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Office of Research Subject Protection 
	Health Insurance portability and accountability act (Hipaa) compliance

(for HIPAA Guidance see Policy http://irbpolicies/?policy=206.2 )

	Principal Investigator:
	     

	Protocol Number & Title:
	     

	I.  Protected Health Information (PHI)

	Protected health information (PHI) is individually identifiable health information that is collected for treatment, diagnosis, or research purposes.  Under Privacy Rule provisions, research data that includes any of the 18 identifiers listed below cannot be considered de-identified.  An investigator may only use PHI for research with one of the following:

	Does your study involve access (looking at), use or disclosure of PHI?

	 FORMCHECKBOX 

	NO – If no [image: image2.wmf]HIPAA does not apply.  Check “NO” and submit form to the IRB. 

	 FORMCHECKBOX 

	YES – If yes, complete the rest of section I  and section II, III, or IV as needed

	Check any PHI identifiers you will be assessing, recording or disclosing among the following:

	
	PHI Identifiers
	Accessing
	Recording
	Disclosing

	1.
	Patient/subject name
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	2.
	Address street location
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	3.
	Address town or city*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Address state*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Address zip code*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	
	Elements of dates (except year) related to person, i.e., date of birth, admission or discharge dates, date of death*
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	4.
	Telephone number
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	5.
	Fax number
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	6.
	Electronic mail (email) address
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	7.
	Social security number
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	8.
	Medical record numbers
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	9.
	Health plan beneficiary numbers
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	10.
	Account numbers
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	11.
	Certificate/license numbers
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	12.
	Vehicle identification number and serial numbers including license plates
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	13.
	Medical device identifiers
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	14.
	Web URLs
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	15.
	Internet protocol (IP) address
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	16.
	Biometric identifiers (finger and voice points)
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	17
	Full face photographic images
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	18.
	Any unique identifying number, characteristic or code
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Please provide the following information:

	a.
	How will research data be collected and maintained?      

	b.
	How will information be recorded?
	 FORMCHECKBOX 
Data collection sheet (submit copies)
	 FORMCHECKBOX 
Electronically (submit copies)

	c.


	Describe your plan to protect the identifiers from improper use or disclosure:     

	d.


	List any outside entities (i.e. sponsor, insurance company, regulatory agencies, data mngt, etc) to whom PHI will be disclosed:

     

	e.


	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 informed consent and authorization to use or disclose PHI? 
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	If no complete Section II

	g.
	Are you planning to use a limited data set with a business or data use agreement?
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	If yes complete Section III

	h.
	Are you requesting a partial waiver of authorization for screening or recruitment? 
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	If yes complete Section IV

	II.
	Waiver of HIPAA Authorization Request  

(If you are using a limited data set, you do not need to request a waiver of HIPAA authorization)
	NA FORMCHECKBOX 


	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.  IRB approval of a waiver of HIPAA authorization will be contingent on the following:

	a.
	Explain why the research could not practicably be conducted without the waiver     

	b.
	Explain why the research could not practicably be conducted without access to and use of PHI     

	c.
	Explain your plan to destroy identifiers at the earliest opportunity (specify either the plan or the reason retention is justified)     

	d.
	Will PHI be reused or disclosed to any other person or entity, (except as required by law, for authorization oversight of the research project, or for other research project, or for other research for which the use or disclosure of PHI would be permitted by regulation)?

	
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	 FORMCHECKBOX 
If yes, describe how/to whom:     

	III.
	Limited Data Set
	NA FORMCHECKBOX 


	The Privacy Rule permits a covered entity to use and disclose PHI included in a limited data set, without obtaining an authorization or documentation of a waiver or an alteration of authorization.  

Of the 18 PHI items listed in section I, items w/ 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 with asterisk (*) In Section I 

	
	 FORMCHECKBOX 
Yes
	 FORMCHECKBOX 
No
	If Yes, please attach a completed Data Use Agreement.

	IV.
	Partial Waiver of HIPAA Authorization for Screening/Recruitment Request
	NA FORMCHECKBOX 


	If it is impracticable to obtain a potential subject’s prior authorization (i.e. the researcher does not have access to patient records, the treating clinician is unable to approach patients on behalf of the researcher, etc.), the researcher may ask the IRB to grant a partial waiver of the patients authorization for screening/recruitment purposes.

	a.
	Describe how data will be collected and used      

	
	NOTE: Information collected through a partial waiver for recruitment cannot be shared or disclosed to any other person or entity 

	b.
	Why do you need the PHI? (check all that apply)

	
	1.  FORMCHECKBOX 
 Protected health information is required to determine eligibility

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

	
	3.  FORMCHECKBOX 
 Other: Explain     

	c.
	Why can’t the research practicably be conducted without the partial waiver? (check all that apply)

	
	1.  FORMCHECKBOX 
 I don’t have access to the medical records/contact information of the targeted population

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

	
	3.  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

	
	4.  FORMCHECKBOX 
 Assistance from treating clinicians has been historically minimal, producing sub-par accrual

	
	5.  FORMCHECKBOX 
 Other: Explain      


	For IRB USE ONLY

	Category of HIPAA
	(Authorization REQUIRED
	(Authorization WAIVED
	(Limited Data Set with Data Use Agreement
	(Partial Waiver issued for recruitment only

	Approved (Yes  (No
	Date of approval:
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