
Instructions for Completing the HIPAA Research Authorization
The investigator is responsible for ensuring that the protocol, application, informed consent, research authorization, waiver of authorization and MIRA are consistent.
All responses should be typed. Handwritten documents will not be accepted.

INSTRUCTIONS FOR PAGE ONE 

Check the boxes of the institutions conducting the research, and those institutions where you will be seeking access to any health information for your research project. If there are any other institutions not listed from which you will be seeking health information, list under “Other” as either a class (physical therapy sites, dialysis clinics, etc.) or by name, if known.

Case Examples:

1) UofL researchers are seeking protected health information from Norton Hospital and a Jewish/St. Mary’s (JHSMH) facility.  No practice plan records will be reviewed. Boxes to be checked:

· University of Louisville

· Norton Healthcare, Inc.

· Jewish Hospital & St. Mary’s Healthcare

2) UofL researchers are seeking protected health information from a UofL Healthcare private practice office (e.g. University Medical Associates, University Surgical Associates, etc.) or a UofL clinic (e.g. Kidney Disease Program, C & Y Clinic, WINGS Clinic).  Boxes to be checked:

· University of Louisville

· UofL Faculty Practice Plan/UofL healthcare clinics- (NAME OF PRACTICE/CLINIC) 

3) A researcher employed by University of Louisville Hospital (ULH) is seeking protected health information from the University of Louisville Hospital.  Box to be checked:

· University of Louisville Hospital/James Graham Brown Cancer Center

4) UofL researchers are seeking protected health information from Norton Healthcare and from their private practice plan. Box to be checked:

· Norton Healthcare, Inc.

· University of Louisville

· UofL Faculty Practice Plan/UofL healthcare clinics- (NAME OF PRACTICE/CLINIC) 

ITEM 1 

Health information about you from the items checked below may be looked at or given out to others.

Instructions:

Select all the categories of medical data that are required for this study.  

In addition, many studies require confirmation of disease status as listed in the bottom of this section.  If your study requires documentation of HIV/AIDS, hepatitis, sexually transmitted diseases, other infectious diseases, or mental health disease status, you must check the applicable boxes.  If your study does not require you to look at these items, you must check “WE WILL NOT BE LOOKING AT ANY OF THE ITEMS LISTED BELOW FOR THIS STUDY” box.  

ITEM 2

The following people or groups may share, receive and/or look at your information:

Instructions:

The bulleted items include all those allowed to share, receive and/or look at the research data, and they may not be modified.   In addition to these, you must check any applicable boxes at the bottom of the list. If sponsored research, provide the name of the sponsor.

ITEMS and responses for 3, 4, 5, and 6 must be used as stated. 

ITEM 7   

Your access to your health information [ ] will [ ] will not be limited during this study.

Instructions:

You (PI) or the sponsor must determine whether the subject will or will not have access to research-generated information during the study period.  Check the appropriate box.

SIGNATURES

If you have questions regarding minors capable of giving authorization, contact the IRB. Note that a minor’s ability to give legal authorization does not always mean the minor is capable of giving legally informed consent.

Instructions for Processing Revocation of Research Authorization 

1. Research staff, prior to submission to IRB, must complete the header information on the Revocation of Research Authorization form. 

2. This form must be provided to the subject at the time of enrollment.  If your study has a database and/or biorepository component, it is important to differentiate the research study revocation form from the database and/or biorepository revocation form to the subject during the consent process.   

3. Subjects have the right to submit a revocation in writing by using the form or any other written indication of the revocation to either the investigator or to the IRB.

4. If the subject wishes to revoke authorization from the primary research study, the revocation form associated with the primary research study must be used.

· If participation in a database and/or biorepository is required for the study a single authorization/revocation is adequate.

· If participation in a database and/or biorepository is optional for the study, a second authorization/revocation is required.

5. Investigators must forward a copy of the revocation form to the IRB within 10 working days of subject authorization withdrawal, and retain a copy for six years.  

The investigator has the responsibility to sequester data from any individual who has revoked an authorization.

AUTHORIZATION FOR USE AND DISCLOSURE OF YOUR

HEALTH INFORMATION FOR RESEARCH
	IRB#:
	Study Title

	
	

	PRINCIPAL INVESTIGATOR/PROJECT DIRECTOR (PI/PD)

	Name (Last Name, First Name, MI)


	Email Address


	Mailing Address – Include University Department (if applicable)


	Telephone Number


	
	Pager/Cell Phone Number


	
	Fax Number



Please read this form before you sign it.

