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Complete this form to request a waiver/alteration of HIPAA authorization to access, use, or disclose any protected health information (PHI) that is part of The Carle Foundation Affiliated Health Care Provider Organizations (“Carle”) records for the proposed research.  For more information, see 45 CFR 160 and 164.
1.  Protocol Information

	Carle IRB No.:       
	Date:       

	Principal Investigator:       

	Investigator’s organizational affiliation* for the purpose of this project (list only one):      


*Affiliation means the person is employed by or a member of the workforce of that organization.
2.  Type of Waiver/ Alteration Requested
I am requesting (check one below):
 FORMCHECKBOX 
  partial waiver (partial waivers do not apply to the entire study and are usually limited to study development or 
recruitment purposes).

 FORMCHECKBOX 
  full waiver (covers the duration of the study).
 FORMCHECKBOX 
  alteration (written documentation).

3.  Use or Disclosure of the Following Protected Health Information (PHI) is Requested
PHI means individually identifiable health information (except for certain educational records covered by the Family Educational Right and Privacy Act and certain other education-related documents) transmitted or maintained in any form or medium [electronic means, on paper, or through oral communication] that relates to the past, present, or future physical or mental health or condition of an individual, the provision of health care to an individual, or the payment for such health care.
 FORMCHECKBOX 

Names

 FORMCHECKBOX 

Geographic subdivisions smaller than a state including street address, city, county, precinct, zip code, and their equivalent geocodes, except for the initial three digits of a zip code if, according to the current publicly available data from the Bureau of the Census, the geographic unit formed by combining all zip codes with the same three initial digits contains more than 20,000 people; and the initial three digits of a zip code for all such geographic units containing 20,000 or fewer people is changed to 000.  Describe.       
 FORMCHECKBOX 
   
All elements of dates directly related to an individual.  Describe (include dates of services, treatment, etc.).      
 FORMCHECKBOX 

Ages related to persons over 89 years of age and all elements of dates indicative of such age (except that such age and elements may be aggregated into a category “Age>90”)
 FORMCHECKBOX 

Telephone numbers

 FORMCHECKBOX 

Fax numbers

 FORMCHECKBOX 

Electronic mail addresses

 FORMCHECKBOX 

Social security numbers (check even when they are not part of the study, but are necessary for billing or subject payment purposes related to the study.)
 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.  Describe.      
4.  Affirmations Regarding Risk to Subjects
 FORMCHECKBOX 

The use or disclosure of PHI involves no more than a minimal risk to the privacy of individuals, based on, at a minimum, the presence of the following elements  (each box at 4a, 4b, and 4c must be checked and the requested information provided):

4a.   FORMCHECKBOX 

An adequate plan exists to protect the identifiers from improper use and disclosure.
Describe where and how the PHI will be stored.       
Indicate who will have access to the PHI.  List all of the entities that might have access to the study’s PHI such as Carle IRB, CFH medical staff, sponsors, FDA, data safety monitoring boards, and any others given authority by law.      
Indicate other measures to protect the identifiers from improper use or disclosure.      
4b.   FORMCHECKBOX 

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 explanation of the plan is provided by checking one of the following boxes and explaining the details of the plan.
 FORMCHECKBOX 

All identifiers collected during the study will be destroyed at the earliest opportunity consistent with the conduct of research.  Identify the procedure to be used to destroy all the data collected during the study (electronically, paper, audio/video, photography, other).        

OR

 FORMCHECKBOX 

The identifiers collected during the study will not be destroyed because:       
4c.   FORMCHECKBOX 

Checking this box is an assurance that the statements below will be followed.


The PHI will not be reused or disclosed to any other person or entity except:

1.
As necessary between Carle Affiliates to the extent that information about this Study is placed in the subject’s medical records and Carle Representatives must access the subject’s records as part of his or her treatment.
2.
As required by law,

3.
For authorized oversight of the research project, or 

4.
For other research for which the use and disclosure of PHI is permitted under the Privacy Rule.

5.  Affirmations Regarding the Waiver
Check each box in this section and provide the information requested:

5a.   FORMCHECKBOX 

This research could not practicably be conducted without the waiver.
Explain why it is impracticable to obtain a written Authorization from the research subjects:  
     

5b.   FORMCHECKBOX 

This research could not practicably be conducted without access to and use of PHI.  

Explain why the requested access to PHI is necessary for the conduct of this research project: 
     

5c.   FORMCHECKBOX 

Reasonable efforts will be made to limit protected health information to the “minimum 
necessary” in order to accomplish the intended purpose of the use, disclosure, or request.  

Explain why each piece of PHI obtained under this Waiver is needed to meet the research objectives.       
6.  Sensitive Information

There are additional requirements for confidentiality under Illinois and federal law for the following sensitive PHI:  

(i) psychotherapy notes and other mental health or developmental disabilities treatment information; 

(ii) AIDS/HIV information;

(iii) genetic information; and 

(iv) alcohol or drug abuse treatment information.  

If the study requires review of records containing any of these types of sensitive PHI, please describe any sensitive PHI to which you request access:       
Please note that the Waiver of HIPAA Authorization may not be available to you to review sensitive PHI.  Please contact the Human Subject Protection Office/ Carle IRB at (217) 383-4366 for assistance.

7.  Disclosure Tracking
PHI disclosed outside of the covered entity for the purpose of research must be tracked as required by HIPAA regulations.  This tracking requires researchers to fill out an Accounting Disclosure Tracking form available on IRBNet under Forms and Templates for Carle IRB.  (Please check only 1 of the boxes below)
 FORMCHECKBOX 
  PHI disclosure will be tracked for this research.

Explain who will track PHI disclosure for this project and how the tracking will be done (i.e. use of electronic Accounting Disclosure Tracking Form,  Alternative Accounting for Research Disclosure Tracking Form, use of paper forms, etc.).      
 FORMCHECKBOX 
  No PHI will be disclosed outside of the covered entity for this research.
	JOB AID:  How do I know when I need to track disclosures of PHI?

	Access to and use of PHI is limited to those persons within covered entity
	No tracking required

	PHI is disclosed externally, outside of the covered entity
	Yes, tracking is required


9.  Investigator’s Assurance

By submitting this form, I assure that I agree to the following:  

The information listed in the waiver application is accurate.  All research staff* will comply with the HIPAA Privacy Rule and the waiver criteria.

The information I obtain as part of this research (including PHI) will not be reused or disclosed to any other person or entity other than those listed on this form, except as required by law, for authorized oversight of the research project, or for other research for which the use and disclosure of PHI is permitted under the Privacy Rule.

If, at any time, I want to reuse this information for other purposes or to disclose the information to additional individuals or entities, I will seek prior approval from the Carle IRB.  
I am aware of the legal, regulatory, and ethical requirements to protect human subjects, including without limitation, protection of their personal privacy and the privacy of all information identifying and/or relating to them, and agree to comply with all such human subject protections.
*Research staff is defined as ALL study personnel (including the Principal Investigator) involved in the research.
FOR IRB OFFICE USE ONLY

The IRB Chair or designee has reviewed the Preparatory to Research filing and made the following determination:

 FORMCHECKBOX 

Accepted

 FORMCHECKBOX 

Denied

 FORMCHECKBOX 
  
Additional information is required.

 Comments: 

_____________________________________________        ______________________

Signature of IRB Chair or designee                                           Date
HIPAA Waiver Request V1.3 -060311

Page 3 of 3

