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	REQUEST FOR WAIVER or alteration OF HIPAA AUTHORIZATION requirement



	This application should be used when seeking to waive or alter, in whole or in part, the requirement to obtain an Authorization before using or disclosing protected health information (“PHI”). Note:  This request is for a waiver of authorization under federal law only.  This application does not address privacy requirements under state or local laws.

Send your questions or submission to:  InitialStudySupport@quorumreview.com.
Note: Incomplete or missing information and/or attachments will result in a delay of Board review.


	Please indicate level of waiver/alteration:
	 FORMCHECKBOX 
 Protocol Level (for use at all sites who choose to rely on this waiver/alteration)

 FORMCHECKBOX 
 Site Level (for use at one site only)

	Protocol Number:
	     
	Sponsor:
	     

	Protocol Title:      

	

	Section i – Sponsor/Site Information and Contacts

	

	Site Information (if site level request)

	PI Name:
	     

	Site Name:
	     

	Address:
	     

	City:
	     
	State/Province:
	     
	ZIP/Postal Code
	     

	Phone:
	     
	Fax:
	     

	E-mail:
	     
	

	

	Contact Information  (site and sponsor level request)

	Primary Contact Person    FORMCHECKBOX 
 same as above (site)

	Name:
	     
	Title:
	     

	Address:
	     

	City:
	     
	State/Province:
	     
	ZIP/Postal Code
	     

	Phone:
	     
	Fax:
	     

	E-mail:
	     
	

	Institutional/Additional Contact (to whom additional set of approval documents should be sent):

	Name:
	     
	Title:
	     

	Address:
	     

	City:
	     
	State/Province:
	     
	ZIP/Postal Code
	     

	Phone:
	     
	Fax:
	     

	E-mail:
	     
	

	Quorum Web Portal (OnQTM)

	Quorum will use the provided e-mail address(es) to establish a Quorum Web Portal account. Through the Portal, users can—at no cost—access approval documents, make secure electronic submissions, and view study startup reports. 

Please check below only if you do not want a Quorum Web Portal account. 

 FORMCHECKBOX 
 Principal Investigator (if Site Level Request)

 FORMCHECKBOX 
 Primary Contact
 FORMCHECKBOX 
 Institutional/Additional Contact

	Billing Information- select one

	 FORMCHECKBOX 
This HIPAA Waiver is being submitted for a Site involved in a Centralized Study under the jurisdiction of Quorum Review. (If billing information is not provided below, Quorum will automatically contact the Central Study Billing Contact for Centralized Study Sites, please skip to the next section.) 
 FORMCHECKBOX 
Invoices for IRB services should be sent to:


	Name:
	     
	Title:
	     

	Company:
	     

	Address:
	     

	City:
	     
	State/Province:
	     
	ZIP/Postal Code:
	     

	Phone:
	     
	 Fax:
	     

	E-mail:
	     

	Note:  Please note: HIPAA Waiver Requests with 3rd party billing responsibility are not processed until billing has been verified in writing. If a Site Level Request, the Principal Investigator is ultimately responsible for outstanding balances. Payment terms are net 30 days from invoice date.  

	Shipping Information

	Please check below to indicate preference on how you would like to receive official Quorum correspondence.  (Check all that apply) 

 FORMCHECKBOX 
 OnQ™ Secure Portal (no charge)

 FORMCHECKBOX 
 Hard Copy via USPS standard mail (no charge)

 FORMCHECKBOX 
 Other ( provide method and account#       

	Section II – Purpose of Waiver or Alteration of HIPAA Authorization

	

	1. Please select the purpose of the waiver/alteration request (select only one):

	 FORMCHECKBOX 
 Partial Waiver

(select an option to the right)
	 FORMCHECKBOX 
 Waiver is requested to disclose PHI outside a covered entity for the purposes of contacting and recruiting individuals into a study

 FORMCHECKBOX 
 Waiver is requested to collect PHI over the phone, fax, internet, or e-mail from individuals

 FORMCHECKBOX 
 Waiver is requested for any other use and disclosure for only part of the study as described:      

	 FORMCHECKBOX 
 Full Waiver
	Waiver is requested for complete access, use, recording, and/or creation of records containing PHI, but only as described in the IRB/REB approved or exempt protocol or research plan.

	 FORMCHECKBOX 
 Alteration of Authorization
	Permission is requested to remove some, but not all, of the required elements of authorization. Request to alter the following required elements:

 FORMCHECKBOX 
 Signature and date

 FORMCHECKBOX 
 Other:      

	A. SUPPORTING DOCUMENTATION: If not already submitted, please attach a copy of the protocol or research plan, including all data collection tools/screeners/scripts, for requests for full waivers and alterations. For requests for partial waivers and alterations only affecting part of the research, please describe the research activity related to the request and attach any data collection tools/screeners/scripts:      
*PLEASE NOTE: Quorum generally does not consider requests for waivers until after the protocol/research plan or activity and all data collection tools/screeners/scripts are approved or determined to be exempt or not human subject research. If Quorum is not the IRB of record for your study, you must provide proof of approval/determination of exemption or not human subject research.

	2. Indicate below all PHI that will be collected, recorded, used, or disclosed during the course of the research activities (check all that apply).  

