HIPAA Authorization Instructions

By signing a HIPAA Authorization Form, your research subjects give you permission to use their protected health information (PHI) and to share it with others.  You will present a copy of this signed agreement to hospitals and care providers when you request medical informa- tion about your subjects.  BMC Medical Records may request additional information, such as a signed copy of your IRB approval letter. 

Instructions for completing the Authorization Form: 
· All sections must be completed

· HIPAA required elements are written in bold text and must not be altered

· Delete any italicized items that do not pertain to your study 
· Add new items as necessary in the italicized areas of the text 
· Delete all of the blue italicized directions 

Helpful hints for completing Section A:

· “Outside places,” add the names of all facilities from which you routinely seek subjects’ medical records  

· When you are asking a subject to sign this form, we suggest you write in the specific names of any additional hospitals/clinics that you will need to approach for that subject’s information  

· For each additional hospital/clinic, add an additional Specify line and ask the subject to initial these entries 

Helpful hints for completing Section B:

· Describe the information that you are requesting; specify items such as specific laboratory tests or imaging studies  
· Use the “Other” line to write in the type of protected health information you will collect, and have the subject initial this line 
An Authorization is not valid if it has any of the following:

· The Authorization has not been filled out completely

· The expiration date has passed or the expiration event has already occurred (for continuing review)

· The Authorization has been revoked

· The Authorization is missing a required element 

If your Authorization is incomplete, the Research Privacy Advocate will contact you about your Authorization form.  If you have questions, call the Research Privacy Advocate at 617-414-1347 or send an email to irbhipaa@bu.edu .
When you have finished, delete this Instructions page and send the completed Authorization form to the IRB Office along with your Protocol application.   We will return the approved form to you so you can use it as part of your informed consent process for all subjects who enroll in your study on or after 4/14/03.

Thank you.
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RESEARCH SUBJECT’S AUTHORIZATION 

FOR RELEASE OF HEALTH INFORMATION FOR RESEARCH PURPOSES

Name of Research Study:     _____________________

IRB Number: ____________________

Subject’s Name: ____________________________        Birth Date: _____________________

We want to use your private health information in this research study. This will include both information we collect about you as part of this study as well as health information about you that is stored in your medical record. The law requires us to get your authorization (permission) before we can use your information or share it with others for research purposes.  You can choose to sign or not to sign this authorization. However, if you choose not to sign this authorization, you will not be able to take part in the research study.  Whatever decision you make about this research study will not affect your access to medical care.

Section A:  
I authorize the use or sharing of my health information as described below:
Who will be asked to give us your health information:

· Boston Medical Center

· BUSDM Dental Clinic

· Human Genetics Laboratory

· Dental Pathology Laboratory

· BU Dental Plan 

· Outside places: specify___________________ Date __________ Initial _______
Who will be able to use your health information for research:  

· The researchers and research staff conducting this study at name the institution 
· Research teams at other institutions: name the other institutions 
We may also be asked or required by law to share your health information with the following people if they request it.  Once we give it to them, your information is no longer protected under the federal Privacy Rule.  However, its use and further disclosures remain limited as stated in your Informed Consent Form as part of BUMC Institutional Review Board oversight. 

· Boston University Medical Center Institutional Review Board 

· Boston Medical Center 

· Boston University 

· Boston Public Health Commission 

· Community Health Center
· Boston Housing Authority

· Research Sponsor/ representative name sponsor and CRO if applicable
· Study Safety Monitors

· Data Analysts, Data Coordinating Center

· Data Safety Monitoring Board

· Food and Drug Administration (FDA)

· Other governmental agencies that oversee research

· Outside laboratories (e.g.; commercial labs, core labs)

· Other groups with whom the information might be shared: name them
Section B:  Description of information:

(1)  If you choose to be in this study, the research team needs to collect information about you and your health. This will include information collected during the study as well as information from your existing medical records from {enter beginning date} through {enter ending date or event such as the end of the study, if known}
Your health information will be used and shared with others for the following study-related purpose(s): 

· Find out study eligibility (screening)

· Data analysis of results

· Study audit and oversight
· Establish {tissue or data, blood sample, or DNA} repository

· Other {Describe or list other purposes as appropriate from protocol}

Specify___________________ Date __________ Initial _______
(2)  Specific description of information we will collect:  indicate the health information you will collect during the research and from medical records.  Delete the items that do not pertain.  

· problem list

· medication list

· list of allergies

· immunization records

· most recent history

· most recent discharge summary

· lab results {describe the dates or types of lab tests you would like disclosed}
· x-ray and imaging reports {describe the dates or types of x-rays or images you would like disclosed}
· consultation reports from {please supply doctors' names}
· entire record

· other {please describe}
Specify___________________ Date __________ Initial _______
(3)  We will also request the following specific items:  check the ones you’ll need and delete the others.
____Psychotherapy/Mental Health Communications  (psychiatrist; psychologist; clinical nurse specialist; marriage, family, rehabilitation, and mental health counselors; and educational psychologist)

____ Alcohol/ Drug Abuse Treatment
 
____ Rape Victim Counseling

____ Social Worker Communications

____ Domestic Violence Counseling
____ Sexually Transmitted Diseases


____ HIV/AIDS
____ other reportable infections diseases

____ Genetic Testing 
Specify___________________ Date __________ Initial _______
Section C:  General
(1) Expiration:
This authorization does not have an expiration date.  Or substitute “This authorization expires on _____.”  and insert an expiration date of the authorization, or the expiration event, such as “the end of the study”
(2) Right To Revoke:

You may revoke (take back) this authorization at any time.  To do this, you must ask us {name of Principal Investigator} for the names of the Privacy Officers at the institutions where we got your health information.  You must then notify those Privacy Officers in writing that you want to take back your Authorization.  If you do, we will still be permitted to use and share the information that we obtained before you revoked your authorization but we will only use and share your information the way the Informed Consent Form says.

If you revoke this authorization, we may still need to share your health information if you have a bad effect (adverse event) during the research.  
(3) 

· 
· 
· 
· 
1. 
(4) Your Access to the Information:
You have the right to see your medical records, but you will not be allowed to review medical records in your research records until after the study is completed.  
…………………………………………………………………………………………………..

I have read this information, and I will receive a signed copy of this form.

___________________________________________                                 ______________

Signature of research subject or personal representative


Date

Printed name of personal representative: _______________________________________

Relationship to research subject: _______________________________________________

Please describe the personal representative’s authority to act on behalf of the subject: 

______________________________________________________________________________
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