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	Request for Waiver of HIPAA Authorization



2111 West Braker Lane, Suite 100 ● Austin, TX 78758 ● P: 512.380.1244 ● F: 512.382.8902 ● salus@salusirb.com
	Sponsor:       

Protocol #:       
Name of Investigator or Project Manager:       


In accordance with the Privacy Rule (45 CFR Parts 160 and 164 of the Health Insurance Portability and Accountability Act of 1996), for covered entities to use or disclose PHI for research purposes without the patient or participant’s authorization, a covered entity must obtain a waiver of authorization from an IRB or Privacy Board. A waiver/alteration must be approved prior to the collection, use, and disclosure of PHI when the information is used or disclosed by a covered entity preparatory to research or in conjunction with a waiver or alteration of informed consent.

	For Salus IRB to grant approval to use or disclose PHI under a waiver of the authorization, the IRB must find that the request involves no more than minimal risk to the privacy of individuals by ensuring the request satisfies the criteria on this form. 


	Section A: 

Please identify the contact information and individual completing this form (for questions and clarification).
Name:       
Phone Number:       
Email:       

	Section B: 

Type of Request (check all that apply):

 FORMCHECKBOX 
  Partial Waiver*:  Prescreening/screening or identifying prospective research participants

 FORMCHECKBOX 
  Partial Waiver*:  Contacting or recruiting prospective research participants

 FORMCHECKBOX 
  Full Waiver:  Used in conducting the research without signed HIPAA Authorizations

*If a partial waiver is approved, you must obtain documentation of informed consent and/or authorization from the prospective participants prior to study enrollment.
1. Explain why the recruitment/research cannot practicably be carried out without the partial/full waiver of authorization:      
2. Explain why the recruitment/research cannot practicably be conducted without access to and use of the PHI:      


	Sponsor:       

Protocol #:       
Name of Investigator or Project Manager:       


	Section C: 
Please indicate each element of PHI you propose to use or disclose. The Privacy Rule requires that researchers use the minimum amount of PHI necessary to accomplish the objective(s) of the research.

 FORMCHECKBOX 
 Names
 FORMCHECKBOX 
 Address, city, county, ZIP code (including any geographic subdivision smaller than a state)
 FORMCHECKBOX 
 All elements of dates (i.e., birth date, admission date, discharge date, date of death)

 FORMCHECKBOX 
 Telephone numbers
 FORMCHECKBOX 
 Fax numbers
 FORMCHECKBOX 
 E-mails 
 FORMCHECKBOX 
 Social security numbers
 FORMCHECKBOX 
 Medical history or record numbers
 FORMCHECKBOX 
 Health plan numbers
 FORMCHECKBOX 
 Account numbers
 FORMCHECKBOX 
 Certificate/license numbers
 FORMCHECKBOX 
 Device identifiers and serial numbers
 FORMCHECKBOX 
 Web universal resource locators (URLs)
 FORMCHECKBOX 
 Internet protocol (IP) address numbers
 FORMCHECKBOX 
 Biometric identifiers, including fingerprints and voiceprints
 FORMCHECKBOX 
 Full-face photographic images and any comparable images
 FORMCHECKBOX 
 Any other unique identifying numbers, characteristics, or codes:
Please specify:      
AND
Include a copy of the data collection tool or describe how the data will be collected, used and/or disclosed.


	Sponsor:       

Protocol #:       
Name of Investigator or Project Manager:       


	Section D: 

Please identify your plan to protect health information identifiers from improper use and disclosure.

1. Who will have access to the PHI? Access should be limited/restricted to only those who have a need to know for the research.
 FORMCHECKBOX 
 Principal Investigator    FORMCHECKBOX 
 Sub-Investigators    FORMCHECKBOX 
 Study Coordinator

 FORMCHECKBOX 
 SMO

 FORMCHECKBOX 
 Sponsor/CRO or other third party (describe):      
 FORMCHECKBOX 
 Other (identify by title(s)):      
2.  Are the individuals above required to sign confidentiality statements?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No 

 If no, please explain:        
3.  In what form will the PHI obtained be maintained? 