In our research, we will look at and may share information about you and your health.  Federal law requires that health providers and researchers protect this information and keep it private (confidential).  “We” or “us” in this document refers to the following places (institutions, facilities, and practices) that are checked (().
Affiliated Sites
Non-Affiliated Sites
	[(]
	University of Louisville (Do not remove this 
check.)
	[ ]
	Louisville Metro Public Health & Wellness

	[ ]
	Jewish Hospital & St. Mary’s Healthcare
	[ ]
	KY Cabinet for Health & Family Services

	[ ]
	Norton Healthcare, Inc., including Kosair 
Children’s Hospital
	[ ]
	Seven Counties Services

	[ ]
	University of Louisville Hospital/J. Graham 
Brown Cancer Center 
	[ ]
	Other(s):


University of Louisville Research Foundation (ULRF) Clinical Sites
	[ ]
	Children & Youth Clinic
	[ ]
	UL Pathology Flow Cytometry Lab (BCC)

	[ ]
	Dentistry Clinics (Undergraduate DMD; Graduate, Perio, Endo and Ortho; Oral Surgery and GPR at ACB; Faculty Practice, Graduate Pedodontic Clinic)
	[ ]
	UL Pathology Special Procedures Lab

	[ ]
	Family Medicine – (Newburg and Central 
Station; also Geriatrics and Sports Medicine at 
Central Station)
	[ ]
	University Health Services (HSC and Belknap)

	[ ]
	Harambee Nursing Center
	[ ]
	Weisskopf Child Evaluation Center

	[ ]
	Kidney Disease Program (Dialysis Unit and UL 
Renal Transport Lab)
	[ ]
	WHAS Crusade For Children Audiology & Speech 

Pathology Center

	[ ]
	Neonatal Follow Up Program
	[ ]
	WINGS Clinic – (ACB)


Faculty Practice Group Sites
	[ ]
	University Anesthesiology Associates, PSC
	[ ]
	University Pediatrics Foundation, Inc. d/b/a 
University Child Health Specialists, Inc. (UCHS)

	[ ]
	University Radiological Associates, PSC
	[ ]
	University Children’s Sleep Specialists, LLC

	[ ]
	University Physicians Associates (UPA)/ UPG –

Radiology, PSC
	[ ]
	University Children’s Infectious Disease 
Specialists, LLC

	[ ]
	University Emergency Medicine Associates, PSC
	[ ]
	University Children’s Kidney Specialists, LLC

	[ ]
	University Family Practice Associates, PSC
	[ ]
	University Children’s Sedation Service, LLC

	[ ]
	University Physicians Associates (UPA), PSC
	[ ]
	University Pediatric Endocrinology, LLC

	[ ]
	University Medical Associates, (UMA), PSC
	[ ]
	Bone Marrow Transplant, LLC

	[ ]
	Associates in Dermatology, PLLC
	[ ]
	Neonatal Associates, PSC

	[ ]
	University Neurologists, PSC
	[ ]
	Pediatric & Perinatal Pathology Associates, PSC

	[ ]
	Neurosurgical Institute of Kentucky, PSC
	[ ]
	Pediatric Cardiology Associates, PSC

	[ ]
	University GYN/OB Foundation, Inc.
	[ ]
	Pediatric Hematology/Oncology Specialists, PSC

	[ ]
	University OB/GYN Associates, PSC
	[ ]
	Pediatric Pulmonary Medicine, PSC

	[ ]
	Ophthalmological Services, Inc. – Primary Eye 
Clinic
	[ ]
	University Psychiatric Foundation, Inc.

	[ ]
	Eye Specialists of Louisville, PSC
	[ ]
	University Psychiatric Services, PSC

	[ ]
	Kentucky Vision Center, Inc.
	[ ]
	University Radiotherapy Associates, PSC

	[ ]
	Shea, Tillett, Malkani, Caborn , PSC
	[ ]
	University Surgical Associates, PSC

	[ ]
	Spine Institute, PSC
	[ ]
	University Pediatric Surgery Associates, PSC

	[ ]
	Orthopedic Trauma Associates, PSC
	[ ]
	University Cardiothoracic Surgical Associates, 
PSC

	[ ]
	University Pathologists, PSC
	[ ]
	University Urology, PLLC

	[ ]
	Louisville Pathology Laboratory Associates, Inc.
	[ ]
	Other:  


The law allows us to look at and share your health information for research, if you agree to let us do this and if we protect it as required.

This form explains how we will look at and share your health information, as well as, who may see it and use your information.  If you sign this form, it means you are letting us look at and share information for research.

	1.
	Health information about you from the items checked below may be looked at or given out to others.

	[ ]
	Consultation reports
	[ ]
	Records of your operation(s)

	[ ]
	Diaries and questionnaires
	[ ]
	Medical progress notes

	[ ]
	Discharge summaries
	[ ]
	Photos, videotapes, or digital or other 
images

	[ ]
	Healthcare provider orders
	[ ]
	Records about the study device

	[ ]
	History and physical exams
	[ ]
	Records about the study drug and other 
drugs you may be taking

	[ ]
	Laboratory, x-ray, and other tests
	[ ]
	Other:

	
	
	
	

	[ ]
	WE WILL NOT BE LOOKING AT ANY OF THE ITEMS LISTED BELOW FOR THIS STUDY.

