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Authorization for Access, Use, and Disclosure of 

Protected Health Information for Research

 [Instructions For Preparing The Research Authorization: This research authorization form will need to be carefully prepared to ensure that the form covers the necessary uses and disclosures.  It is the responsibility of the principal investigator to ensure that the institution has on file a written acknowledgment of receipt by the subject of the institution’s notice of privacy practices.  If the subject has not already done so, he or she must sign such an acknowledgment before participating in the research.  Highlighted instructions on this form should be deleted from the final research authorization.
The Research Authorization may be prepared as a stand-alone document or included in the informed consent document.]  

Title of research study:
[Insert IRB number and complete title of the protocol. Omit the title if the Authorization is included in the informed consent for research document.]
Investigator: [Insert name of the principal investigator and contact information. Omit the name if the Authorization is included in the informed consent for research document.]
What about My Confidentiality and Privacy?

We understand that information about you and your health is personal, and we are committed to protecting the privacy of that information.  Because of this commitment, we must obtain your special authorization (permission) before we may use or disclose your protected health information for the research purposes described below.  This form provides that authorization and helps us make sure that you are properly informed of how this information will be used or disclosed.  Please read the information below carefully before signing this form.

Protected Health Information (PHI) means any information that relates to your health, treatment or condition that could reveal your identity such as medical records or test results.  Records of your care will be kept in a confidential form at your hospital or doctor’s office where you receive treatment.  Efforts will be made to keep information about you private, but we cannot guarantee absolute confidentiality.  

Who will Disclose, Receive, and/or Use My Health Information?

[Please list every person, class of persons, or organization (including government agencies, companies, etc.) who might disclose, receive, and/or use the information to which the form applies.  From the list provided on the next page, you may delete those not applicable to your research or add those which are applicable.  Please note, however, that the persons and organizations listed beside are not intended to be all-inclusive.  If a person or organization is not included on the research authorization form, that person or organization may neither receive protected health information held by the institution nor create or use protected health information on the institution’s premises for research purposes, and that person or organization may be unable to disclose the protected health information to any other party.]
The following person(s), class(es) of persons, and/or organization(s) may disclose, use, and receive information about you, but they may only use and disclose information to those listed here, to you/your personal representative, or as required by law.

· Every research site for this study, including this institution, and including each sites’ research staff and medical staff

· Every health care provider who provides services to you in connection with this study

· Any laboratories and other individuals and organizations that analyze your health information in connection with this study in accordance with the study’s protocol

· The Sponsor of this study: [List name of Sponsor if applicable]
· The Food and Drug Administration (FDA)

· The Office for Human Research Protections (OHRP)

· The National Institutes of Health (NIH)

· The National Cancer Institute (NCI): [List NCI & applicable NCI Cooperative Groups] 

· National Healthcare Accreditation Organizations: [List names if applicable]
· The members and staff of this institution’s Institutional Review Board

· Principal Investigator: [List name of PI]
· Members of the Research Staff including Co-Investigators

· Contract Research Organization [List name if applicable]
· Data Safety Monitoring Board/Clinical Events Committee: [List name if applicable]
· Other: [List and describe other applicable groups]
What Health Information will be Used or Disclosed? 

[Describe the protected health information in a way that allows both the prospective subject, and any person or organization that must disclose information pursuant to this authorization, to understand what records may be used or disclosed.  For example, acceptable descriptions would be “laboratory results from July 2002,” “all laboratory results,” “results of MRI performed in July 2002,” “medical record notes,” or “patient discharge summary”.  Please include appropriate descriptions below in enough detail so that you and your subjects or any organization that must disclose information pursuant to this authorization understand exactly what information may be used or disclosed.  Suggested wording follows]
The entire research record and any medical records held by the institution or participating doctors and practices may be used or disclosed.  This includes all medical records, doctor notes, hospitalization records, laboratory results, pathology results, radiological tests, diagnostic tests, specimens and any other protected health information as needed by the research protocol.  

If your records are used or given out for governmental purposes, it will be done under conditions that protect your privacy to the fullest extent possible consistent with laws relating to public disclosure of information and law-enforcement responsibilities of the agency.  The Prisma Health–Midlands Institutional Review Board may inspect and/or copy your research and medical records for quality assurance and data analysis.  

Your medical information may be used or disclosed when necessary to prevent a serious threat to your health and safety or the health and safety of the public or another person.  Any disclosure, however would only be to someone able to help prevent the threat.

What Specific Conditions am I Agreeing to by this Authorization?

