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HIPAA REQUIREMENTS FOR COMBINED 
INFORMED CONSENT DOCUMENT
If a researcher wishes to use Protected Health Information or “PHI” (as defined in the HIPAA Privacy Rule) for research purposes, the researcher must obtain either (i) a signed Authorization Form from each participant that complies with the Privacy Rule, or (ii) a Waiver of Authorization approved by the Internal Review Board or “IRB.”
  The Authorization Form required by HIPAA may be combined with the Informed Consent required by the IRB. UWM’s IRB prefers that researchers obtain separate Authorization and Informed Consent forms. In certain circumstances, the IRB may grant permission for researchers to use a combined Informed Consent Authorization Form.

The purpose of this memo is to provide guidance to researchers wishing to include the required HIPAA authorizations in their Informed Consent Document (“ICD”).
  We have provided a description of the HIPAA requirements below, along with some suggested language for inclusion in the ICD.

A. A description of the PHI needed to conduct the study:  This description should be as specific as possible but should also be broad enough to cover any PHI needed throughout the course of the entire study.  If your description does not include certain information that you later need, you will have to obtain another authorization to use that information.  If your research involves the use of psychotherapy notes in addition to other PHI, you should obtain a separate signed authorization for the use of psychotherapy notes.

Suggested Language:

 “The type of information that will be collected and/or used is as follows:”

[You should insert all applicable information you will collect.  What follows is a list of some examples of common research uses of PHI.  The list is not exhaustive and should be modified as appropriate to suit your specific research project].

PHI from medical records:

· “Your medical records from [insert name of hospital(s)];”
· “Your medical records related to the evaluation and treatment of [insert name of medical condition] and other significant medical conditions;” 

· “Information in your medical records dating from [insert starting date] to [insert ending date];”
· “All of your medical records.”

PHI directly from research participants:
· “Information from you about your health.”

· “Demographic data such as [date of birth, address etc.]”

PHI created during the course of research:

· “Information/data about your health obtained from the research activities of this study.  This data/information will include [insert details];”

· “Information/data about your health obtained from laboratory testing during the course of this study. This data/information will include [insert details];”

· “Information/data collected during the researcher’s observation of you.  This data/information will include [insert details].”

B. The name or other specific identification of the person(s), or class(es) of persons, who will be receiving (using and/or disclosing) the PHI: This will typically include everyone involved in the conduct of the study who will use PHI or receive disclosed PHI.  It is important to include UWM administrative support staff (such as Legal Affairs, the IRB, and Risk Management and UITS) because they may provide services to the research team and, in doing so, access PHI. 
Suggested Language: 

“By agreeing to participate in this study, you are giving permission to [insert names of principal investigator(s)/researcher(s)], their staff, and other University of Wisconsin-Milwaukee [and insert names of other hospitals/entities if you are conducting a joint project] administrative personnel to use your health information for activities relating to this research study.”
C. The name or other specific identification of the person(s), class(es) of persons, or entity who will provide PHI to the persons requesting it: This will typically include the custodian of the medical record or the custodian or creator of the database containing PHI, or, if the research is being done in collaboration with a covered entity or Covered Department, the name of that covered entity or department.

Suggested Language: (This language can immediately follow the suggested language in subsection B above).

“Further, you are giving permission to [insert names(s) of holders of information sought]
 to share the information needed for this study with the above mentioned individuals [see subheading B above].”

[Common medical record holders include hospitals, rehabilitation and nursing facilities, primary care providers, schools, clinics, dentists.]

D. The fact that the information is being disclosed for the purpose of the research study. 

Suggested Language (already covered by the suggested language in subsection “C” above)
E. An expiration date or an expiration event: “end of the research study” or “none” are acceptable. 
Suggested Language (You may want to put the below language immediately before the statement that you have the right to withdraw from the study, see subsection F below).
“Unless you decide to stop participating earlier, your consent to use the information obtained in this study [will expire at the end of the study] [has no expiration date].”
F. A statement that the individual has the right to revoke the authorization at any time provided it is done in writing.
Suggested Language
“[Language from subsection “E” above].  You have the right to revoke your consent at any time, however, by withdrawing your permission in writing.  Beginning on the date your permission ends, no new health information will be used.  [Any health information that was shared before you withdrew your permission will continue to be used.]
  After you withdraw your consent, you can no longer actively take part in this study. 

Withdrawal of your permission should be made in writing to the person whose name is listed here:


[Insert Principal Investigator’s name and address].”
G. A statement about the consequences to the subject of refusal to sign the authorization form: For a clinical research protocol, the authorization needs to state that the subject/participant is unable to participate in the protocol if he/she is unwilling to sign the authorization. For all research protocols, a statement should be made that non-research-related treatment, payment, or other services or benefits will not be affected by the potential subject’s refusal to enroll.
Suggested Language: 

“Taking part in this study is voluntary.  You do not have to sign this consent form and you may refuse to do so.  Your health care providers cannot deny you health care services because you refuse to sign this consent form.  If you refuse to sign this form, however, you cannot take part in this research study.”
H. A statement indicating that the participant agrees that access to his/her PHI during the study may be suspended but will be reinstated upon completion of the research.
Suggested Language

“I agree that access to any of my protected health information that is used for this research study may be suspended during this study, but my access will be reinstated upon completion of the study.”
I. A statement about the potential for any PHI obtained by the researcher under the authorization to lose its protection under the Privacy Rule after disclosure to persons or entities who are not also covered by the Privacy Rule. 
Suggested Language

“Every effort will be made to maintain your confidentiality. [You may want to insert information here about de-identification of personal information for publication purposes and where the information will be kept [locked filing cabinet, etc.] per the IRB rules].

The University of Wisconsin – Milwaukee and [insert names of other research partners/entities]
 have rules to protect your personal information.  Other state and federal rules also protect your rights as a research participant.  We will use and disclose your information only as described in this form, however, information used or disclosed pursuant to this consent may no longer be protected under the Federal law that protects health information, and therefore could be subject to redisclosure.”

Signature and Date: The ICD must be signed and dated by each participant.
� In order to determine if you are in fact using PHI for your study, and thus need to obtain a signed Authorization Form from participants (or seek a waiver), see “�HYPERLINK "http://www4.uwm.edu/legal/hipaa/other_resources/Researchers_Questionnaire_to_Determine_if_a_HIPAA_Authorization_is_Required.doc"��Researchers Questionnaire to Determine if a HIPAA Authorization is Required�” (Word .doc on the UWM HIPAA website). You should also consult UWM’s “� HYPERLINK "http://www4.uwm.edu/legal/hipaa/overviews/researchers/index.cfm" ��HIPAA Overview for Researchers�” (website).


� See the sample � HYPERLINK "http://www4.uwm.edu/legal/hipaa/other_resources/Authorization_Form_for_Researchers_the_Use_and_Disclosure_of_PHI.doc" ��Authorization Form for Researchers� 


� We recommend that you include the name of specific entities, not specific individuals.


� Include this statement if you want to use information obtained from the participant prior to his/her withdrawal from the study.


� We recommend that you include the name of specific entities, not specific individuals.
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