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University of New England Institutional Review Board (IRB)
Application for Approval to use Protected Health Information
Research Project Title: [Enter project title here]
Principal Investigator(s): 
Protected Health Information (PHI) is individually identifiable information that relates to a person’s present or future physical or mental health or condition, transmitted or maintained in any form.  PHI may be identifiable if it includes any of the 18 identifiers listed in the regulations.
For submission requirements, see Sections III.B.1 and II.D of the UNE Policies, Procedures and Guidance on Research with Human Subjects.  

For help completing this form, consult the IRB Administrator at irb@une.edu or the HIPAA Privacy Officer at hipaa@une.edu.
A. basic information   

1. Identify in detail the PHI to be collected and the source(s) of the PHI.

2. Where will the PHI will be stored?
3. Who will have access to the PHI?

4. How will the PHI be protected?
5. Will all PHI collected during the study will be destroyed at the earliest opportunity consistent with the conduct of research? 
 FORMCHECKBOX 
 yes
 FORMCHECKBOX 
 no
Please explain why/why not.

6. When and how will the PHI be destroyed?

B.  Requested APPROVAL Category   

Please specify which means of approval you believe applies:  To check a box, double-click on it.
 FORMCHECKBOX 
  Authorization – Complete B.1
 FORMCHECKBOX 
  Waiver of Authorization – Complete B.2
 FORMCHECKBOX 
  De-Identified Data – Complete B.3
B.1. Authorization
Please use the template below to create a HIPAA authorization form.  The form should not conflict with the Informed Consent document.  Alternatively, if it seems appropriate, the HIPAA authorization may be incorporated into the Informed Consent document.  
Note:  Where a covered entity conducts the research study, the Authorization must list the names or other identification of ALL persons (or all classes of persons), who will have access through the covered entity (CE) to the protected health information (PHI) for the research study (e.g. research collaborators, sponsors, and others who will have access to data that includes PHI). Examples may include, but are not limited to the following: 

· Data coordinating centers that will receive and process PHI;

· Sponsors who want access to PHI or who will actually own the research data; and/or

· UNE Institutional Review Board or Data Safety and Monitoring Boards. 

If the research study is conducted by an entity other than the CE, the authorization need only list the name or other identification of the outside researcher (or class of researchers) and any other entity to whom the covered entity is expected to make the disclosure. 

B.2. Waiver of Authorization
1. Will the disclosure of PHI pose more than minimal risk?
 FORMCHECKBOX 
 yes*
 FORMCHECKBOX 
 no
Please explain why/why not.

2. Could the research practicably be conducted without the waiver? 
 FORMCHECKBOX 
 yes*
 FORMCHECKBOX 
 no
Please explain why/why not.

3. Could the research practicably be conducted without access to and use of the PHI? 
 FORMCHECKBOX 
 yes*
 FORMCHECKBOX 
 no
Please explain why/why not.

* 
This answer disqualifies the research from the Waiver of Authorization.  
For approval, the investigator must seek Authorization or De-Identify the PHI data.
B.3. De-Identified Data
Will any of the following identifiers be collected, recorded or used by any study personnel?
1. Name 
 FORMCHECKBOX 
 yes*      FORMCHECKBOX 
 no

2. Any geographic subdivision smaller than a state, including street address, city, county, precinct, ZIP Code, or their equivalent geographical codes
 FORMCHECKBOX 
 yes*      FORMCHECKBOX 
 no

a. Do you plan to use the initial three digits of a ZIP Code? 
 FORMCHECKBOX 
 yes        FORMCHECKBOX 
 no

