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I.	Does your study involve the access, use or disclosure of protected health information (PHI)?  
PHI = Individually identifiable health information that is collected for treatment, diagnosis, or research purposes.

|_| Yes   |_| No   If no, do not proceed.  HIPAA does not apply.

a) If yes, indicate with an “X” any PHI identifiers you will be accessing, recording, or disclosing among the following.
	PHI Identifiers
	Accessing
	Recording
	Disclosing

	1. Patient/Subject Name
	[bookmark: Check42]|_|
	[bookmark: Check43]|_|
	[bookmark: Check44]|_|

	2. Address street location
	[bookmark: Check45]|_|
	[bookmark: Check46]|_|
	[bookmark: Check47]|_|

	3. Address town or city*
	[bookmark: Check48]|_|
	|_|
	|_|

	Address state*
	[bookmark: Check49]|_|
	|_|
	|_|

	Address zip code*
	[bookmark: Check50]|_|
	|_|
	|_|

	Elements of dates (except year) related to person, i.e., date of birth, admission or discharge dates, date of death*
	[bookmark: Check51]|_|
	|_|
	|_|


	4. Telephone number
	[bookmark: Check52]|_|
	|_|
	|_|

	5. Fax number
	[bookmark: Check53]|_|
	|_|
	|_|

	6. Electronic mail (email) address
	[bookmark: Check54]|_|
	|_|
	|_|

	7. Social security number  
	[bookmark: Check55]|_|
	|_|
	|_|

	8. Medical record numbers
	[bookmark: Check56]|_|
	|_|
	|_|

	9. Health plan beneficiary numbers
	[bookmark: Check57]|_|
	|_|
	|_|

	10. Account numbers
	[bookmark: Check58]|_|
	|_|
	|_|

	11. Certificate/license numbers
	[bookmark: Check59]|_|
	|_|
	|_|

	12. Vehicle identification numbers and serial numbers including license plates
	[bookmark: Check60]|_|
	|_|
	|_|


	13. Medical device identifiers
	[bookmark: Check61]|_|
	|_|
	|_|

	14. Web URLs
	[bookmark: Check62]|_|
	|_|
	|_|

	15. Internet protocol (IP) address
	[bookmark: Check63]|_|
	|_|
	|_|

	16. Biometric identifiers (finger and voice prints)
	[bookmark: Check64]|_|
	|_|
	|_|

	17. Full face photographic images
	[bookmark: Check65]|_|
	|_|
	|_|

	18. Any unique identifying number, characteristic or code
	[bookmark: Check66]|_|
	|_|
	|_|



Under Privacy rule provisions, research data that includes any of the 18 identifiers listed above cannot be considered de-identified. Authorization from the subject or a waiver of authorization granted by the IRB is required.
a) 
b) [bookmark: Check73][bookmark: Check74]Will there be a link (code) to identifiers?  |_| Yes	 |_| No
c) [bookmark: Text25]List all locations of records you are accessing:      
d) [bookmark: Text32]List all outside entities (i.e., sponsor, insurance company, regulatory agencies, data management, etc.) to whom PHI will be disclosed:      
e) [bookmark: Text33]Describe how PHI will be kept confidential so that those not materially involved in the study will not be able to view or record this information?      
f) Are you obtaining this information for recruitment purposes and requesting a partial waiver of authorization? 
|_| Yes   |_| No   If yes, complete Section III.
g) Are you obtaining this information for study purposes (i.e. data analysis, follow-up)?   |_| Yes   |_| No
If yes, are you obtaining informed consent and authorization to use or disclose PHI? |_| Yes   |_| No
If no, complete Section IV.
II	Use of a Limited Data Set
Of the 18 PHI items listed in the previous table, items with an asterisk (*) may be included and considered a 
“limited data set.”  Use of data under the provision of a “limited data set” requires the signing of a data use agreement by the researcher (the recipient of the PHI in the limited data set).

a) Will you be using a limited data set for your study? (i.e., you checked only those boxes next to items in blue asterisk(*)?)  |_| Yes	|_| No	If yes, please attach a completed Data Use Agreement.

III	Request for Partial Waiver of HIPAA Authorization for Recruitment

a) Describe how data will be collected and maintained:       
b) Describe your plan for destruction of identifiers:       
Note: Information collected through a partial waiver for recruitment cannot be shared or disclosed to any other person or entity.

c) [bookmark: Text30]Explain why you need the partial waiver:      
d) Explain why the research could not practicably be conducted without the partial waiver.      
IV	Request for Waiver of HIPAA Authorization
According to HIPAA Privacy Rule regulations, in order to use or disclose an individual’s PHI in the conduct of research without the express authorization of the individual, the use or disclosure must not represent more than minimal risk to the subjects and the following criteria must be met.
a) [bookmark: Check71]How will information be recorded? |_| Data Collection Sheet  (submit hardcopy) 
[bookmark: Check72]|_| Electronically (submit electronic or hardcopy)
b) [bookmark: Text26]Describe your plan to protect the identifiers from improper use or disclosure:       
c) [bookmark: Text27]Describe your plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research:       
d) [bookmark: Check69][bookmark: Check70][bookmark: Text31]Will PHI be reused or disclosed to any other person or entity, (except as required by law, for authorized oversight of the research project, or for other research for which the use or disclosure of PHI would be permitted by regulation)? |_| Yes  |_| No	If yes, describe how/to whom:      
e) [bookmark: Text28]Explain why the research could not practicably be conducted without the waiver.      
f) [bookmark: Text29]Explain why the research could not practicably be conducted without access to and use of the PHI.      
In your opinion, does your study meet all the above criteria for a waiver of HIPAA authorization?	|_|Yes	|_|No
For IRB Office Use:	Approved   |_| Yes	|_| No			Date of Approval:  ______________
	
Category of HIPAA Authorization
|_| Authorization   REQUIRED
|_| Authorization WAIVED
|_| Limited Date Set with Data Use Agreement
|_| Partial waiver issued for recruitment only