	OR
	

	[ ]
	THE INFORMATION WE MAY LOOK AT OR GATHER FOR THIS RESEARCH MAY INCLUDE:

	
	

	[ ]
	HIV / AIDS status

	[ ]
	Hepatitis infection

	[ ]
	Sexually transmitted diseases

	[ ]
	The diagnosis and treatment of a mental health condition

	[ ]
	Other reportable infectious diseases

	
	

	2.
	The following people or groups may share, receive and/or look at your information:

	
	· The people and organizations listed on this form to conduct, analyze, and understand this study;

· You or your personal representative;

· Others as allowed or required by law;

· Government entities that have the responsibility to oversee this research;

· The offices and departments responsible for oversight of research at the University of Louisville;

· Health care providers and others where you receive care during your participation in this study;

· Health care providers and others, as appropriate, for compliance oversight; and
· People responsible for sending and receiving payments related to your participation in the study.

	
	· In addition, the groups checked below may share, receive and/or look at your information:

	
	[ ]
	The sponsor of the study and the people that the sponsor may contract with for the study.  The name of the sponsor is:  

	
	[ ]
	Investigators and research staff at other places that are participating in the study;

	
	[ ]
	An outside institutional review board (human subjects review board)

	
	[ ]
	The Data Safety Monitoring Board

	
	[ ]
	Other:

	
	If you have questions about who these people or organizations are, you may ask us.

	
	

	3.  
	While we are required to protect your health information, once any information leaves our institutions, we cannot promise that others will keep it private (confidential).  

	
	

	4.
	The information we look at or give to others as part of the research will be analyzed and further studied to answer the research questions and to make sure that the research was done correctly.

	
	

	5.
	You have the following rights:

You do not have to sign this form.  However, if you do not sign this form you will not be able to take part in this research. This will not change the health care or health care benefits you would otherwise receive.

You may cancel the permission you have given in this form at any time.  This means you can tell us to stop using and sharing your information.  If you cancel your permission:

· We will stop collecting information about you.

· You may not withdraw information that we had before you told us to stop.

· We may already have used it or shared it.

· We may need it to complete the research.

· Staff may follow-up with you if there is a medical reason to do so.

To cancel your permission, you should complete a written “Revocation of Research Authorization” form.  Please send completed form to:


Institutional Review Board


MedCenter One, Suite 200


501 E. Broadway


Louisville, KY 40202

A revocation form may be obtained from your study doctor, designated personnel or from the Human Subjects Protections Program Office website (http://louisville.edu/research/humansubjects/subject-information). If you have any questions, call the Human Subjects Protections Program Office at (502) 852-5188.

	
	

	6.
	The time period when information can be used or shared ends when all activities related to this study are completed.

	
	

	7.
	Your access to your health information [ ] will [ ] will not be limited during this study.


If you do not know what something means, you may ask us.  Before you sign this, you may talk it over with someone you trust.  You will be given a copy of this form after you have signed it.

FOR ADULTS (OR MINORS) CAPABLE OF GIVING AUTHORIZATION:
	
	
	

	Subject’s Signature
	Date Signed
	Printed Name


FOR CHILDREN OR ADULTS NOT CAPABLE OF GIVING AUTHORIZATION:

	
	
	

	Signature of Parent/Surrogate/ Guardian/Health Care Agent for Subject
	Date Signed
	Printed Name


Relationship of representative (Surrogate) to Subject: _____________________________________

NOTE: THE PRINCIPAL INVESTIGATOR MUST:

· PROVIDE A COPY OF THE SIGNED AUTHORIZATION TO THE SUBJECT

· RETAIN THE ORIGINAL SIGNED AUTHORIZATION IN THE RESEARCH RECORD
· PLACE A COPY OF THE SIGNED AUTHORIZATION IN THE SUBJECT’S MEDICAL RECORD 

REVOCATION OF AUTHORIZATION FOR USE AND DISCLOSURE OF YOUR HEALTH INFORMATION FOR RESEARCH
Return To:



Title of Study:__________________






__________________
IRB #: ________________________






____________
To Whom It May Concern:

I would like to discontinue my participation in the research study noted above. I understand that health information already collected will continue to be used as discussed in the Authorization I signed when joining the study.

Your options are (choose one):

· Withdraw from Study & Discontinue Authorization:
Discontinue my authorization for the future use and disclosure of protected health information. In some instances, the research team may need to use your information even after you discontinue your authorization, for example, to notify you or government agencies of any health or safety concerns that were identified as part of your study participation. 
· Withdraw from Study, but Continue Authorization:

Allow the research team to continue collecting information from my personal health information. This would be done only as needed to support the goals of the study and would not be used for purposes other than those already described in the research authorization.
I understand that I will receive confirmation of this notice.

____________________



___

_____



________

Signature of Subject









Date Signed

____________________



___

_____



________

Signature of Subject Representative (if subject unable to sign)





Date Signed

____________________



___

_____



________

Printed Name of Subject OR Subject Representative 






Birthdate

____________________



___

_____



________

Address










Phone Number

Optional:

I am ending my participation in this study because: 
___________________



___

_____



________

___________________



___

_____



________
Institutional Review Board


MedCenter One, Suite 200


501 E. Broadway


Louisville, KY 40202





PI Address:						      					


PI Phone:   					





OR








Form: Research Authorization – FINAL (Rev 02-16-09)

Page 4 of 4
Investigator Revision Date: (INSERT DATE OF LAST REVISION)