	Individual identifiers:  (check all boxes that apply)

	 FORMCHECKBOX 
 Names  

 FORMCHECKBOX 
 Addresses (including any part of street address, city, state, or zip code) 


 FORMCHECKBOX 
 Dates directly related to an individual (except year), please list:       
 FORMCHECKBOX 
 Age information for those over 89
 FORMCHECKBOX 
 Telephone and/or fax numbers

 FORMCHECKBOX 
 Email addresses

 FORMCHECKBOX 
  Web URLs

 FORMCHECKBOX 
 Internet protocol (IP) address numbers

 FORMCHECKBOX 
 Social Security Numbers  
	 FORMCHECKBOX 
 Medical record numbers  

 FORMCHECKBOX 
 Health plan beneficiary numbers

 FORMCHECKBOX 
 Device identifiers and serial numbers

 FORMCHECKBOX 
 Account Numbers

 FORMCHECKBOX 
 Certificate/license numbers

 FORMCHECKBOX 
 Vehicle identifiers and serial numbers, including license plate numbers

 FORMCHECKBOX 
 Biometric identifiers (finger and voice prints)

 FORMCHECKBOX 
 Full face photographic images

 FORMCHECKBOX 
 Any other unique identifying number, characteristic, or code (please describe):      

	3. Does the use and disclosure of the PHI identified above involve no more than minimal risk to the privacy of the individuals?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	4. Is the PHI identified above the minimum PHI necessary for the purposes of the research?  

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If “no,” explain:       

	5. Within the covered entity, will access to the PHI identified above be limited to only those individuals who need to have access to the PHI for performance of the research activity?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	6. Within the covered entity, will each individual who has access to the PHI identified above be subject to a confidentiality agreement, business associate agreement, or similar obligation to protect the confidentiality of the PHI?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	7. Describe any physical safeguards implemented within the covered entity to protect hard-copy data containing the PHI from improper use or disclosure:  (check all boxes that apply)

	 FORMCHECKBOX 
 Locked filing cabinet 

 FORMCHECKBOX 
 Locked filing room  
	 FORMCHECKBOX 
 Limited personnel access 

 FORMCHECKBOX 
 Other:      

	8. Describe any electronic safeguards implemented within the covered entity to protect electronic data containing the PHI from improper use or disclosure:  (check all boxes that apply)

	 FORMCHECKBOX 
 Password-protected access 

 FORMCHECKBOX 
 Firewall  
	 FORMCHECKBOX 
 Automatic shutdown of unused screen

 FORMCHECKBOX 
 Other:      

	9. Describe any additional measures to protect PHI from improper use and disclosure:  

	  FORMCHECKBOX 
 Staff training in privacy protection 
	    FORMCHECKBOX 
 Other:      

	10. Is any of the PHI described above entitled to special protection under federal or state law (e.g., information regarding drug/alcohol use or treatment; HIV status; sexually transmitted disease diagnosis or treatment; or mental illness diagnosis or treatment)?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No   

If “yes,” what precautions will be taken to protect the information?       


	11. Will any of the PHI described above be transmitted to, shared with or otherwise disclosed to another organization or entity?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If “yes,” specify each entity involved in the disclosure and/or chain of custody: (check all boxes that apply)  

	 FORMCHECKBOX 
 SMO  
 FORMCHECKBOX 
 CRO

 FORMCHECKBOX 
 Outside recruitment vendor  

      FORMCHECKBOX 
 Outside data analysis vendor
	 FORMCHECKBOX 
 Site Monitor  

 FORMCHECKBOX 
 Sponsor 
 FORMCHECKBOX 
 Journals for publication

      FORMCHECKBOX 
 Other:       

	12. Must each entity indicated above have access to the PHI for performance of the research activity? 
 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

If “no,” explain:       

	13. Will each entity indicated above be subject to a confidentiality agreement, business associates’ agreement, or other obligation of confidentiality?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
If “no,” explain:       

	14. When will the identifiers collected/recorded for the research activity be destroyed? (Identifiers must be destroyed at the earliest opportunity) (check all boxes that apply)  
 FORMCHECKBOX 
 Immediately, if the individual does not qualify for the study

 FORMCHECKBOX 
 Upon enrollment of the individual into the study

 FORMCHECKBOX 
 Identifiers collected/recorded for the research activity will be stored with the study records and will be destroyed with the study records according to the following schedule:       
 FORMCHECKBOX 
 Other:      
If there is no plan to destroy identifiers, please provide a health, research, or legal justification for retaining the identifiers:         

	15. Describe why it is not practicable (feasible) to conduct the proposed research activities without the Waiver or Alteration of Authorization:       

	16. Describe why it is not practicable (feasible) to conduct the proposed research activities without access to and use of the PHI requested:       

	By signing and submitting this application, it is confirmed that the information is accurate and that the Principal Investigator or Sponsor (if submitted by the PI’s designee or, if protocol level request, the Sponsor’s designee authorized to submit on behalf of the PI or Sponsor) is aware of the information contained in this submission and that:
· Only the minimum necessary PHI to the research activity will be used or disclosed as described in this Request;
· 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 the PHI would be permitted under the HIPAA Privacy Rule.


	PRINTED NAME:      

	TITLE:      

	SIGNATURE:
	DATE:      


Thank you for your interest in working with Quorum Review.  If you have any questions please don’t hesitate to contact us:

Initial Study Support
Quorum Review IRB
1601 Fifth Ave., Ste. 1000
Seattle, WA 98101
Phone:  206-448-4082
Fax:  206-448-4193
InitialStudySupport@quorumreview.com
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