCHECKBOX 

Medical record numbers 

 FORMCHECKBOX 

Health plan beneficiary numbers
	 FORMCHECKBOX 

Account numbers

 FORMCHECKBOX 

Certificate/license numbers

 FORMCHECKBOX 

Vehicle identifiers and serial numbers, including license plate numbers

 FORMCHECKBOX 

Device identifiers and serial numbers

 FORMCHECKBOX 

Web Universal Resource Locators (URLs)

 FORMCHECKBOX 

Internet Protocol (IP) address numbers

 FORMCHECKBOX 

Biometric identifiers, including finger and voice prints

 FORMCHECKBOX 

Full face photographic images and any comparable images

 FORMCHECKBOX 

Any other unique identifying number, characteristic, or code 

	b
	What other possibly identifying fields will be used?
	 FORMCHECKBOX 

Subject initials or       

	B.3.  To which subjects should this apply?

	a
	To all of the subjects in this study
	 FORMCHECKBOX 

	Please clarify:      

	b
	To only one cohort, specifically: 
	 FORMCHECKBOX 

	


	C. Regulatory Questions

	
	PHI is Individually Identifiable Health Information that is Protected under HIPAA
	Explain why or how each criteria is met

	a
	Why is the PHI needed for this study?
	     

	b
	Why is it not practical to get the PHI with authorization or using another HIPAA route?
	     

	c
	What PHI is being disseminated?  Is it the minimum necessary?  
	     

	d
	Describe the plan to protect identifiers?    
	     

	e
	Describe the plan to destroy identifiers? Is it as early as possible? 
	     

	f
	How do you assure the PHI will not be re-used by the recipient?   
	     

	g
	What other HIPAA duties do you have to the patients if this waiver is granted?
	     

	h
	Why should this use of PHI be considered no more than a minimal risk of harm to privacy?
	     

	i
	Are you also requesting a separate waiver of consent to be in research?  If yes, the Common Rule or FDA requirements will apply.  (see Form 26A)
	     


	Signatures
	Principal Investigator
· I certify that this information is complete and is correct.

· I accept ultimate responsibility for the release of any information.

	Signature
	

	Printed name
	     

	Title
	     

	Date
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