UConn Health

APPLICATION FOR ALTERATION OR WAIVER OF HIPAA AUTHORIZATION

Name of Principal Investigator/Project Lead: 

Project Title: 

1.
Indicate what is being requested:

 FORMCHECKBOX 
 
i. Alteration to, or Waiver of, one or more required elements of a HIPAA Authorization.  This option requires completion of Appendix A at the end of this form. 
 FORMCHECKBOX 
 
ii. Waiver of HIPAA Authorization for the duration of a study (e.g. retrospective chart review)
 FORMCHECKBOX 
 
iii. Waiver of HIPAA Authorization for a portion of a study (e.g. telephone screening, also referred to as partial waiver)
	Describe which portion of the study:    


2.
Provide a brief description of the PHI to which use or access is necessary (this may be accomplished by reference to documents within the IRB submission).

	Answer (e.g. medical records will be accessed from which PHI as noted on the data collection tool will be recorded:  


3.
Explain how the use or disclosure of the PHI involves no more than minimal risk to the privacy of individuals by responding to the following: 

3.1
Describe the plan to protect identifiers from improper use and disclosure:    
	Answer: 


3.2
Describe the procedure used to destroy all the identifiers collected during the project (electronically, paper, audio, video, photography, other) and the time frame that represents the earliest opportunity for such destruction consistent with the conduct of the project, OR if the identifiers collected under this alteration/waiver will not be destroyed, indicate that no destruction will occur and explain why: 

	Answer:  


4.
Explain why the research could not practicably be conducted without the alteration / waiver
	Answer:    


5.
Explain why the research could not practicably be conducted without access to and use of the protected health information 
	Answer:    


6.
Explain how PHI obtained for this project under this alteration/waiver is the minimum information needed to meet the objectives.

	Answer:  


7.
Please confirm that individuals using the PHI are aware of and will comply with the requirement to account for disclosures of any PHI under this alteration/waiver.  
	Answer:  


The information listed in the waiver application is accurate and all project staff will comply with the HIPAA regulations and the alteration/waiver criteria.  All staff will have completed the UConn Health HIPAA required training prior to the start of the project.  

I assure that the information obtained as part of this project (including protected health information) will not be reused or disclosed to any person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of protected health information would be permitted by HIPAA. .  If at any time I want to reuse this information for other purposes or disclose the information to other individuals or entities I will seek separate approval.

Principal Investigator (PI)/Project Lead (PL) Signature and Date:   
(If submitted on line sign off on the submission will replace signature and date on this form)
IRB Approval of HIPAA Alteration to or Waiver of Authorization 

for Use / Disclosure of Protected Health Information (PHI)

Pursuant to 45 CFR 164.512 

The IRB has determined that the alteration/waiver of authorization, in whole or in part,  satisfies the following elements:

A. Use or disclosure of protected health information (PHI) involves no more than minimal risk to the privacy of the individuals based on the presence of the following:

a. An adequate plan to protect the identifiers from improper use and disclosure;

b. An adequate plan 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;
c. Adequate written assurances that 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 or disclosure of protected health information would be permitted by this subpart

B. The project could not practicably be conducted without the waiver / alteration; 

C. The project could not practicably be conducted without access to and use of the PHI; 

D.
The PHI has been determined to be necessary for the specified project. 

IRB Approval:

This waiver / alteration has been reviewed and approved under 
Full Board Review
Expedited Review.

Signature of IRB Chair or Authorized Designee


Date

(If reviewed within the electronic system, the reviewer’s approval and category selection on the reviewer form will replace completion of this section)
Appendix A - Request for Alteration of HIPAA Authorization
(Submit this Appendix to the IRB Only When Option 1.i Has Been Selected Requesting an Alteration to or Waiver of 

One or More Required Elements of a HIPAA Authorization) 

	Core Elements of a Valid Authorization 45 CFR 164.508(c)(1)
(Place an X under the appropriate column for each item for which a waiver/alteration is requested)
	Waive 
	Alter

	A description of protected health information (PHI) to be used or disclosed that identifies the information in a specific and meaningful fashion.
	
	

	The name(s) or other specific identification of person(s) or class of persons authorized to make the requested use or disclosure. 
	
	

	The name or other specific identification of the person(s), or class of persons, to whom the covered entity may make the requested use or disclosure
	
	

	A description of each purpose of the requested use or disclosure. The statement “at the request of the individual” is a sufficient description of the purpose when an individual initiates the authorization and does not, or elects not to, provide a statement of the purpose
	
	

	An expiration date or an expiration event that relates to the individual or the purpose of the use or disclosure.  The statement "end of the research study, "none," or similar language is sufficient if the authorization is for a use or disclosure of PHI for research, including for the creation and maintenance of a research database or research repository.  
	
	

	Signature of the individual and date.  If the authorization is signed by a personal representative of the individual, a description of such representative's authority to act for the individual must also be provided
	
	

	Required Statements for a Valid Authorization 45 CFR 164.508(c)(2)
	
	

	A statement regarding the individual's right to revoke the authorization in writing and either:
· The exceptions to the right to revoke and a description of how the individual may revoke the authorization (e.g. name and address of where to send notice); OR
· To the extent that the information about right to revoke authorization is included in the Notice of Privacy Practice (NOPP), a reference to the NOPP 
	
	

	A statement regarding the ability or inability to condition treatment, payment, or enrollment or eligibility for benefits on the authorization, by stating either:
· The covered entity may not condition treatment, payment, enrollment or eligibility for benefits on whether the individual signs the authorization when the prohibition on conditioning of authorization applies; OR
· The consequences to the individual of a refusal to sign the authorization when, in accordance with the provisions allowing for conditioning, the covered entity can condition treatment, enrollment in the health plan , or eligibility for benefits on failure to obtain such authorization  (For example, for a clinical research trial the consequences of not signing an authorization is that participation in the research will not be allowed.) 
	
	

	A statement regarding the potential for information disclosed pursuant to the authorization to be subject to re-disclosure by the recipient and no longer be protected by HIPAA. 
	
	

	Language Requirement of a Valid Authorization 45 CFR 164.508(c)(3)

	Waive 
	Alter

	The authorization must be written in plain language
	
	

	Copy Requirement for a Valid Authorization 45 CFR 164.508(c)(1)
	Waive 
	Alter

	The covered entity must provide the individual with a copy of the signed authorization
	
	


For any item for which a waiver or alteration is requested, describe rationale for the waiver or alteration, and as applicable how the item will be altered:

	Answer:  


PAGE  
4
10/2/2019, 2/1/2018, 3/17/2017, 9/19/16, 4/14/15, 9/29/2003