 FORMCHECKBOX 
 Paper  

Will the documents be stored in a secure, locked area with limited access?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If no, please describe your plan for securing this information:      
Specify where is the location of this area: 
AND/OR

 FORMCHECKBOX 
 Electronic 

Please indicate your plan to secure the electronic data: 

 FORMCHECKBOX 
  Replace the identifiers with a unique code and storing identifiers in a separate location and/or device

 FORMCHECKBOX 
  Never store identifiers on portable electronic devices, such as laptops, portable hard drives, flash drives, USB memory sticks and smart phones, unless encrypted
 FORMCHECKBOX 
  PHI will be transferred only over secure networks or as encrypted files

 FORMCHECKBOX 
  PHI will only be transferred using encryption

 FORMCHECKBOX 
  Remove and destroy identifiers as soon as possible

 FORMCHECKBOX 
  De-identification:  once data has been de-identified, it no longer qualifies as PHI

 FORMCHECKBOX 
  Destruction of data.  At what point will data be destroyed?       
 FORMCHECKBOX 
  Other:      
4.  Will the system be secure with limited access and password protection?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

Indicate by title(s) who has access to the electronic system: 
5.  Describe any additional plans to protect the PHI from improper use and disclosure. 


	Sponsor:       

Protocol #:       
Name of Investigator or Project Manager:       


	Section E: 
Please identify your plan to destroy identifiers at the earliest opportunity consistent with the conduct of the research (absent a health or research justification for retaining them or a legal requirement to do so).
1. If the prospective individual enters the study, will the PHI collected become part of the participant’s source document?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If No, describe what is done with the PHI:      
2. Do you intend to ask ineligible individuals for permission to retain the PHI obtained under this waiver for future research opportunities?  FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

3. If the ineligible individual does not give permission for their PHI to be retained, what is your plan to destroy identifiers (check all that apply):

 FORMCHECKBOX 
 Redact/obliterate/black out the identifiers

 FORMCHECKBOX 
 Delete the identifiers from the computer system

 FORMCHECKBOX 
 Shred the information
 FORMCHECKBOX 
 Other (please specify):      
 FORMCHECKBOX 
 N/A

4. When do you plan to destroy the identifiers? Identifiers must be destroyed at the earliest opportunity.

For Partial Waivers (preparatory to research purposes/recruitment)

 FORMCHECKBOX 
 After contact with prospective participant
 FORMCHECKBOX 
 Enrollment

 FORMCHECKBOX 
 Study accrual

 FORMCHECKBOX 
 Other (please specify):       
For Full Waivers (retrospective research)

 FORMCHECKBOX 
 End of Study

 FORMCHECKBOX 
 Other (please specify):       
5. How will identifiers be destroyed (check all that apply):

 FORMCHECKBOX 
 Redact/obliterate/black out the identifiers
 FORMCHECKBOX 
 Delete the identifiers from the computer system

 FORMCHECKBOX 
 Shred the information
 FORMCHECKBOX 
 Other (please specify):      

	Section F:

Additional Information -

For requests for Partial Waivers, please provide the following information:

Name of Company:  
Name of Accounts Payable Contact:  
Address (including city, state & zip):  
Telephone number:  
Email of Accounts Payable Contact (all invoices sent via email):  
For requests for Full Waivers, please include this form in addition to the Initial Review (Protocol) submission (Form 100). Please also include the Request for Waiver of Informed Consent, as applicable.


	Sponsor:       

Protocol #:       
Name of Investigator or Project Manager:       


	Certification Statement:

My signature below indicates that I have reviewed the information provided in this request and the attached documents.  In addition, by signing this form I certify;

· The information within this form is accurate and complete; and

· I will follow the requirements of all federal, state, and local laws, including HIPAA Privacy Rule (Title 45 CFR Parts 160 and 164) and the determinations and requests of Salus IRB; and
· The PHI 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.
Further, if I am not the Principal Investigator, by signing this form, I certify that I am authorized to submit this information and sign this form on the Principal Investigator’s behalf.

Printed Name of Investigator (or Authorized Designee) or Sponsor Representative 


Signature of Investigator (or Authorized Designee) or Sponsor Representative 

Date


	SALUS IRB USE - Expedited Review:

The Sponsor/Investigator has provided sufficient information to indicate this request meets the criteria identified in 45 CFR 160 and 164, for Partial or Full Waiver of HIPAA Authorization. I agree that; 
 FORMCHECKBOX 
 The waiver involves no more than minimal risk and falls into categories (1) - (7) of research that can be reviewed using the expedited procedure.

OR

 FORMCHECKBOX 
 The waiver does not involve minimal risk and I defer to Convened Board Review

 FORMCHECKBOX 
 My review of this item represents that I have no conflicting interests with the Sponsor, Investigator, or Protocol. 
Printed Name of Reviewer (Chair or Designee): 









Signature of Reviewer 
(Chair or Designee):








Date: 
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