Permission to Gather Personal Health Information (PHI)

 

There are two common approaches to gathering Personal Health Information (PHI):  1) directly from an individual or, if a minor, an individual’s parent/guardian; and 2) requesting information from an entity such the individuals’ health provider, hospital, clinic, or health plan.

I. Directly from an individual.  Principal Investigators asking research subjects to personally provide Personal Health Information (e.g., current health problems, current medications, past serious illness/injuries/surgeries, etc.), should include the following on the Informed Consent Form (or Parental Permission form), in addition to the standard ICF language.  Insert the following after the “Statement of Your Consent” but above the signature line:

Disclosure of Personal Health Information:
I authorize [INSERT name of PI] and the researcher’s staff [OPTIONAL: and any collaborators, other clinical sites involved in this research, sponsors if applicable, outside laboratories] to use my [my child’s] individual health information for the purpose of conducting this research project. 

My [My child’s] individual health information that may be used to conduct this research includes: 

[INSERT list of all individual health information to be collected for this protocol/study, such as demographic information, results of physical exams, blood tests, x-rays, and other diagnostic and medical procedures, as well as medical history].  

If I receive [my child receives] compensation for participating in this study, identifying information about me [my child] may be used as necessary to provide compensation.

__________________________________________________________________________________________
II. Requesting information from an entity.  If asking permission to access research subjects’ Personal Health Information (e.g., current health problems, current medications, past serious illness/injuries/surgeries, etc.) from an entity such the individuals’ health provider, hospital, clinic, or health plan, the Principal Investigator must include the form “Authorization to Disclose Protected Health Information for Research Purposes” (see next page) in addition to the Informed Consent Form or, in the case of a minor, the Parental Permission form.  

Note:  As always, the IRB approval stamp must appear on the informed consent form (ICF) or Parental Permission form, if appropriate, whether or not the ICF includes permission to gather personal health information.  If requesting subjects’ personal health information from an entity, the IRB approval stamp must appear on both the ICF (or Parental Permission form, if appropriate) and HIPAA Authorization Form (below).

If you have any questions, please contact Paula Baker, IRB Chair, at 243-6672 or email paula.baker@umontana.edu.



Authorization to Use and Disclose Protected Health Information 

for Research Purposes
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Purpose.  I authorize [INSERT name of entity with protected health information, e.g., health provider, hospital, clinic, health plan] to disclose to [INSERT name of PI] the following protected health information: 

[INSERT list of all individual health information to be collected for this protocol/study, such as demographic information, results of physical exams, blood tests, x-rays, and other diagnostic and medical procedures, as well as medical history].  

This protected health information is to be used/disclosed by [INSERT name of PI] and the researcher’s staff [OPTIONAL: and any collaborators, other clinical sites involved in this research, sponsors if applicable, outside laboratories] only for the purpose of conducting the research project entitled [INSERT title of study].  

Right to Refuse.  I may refuse to sign this authorization if I so choose.  If I decide not to sign the Authorization, I will not be allowed to participate in this study or receive any research related treatment that is provided through the study.  However, my decision not to sign this authorization will not affect my current or future other treatment, current or future payment, enrollment in health plans, or eligibility for benefits at The University of Montana (if applicable). 

Right to Revoke.  At all times, I retain the right to revoke this Authorization.  Such revocation must be submitted in writing to [INSERT name of entity with protected health information, e.g., hospital, clinic, health provider, health plan].  Withdrawal of this Authorization shall be effective except to the extent that [INSERT name of PI] has already used or disclosed information released prior to receiving notice of the revocation.   

Potential for Re-disclosure.  I understand that once my health information is disclosed under this Authorization, there is a potential that it could be re-disclosed outside this study and no longer covered by this Authorization.  I also understand that there are laws that may require my individual health information to be disclosed for public purposes, such as if required for mandated reporting of abuse or neglect, judicial proceedings, health oversight activities and public health measures.


This Authorization does not have an expiration date.

I am the research participant or personal representative authorized to act on behalf of the participant.  I have read this information, and I will receive a copy of this authorization form after it is signed.

___________________________________


_________________________________

Signature of research participant





Date
or research participant’s personal representative
___________________________________


_________________________________

Printed name of research participant




Description of personal representative’s authority

 or research participant’s personal representative 



to act on behalf of research participant



