INSTRUCTIONS FOR PREPARING THE AUTHORIZATION FOR USE OR DISCLOSURE OF PSYCHOTHERAPY NOTES FOR RESEARCH 

When a research protocol requires use or disclosure of psychotherapy notes, the Principal Investigator should complete the Authorization for Use or Disclosure of Psychotherapy Notes For Research form (JHU SOM IRB Form 10) in addition to the privacy authorization form (JHU SOM IRB Form 1) or combined authorization/informed consent form (JHU SOM IRB Form 2).  The Principal Investigator should take care to ensure that all necessary uses and disclosures of health information are described accurately and completely in the authorization form.

Questions about this form should be directed to the JH Privacy Office (HIPAA@jhmi.edu).
Note:  The JHM IRBs may not waive the requirement for HIPAA authorization for the use or disclosure of psychotherapy notes.  The Authorization for Use or Disclosure of Psychotherapy Notes For Research may not be combined with the informed consent form or with any other HIPAA authorization.  The referenced form is the form that should be used, appropriately modified as described below.

1. “What information will be used or disclosed?” – Describe the psychotherapy notes in a way that allows both the prospective subject, and any person or organization that will disclose or use psychotherapy notes pursuant to this authorization, to understand what records may be used or disclosed.  For example, acceptable descriptions would be “psychotherapy notes from [patient’s] treatment sessions in July 2002” or “psychotherapy notes related to [patient’s] 1993 treatment for adjustment disorder.”

2. “Who will disclose, receive, and/or use the information?” – Please list every person, class of persons, or organization (including government agencies, statisticians, etc.) who might disclose, receive, and/or use the information to which the form applies. The persons and organizations listed on the form are not intended to be all-inclusive.  Delete any listing that is not applicable to your study.  Note: If a person or organization is not included on the research authorization form, that person or organization may neither receive psychotherapy notes nor use or disclose psychotherapy notes for research purposes.  

3.  “Signature.” –In Maryland, if the subject is unable to sign the authorization, only a court appointed guardian or health care agent may consent to the use or disclosure of psychotherapy notes.  A surrogate decision maker may not consent to the use or disclosure of psychotherapy notes.
HIPAA-IRB Form 10.1
(3/08/04)

AUTHORIZATION FOR USE OR DISCLOSURE OF PSYCHOTHERAPY NOTES

FOR RESEARCH

Subject/Client/Patient Name:
Study Title:

Application No.:  
Principal Investigator:  
We understand that information about you and your mental health treatment is highly personal, and we are committed to protecting the privacy of that information. Federal regulations, state law and our commitment to your privacy require that we obtain your written authorization before we may use or disclose the psychotherapy notes created during your treatment for the research purposes described below.  This form provides that authorization and helps us make certain that you are properly informed of how your psychotherapy notes will be used or disclosed.  Please read the information below carefully before signing this form.
USE AND DISCLOSURE COVERED BY THIS AUTHORIZATION

"Psychotherapy notes” means notes recorded in any medium by a mental health provider documenting or analyzing the contents of conversation during an individual or group counseling session, provided that such notes are separated from the rest of the medical record.  Psychotherapy notes do not include information about session start and stop times, medications, modalities and frequency of treatment, results of clinical tests, or any summary of the following:  diagnosis, functional status, treatment plan, symptoms, prognosis, and progress to date.

The Principal Investigator must answer these questions completely before providing this authorization form to you.  DO NOT SIGN A BLANK FORM.  You or your appointed guardian or health care agent should read the descriptions below before signing this form.

1.
What psychotherapy notes may be used or disclosed for this study?
Any psychotherapy notes concerning my care held by the following mental health provider(s):  
Only the following psychotherapy notes [Provide a detailed description, using mental health provider’s name, date of notes, and any other identifying information.  The description should be in enough detail so that you (or any organization that will use or disclose information pursuant to this authorization) can understand what information may be used or disclosed.]: 
2. Who will disclose, receive and/or use the psychotherapy notes?  

This form authorizes the following person(s), class(es) of persons and/or organization(s) to disclose, use, and receive psychotherapy notes created by your mental health provider(s):

· The mental health providers identified in #1 above.

· [Name of Principal Investigator] and the research staff: 

[List all names.]
· The following co-investigators and members of their research staffs:
[List names and institutions, if applicable, otherwise delete] 
· Data Safety Monitoring Committee: 
 [List, if applicable, otherwise delete]
· Other IRBs monitoring this study:
      [List, if applicable, otherwise delete]

· Others: [List, if applicable, otherwise delete]
Other persons and/or organizations involved with protecting research participants may see your health information.  These include:

· Governmental entities that have the duty to protect research participants, such as the Office of Human Research Protections and the Food and Drug Administration

· The Chair of the Institutional Review Board (“IRB”), board members and IRB staff involved with reviewing this research study

SPECIFIC UNDERSTANDINGS

By signing this research authorization form, you authorize the use and/or disclosure of your psychotherapy notes as described above.  The purpose for the uses and disclosures you are authorizing is to conduct the research project explained to you during the informed consent process and to ensure that the information relating to that research is available to all parties who may need it for research purposes.  

Although all the persons listed on this form are involved in the research study, and Johns Hopkins will make every effort to assure that your psychotherapy notes are used only for research purposes, it is possible that, after disclosure, your psychotherapy notes may not be protected by federal and state privacy laws.

You have a right to refuse to sign this authorization.  Your health care, the payment for your health care, and your health care benefits will not be affected if you do not sign this form.

If you sign this authorization, you will have the right to revoke it at any time, except to the extent that Johns Hopkins and the investigators in this research study have already taken action based upon your authorization or need the information to complete analysis and reports of data for this research.  This authorization will never expire unless and until you revoke it.  To revoke this authorization, please write to [Insert name and address of Investigator and responsible person or department]:

You also have a right to receive a copy of this authorization after you have signed it.

SIGNATURE

I have read this form and all of my questions about this authorization have been answered.  By signing below, I acknowledge that I have read and accept all of the above.

_______________________________________________________

Signature of Subject, Court Appointed Guardian or Health Care Agent

_______________________________________________________

Print Name of Subject, Court Appointed Guardian or Health Care Agent

_______________________________________________________

Date

______________________________________________________________

Description of Authority of Court Appointed Guardian or Health Care Agent

CONTACT INFORMATION

The contact information of the subject or the court appointed guardian or health care agent who signed this authorization should be filled in below.

	Address:

    

______________________________

______________________________

______________________________

______________________________
	Telephone:

___________________ (daytime)

___________________ (evening)

Email  Address (optional):

____________________________


THE SUBJECT OR HIS OR HER COURT APPOINTED GUARDIAN OR HEALTH CARE AGENT MUST BE PROVIDED WITH A COPY OF THIS AUTHORIZATION AFTER IT HAS BEEN SIGNED.
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