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Request for Waiver of Health Insurance Portability and Accountability Act (HIPAA) Authorization AND/OR Limited Data Set Use Agreement

	Principal Investigator
	       
	Email
	       

	
	
	Box #
	       

	Department
	       
	Division
	       

	Contact Info for this study

(CRA)
	      
	Email
	      

	
	
	Phone


	 


	Protocol Title
	        

	IRB # (if applies)
	        

	Briefly Describe Purpose of Research
	        


Please complete this form if you intend to use/disclose protected health information, (PHI), in your research without obtaining signed consent from individuals from whom data is being utilized.
Protected health information (PHI) is individually identifiable health information that is collected for treatment, diagnosis, or research purposes.  As a general rule, investigators conducting research in which PHI will be used or disclosed must obtain signed permission (known as an authorization as part of the informed consent) from the individuals from which PHI will be disclosed and/or used.  However, under certain circumstances, the IRB may waive (either fully or partially) the requirement to obtain a HIPAA Authorization. Note: Waivers and exceptions are not available if the research involves collecting sensitive information including information related to AIDS/HIV, mental health, substance abuse or genetics.  In such circumstances all information must be de-identified.
An IRB's authority to approve a waiver or an alteration of the Privacy Rule's Authorization requirement is in addition to the traditional IRB authorities to protect research participants from risks under 45 CFR part 46 (Department of Health and Human Services [HHS] Regulations for the Protection of Human Subjects) and 21 CFR parts 50 and 56 (Food and Drug Administration [FDA] Regulations on Protection of Human Subjects). 
rotected health information Chapter XXX of the IRB Policies and Procedures Manualt 2 documents. 






























This form must be completed when intending to use/disclose PHI in research without obtaining signed authorization of the specific individuals whose PHI is being used/disclosed. Under HIPAA, researchers may obtain, create, use, disclose and/or otherwise access PHI for research purposes through one of the following methods:
Authorization from the Subject/Parent/guardian – If authorization is obtained using an IRB approved informed consent which includes HIPAA language, it is NOT necessary to submit this form.  
Full Waiver of HIPAA – A full waiver waives the requirement for authorization for all uses of PHI for a particular research project (for example, a chart review).  According to the HIPAA Privacy Rule regulations, in order to use or disclose an individual’s PHI in the conduct of research without the authorization of the individual the use or disclosure must represent no more than minimal risk to the subjects. To request a Full Waiver of HIPAA complete Section I.  
Partial Waiver of HIPAA – A partial waiver waives the requirement for authorization only for some uses of PHI for a particular research protocol (for example, accessing PHI for screening/recruitment purposes, preparatory research, or access to Xenobase). Information collected through a partial waiver cannot be shared or disclosed with any other person or entity. To request a Partial Waiver complete Section I.
Limited Data Set – If you are sending data in a limited data set outside of the institution, and the subject has not signed an authorization, a Data Use Agreement (DUA) is required. Complete Section II. 
Research solely on decedents’ information DO NOT complete this form – complete Research Decedent Information Form in the HIPAA section of the IRB website
	SECTION I: Requests for Waiver of HIPAA Authorization (Skip to Section II if only Limited Data Set is Needed)

	1.  Which type of HIPAA Waiver are you requesting:

	 FORMCHECKBOX 
   Full Waiver – Complete waiver of authorization for the use and disclosure of PHI for studies involving minimal risk to the privacy of individuals.

	 FORMCHECKBOX 
   Partial Waiver – Waiver of the requirement for authorization only for some uses of PHI for a particular research protocol (e.g., preparatory research during which no PHI will be removed from the site that houses it in the course of the review; and the PHI for which use or access is sought is the minimum necessary for the research purposes).

	2. Does the use or disclosure of the PHI involve no more than minimal risk to the privacy of the individuals?  

 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No, please explain:      

	3. Explain why the research could not practicably be conducted without the waiver:(Check all that apply)

   FORMCHECKBOX 
 I do not have access to the medical records/contact information for the targeted population.

   FORMCHECKBOX 
 There is no treating clinician available to assist in recruitment of the targeted population.

   FORMCHECKBOX 
 The targeted study population will not be exposed to advertisements/media, or any other institutional programs or activities that would provide the opportunity for screening/recruitment.

   FORMCHECKBOX 
 Retrospective chart review

   FORMCHECKBOX 
 Other – Explain:      

	4. Why do you need the PHI? (Check all that apply)

 FORMCHECKBOX 
 Protected Health Information is required to determine eligibility.

 FORMCHECKBOX 
 Identifiers are necessary to contact the individual to discuss participation.