If yes, according to the current publicly available data from the Bureau of the Census:

b. Does the geographic unit formed by combining all ZIP Codes with the same three initial digits contain more than 20,000 people? 
 FORMCHECKBOX 
 yes        FORMCHECKBOX 
 no

c. If no, Will you change the initial three digits of a ZIP Code for all such geographic units containing 20,000 or fewer people to 000? 
 FORMCHECKBOX 
 yes       FORMCHECKBOX 
 no*
3. Any element of a date (except for year) for any date directly related to an individual, including the birth date, admission date, discharge date, date of death; or any age over 89 or any element of a date (including year) indicative of such age, except that such ages and elements may be aggregated into a single category of age 90 or older. 
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
4. Telephone number
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
5. Fax number
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
6. Electronic mail address
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
7. Social security number
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
8. Medical record number
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
9. Health –plan beneficiary number
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
10. Account number
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
11. Certificate/license number
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
12. Vehicle identifier or serial number, or license plate number
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
13. Device identifier or serial number
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
14. Web universal resource locator (URL) 
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
15. Internet protocol (IP) address number
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
16. Biometric identifier, including fingerprint or voiceprint
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
17. Full-face photographic image or any comparable image
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
18. Any other unique identifying number, characteristic, or code, unless otherwise permitted by the Privacy Rule for re-identification
 FORMCHECKBOX 
 yes*        FORMCHECKBOX 
 no
* 
This answer indicates that PHI data has not been completely de-identified.

Is a Certification on Risk of Identification attached?
 FORMCHECKBOX 
 yes        FORMCHECKBOX 
 no
If the data has not been completely de-identified and the investigator does not provide a Certification re Risk of Identification, the study does not qualify for this type of approval.  For approval, the investigator must seek Authorization or a Waiver of Authorization.

Attach evidence of completion of HIPAA training
Primary Principal Investigator Signature




Date
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Authorization to Use or Share Health Information

that Identifies You

for a Research Study

[Identify specific health care provider(s) or classes (e.g., all doctors, all health care providers)] at [name of covered entity(ies) (“CE”)] wants to use or share your health information that identifies you.  

The purpose is a research study.  [Describe the research study, its title and purpose.]

The health information that they may use or share for this research includes: [Describe the information ( for example, all information in a medical record, results of a physical examination, medical history, lab tests, or certain health information indicating or relating to a particular condition.]

This health information may be used by or shared with: [Name or class of persons involved in the research; e.g., researchers and their staff *]

[Name of CE] is required by law to protect your health information. If you sign this document, you authorize [CE] to use or share your health information for this research.  

Persons who receive your health information many not be required by law to protect it, and so may share your information with others without your permission. 

You do not have to sign this Authorization.  [include the appropriate statement]:

· But, if you do not, you may not receive research-related treatment. (When the research involves treatment and is conducted by the CE or when the CE provides health care solely for the purpose of creating PHI for a researcher). 

· And [CE] many not withhold treatment if you do not sign this Authorization. (When the treatment is not tied to the research)

This Authorization does not have an expiration date [or as appropriate, insert expiration date or event, such as “end of the research study.”]

You may change your mind and cancel this Authorization at any time.  To cancel this Authorization, you must write to: [CE and contact information].  However, [include the appropriate statement]:

· your cancellation will not affect action that [CE] has already taken based on this Authorization.  (Where the research study is conducted by an entity other than the covered entity)

· [name or class of persons at the CE involved in the research] may still use or share health information they already have obtained about you, as necessary to maintain the integrity or reliability of the current research.  (Where the research study is conducted by the covered entity) 

If you have any questions or concerns about my privacy rights, please contact the University of New England’s HIPPA Privacy Officer at: (207) 602-2694.

____________________________                                 ______________________

Signature of participant or participant’s
                   Date





personal representative 


____________________________                                  ______________________

Printed name of participant or                                           If applicable, a description of the 

participant’s personal representative                                 personal representative’s authority to 


sign for the participant.
CERTIFICATION on risk of identification
I am person with appropriate knowledge of and experience with generally accepted statistical and scientific principles and methods for rendering information not individually identifiable.


Attach CV, other credentials
I have applied such principles and methods to the data, as follows (describe methods used):

I conclude that the risk is very small that the information could be used, alone or in combination with other reasonably available information, by an anticipated recipient to identify the individual who is the subject of the information.
Signature of Expert







Date
Print Name, Title, and Contact Information:
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