 FORMCHECKBOX 
 Other, Please explain:      

	5.   What PHI will be accessed (check all that apply):

	 FORMCHECKBOX 
  Name

	 FORMCHECKBOX 
  Account  numbers


	 FORMCHECKBOX 
  Address (including  any part of street, city, county, state and zip codes)
	 FORMCHECKBOX 
  Certificate/license numbers

	 FORMCHECKBOX 
  Elements of dates, except year (i.e. birth 
       date,  admission, discharge, death, etc.)
	 FORMCHECKBOX 
  Vehicle identification numbers and serial 
       numbers including license plates


	 FORMCHECKBOX 
  Telephone number
	 FORMCHECKBOX 
  Medical device identifiers; serial numbers

	 FORMCHECKBOX 
  Fax number

	 FORMCHECKBOX 
  Web URLs

	 FORMCHECKBOX 
  Email address

	 FORMCHECKBOX 
  Internet protocol (IP) address

	 FORMCHECKBOX 
  Social security number 

	 FORMCHECKBOX 
  Biometric identifiers (finger and voice prints)

	 FORMCHECKBOX 
  Medical record number

	 FORMCHECKBOX 
  Full face photographic images or comparable

	 FORMCHECKBOX 
  Health plan beneficiary numbers

	 FORMCHECKBOX 
  Any unique identifying number, 
       characteristic or   code   Describe:       

	6. Provide date range for data to be collected – (MM//YYYY to MM/YYYY):       


	7. Describe the source of the information, and how data will be collected and used (e.g., information will be retrieved from the medical record and utilized to evaluate outcomes, etc.):      


	8. Are there adequate assurances that 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 of disclosure of PHI would be permitted by HIPAA regulations.  
 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No, please explain:       


	9. Describe the plan to protect identifiers or links to identifiers from improper use and disclosure.  Include any physical safeguards (i.e., locked filing cabinets), electronic safeguards (i.e., password protected access, encryption, etc.); personnel training (i.e., privacy protection); etc. :       


	10. When will identifiers collected/recorded for the research activity be destroyed?

 FORMCHECKBOX 
  Immediately, if the individual does not qualify for the study

 FORMCHECKBOX 
  Identifiers collected/recorded for the research study will be stored with the study records and will destroyed with the study records according to federal guidelines/contract specifications.

 FORMCHECKBOX 
  Other, describe:       

	11. List the name of person(s) doing review of the records:           




If a Data Use Agreement is needed, complete Section II. If not, proceed to the Investigator’s Assurance Section at the end of this form, and sign and date.
	SECTION II: LIMITED DATA SET   (Skip this section if requesting a HIPAA Waiver only)            


In accordance with HIPAA regulations, all limited data sets require a Limited Data Set Use Agreement (DUA). A DUA is not needed if a research subject signs a consent authorization form that authorizes data sharing with the recipient or when de-identified data is exchanged for research purposes or data is shared under a subcontract or other form of agreement with the recipient.
The DUA is reviewed, negotiated and signed by the Director, Office of Sponsored Programs, or designee, on behalf of the Institution, not by the Principal Investigator. 
Limited Data Set: PHI that excludes all of the direct identifiers of the individual and of relatives, employers, and household members of the individual, but may include the following: (1) Town, City, State and Zip Code; (2) All dates directly related to an individual, including birth date, admission date, discharge date, and date of death; or (3) Age (years, months, days, hours). Please refer to the “CHECKLIST FOR LIMITED DATA SET USE” for further guidance.  

	1. I confirm that the data elements disclosed pursuant to the terms set forth in the Limited Data Set Use Agreement do not contain any of the following identifiers:

· Names 
· Postal address information, other than town or city, state, and zip code 
· Telephone numbers 

· Fax numbers 

· E-mail addresses 

· Social Security numbers
· Medical record numbers 

· Health plan beneficiary numbers 

· Account numbers 
· Certificate/license numbers 
· Vehicle identifiers and serial numbers, including license plate numbers 
· Device identifiers and serial numbers 
· Web Universal Resource Locators (URLs) 
· Internet Protocol (IP) address numbers 
· Biometric identifiers, including finger and voice prints 
· Full face photographic images and any comparable images 

 FORMCHECKBOX 
  I confirm that the data elements disclosed do not contain any of the above listed identifiers.


	2. What data are you sending? List the data elements in your response (may attach spreadsheet, survey, etc. as is applicable):      


	3. To whom are you sending the limited data set?      


	4. Why are you sending this data? In your response, explain the purpose of the research activity as well as how the data will be used/analyzed:      



*Proceed to the end of this form and complete the investigator assurance, sign and date.

INVESTIGATOR’S ASSURANCE

By signing this form, I agree that the PHI obtained as part of this research will comply with IRB HIPAA policies and procedures regarding the use and disclosure of PHI. It will not be reused or disclosed to any other person or entity other than those identified on this form, except as required by law. If at any time, I want to re-use this information for other purposes or disclose the information to other individuals or entities, I will seek the approval of the IRB. I assume responsibility for all uses and disclosures of the PHI by members of my study team and agree that any breach or suspected breach of confidentiality (data security) meeting the definition of an unanticipated problem will be promptly reported to the IRB.  In addition, I understand that I must account for any disclosures of information (release, transfer, access to, or divulging of information) to anyone other than the covered entities.     
Principal Investigator's Signature
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