By signing this form, you authorize the use and/or disclosure of your protected health information as described in this form.  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.  Your information may also be used as necessary for your research-related treatment, to collect payment for your research-related treatment, [when applicable] and to run the normal business operations of the institution. 

This information may be redisclosed if the recipient(s) described on this form is not required by law to protect the privacy of the information.

You have a right to refuse to sign this authorization.  While your health care outside the study, the payment for your health care, and your health care benefits will not be affected if you do not sign this form, you will not be able to participate in the research described in this authorization and will not receive treatment as a study participant 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 Prisma Health​–Midlands has already taken action based upon your authorization or needs the information to complete analysis and reports of data for this research.  This authorization will never expire unless and until you revoke it.  You may withdraw your authorization for us to use your data, but you must do so in writing.  To revoke this authorization, please contact the Office of IRB Administration for Prisma Health​–Midlands at 803-296-6091. Data that have already been sent to the sponsor of this study cannot be withdrawn.

[List either Option 1 or Option 2 – Only list one option.  Choose Option 2 only if it would be preferable to prevent the subject from having access to his or her health information during the research that includes treatment such as with a blinded trial.]
[Option 1]  You have a right to see and copy the research record information described on this authorization form in accordance with institutional policies; 
[Option 2]  You will not be allowed to see or copy the research record information described on this form as long as the research is in progress, but you have a right to see and copy the information upon completion of the research in accordance with institutional policies.

Study records that identify you will be kept confidential as required by law.  Federal Privacy Regulations provide safeguards for privacy, security, and authorized access.  Except when required by law, you will not be identified by name, social security number, address, telephone number, or any other direct personal identifier in study records disclosed outside of Prisma Health–Midlands.  

Study results will be retained in your research record for at least six years. Any research information in your medical record will be kept indefinitely.
You authorize the use of health information contained in your records, but any publication which includes such information or data shall not reveal your name, show your picture or contain any other personally identifying information, except as otherwise required by law. 

[If applicable]
For records disclosed outside of Prisma Health–Midlands, you will be assigned a unique code number.  The key to the code will be kept in a locked file in your doctor’s office separate from study data.  
[There are three signature pages attached to this template. Use the signature page or pages appropriate for your study. The IRB recommends that you make separate documents for each signature page to be used.]
[Omit the signature section of the Authorization if the Authorization is included in the informed consent for research document.]
Signature Block for Capable Adult

	I have read this authorization form or had it read to me. I have discussed it with the investigator and my questions have been answered. I will be given a signed copy of this form. By my signature I agree to the access, use and/or disclosure of my protected health information as described in this form.

	
	
	

	Signature of subject
	
	Date

	
	

	Printed name of subject
	

	
	
	

	Signature of person obtaining authorization
	
	Date

	
	
	

	Printed name of person obtaining authorization
	
	Date


Witness Signature
	Witness
	· My signature below documents my physical presence at the time the authorization document was signed by the subject.

· My signature below documents that the information in this authorization document and any other written information was accurately explained to, and apparently understood by, the subject, and that authorization was freely given by the subject. (Required when the subject is illiterate)

	
	
	

	Signature of witness
	
	Date

	
	

	Printed name of witness
	


Signature Block for Adult Unable to Consent

	I have read this authorization form or had it read to me. I have discussed it with the investigator and my questions have been answered. I will be given a signed copy of this form. By my signature, I agree to the access, use and/or disclosure of the protected health information as described in this form for the named subject.

	
	
	

	Printed name of subject
	
	

	
	
	

	Signature of legally authorized representative
	
	Date

	
	

	Printed name of legally authorized representative
	

	
	
	

	Signature of person obtaining authorization
	
	Date

	
	
	

	Printed name of person obtaining authorization
	
	Date


[Add the following block if you will document assent of the subject.]

	Assent
	· Obtained

· Not obtained because the capability of the subject is so limited that the subject cannot reasonably be consulted.


Witness Signature
	Witness
	· My signature below documents my physical presence at the time the authorization document was signed by the legally authorized representative of  the subject.

· My signature below documents that the information in the authorization document and any other written information was accurately explained to, and apparently understood by, by the legally authorized representative of  the subject, and that authorization was freely given by the legally authorized representative of  the subject. (Required when the legally authorized representative is illiterate)

	
	
	

	Signature of witness 
	
	Date

	
	

	Printed name of witness
	


Signature Block for Children

	I have read this authorization form or had it read to me. I have discussed it with the investigator and my questions have been answered. I will be given a signed copy of this form. By my signature, I agree to the access, use and/or disclosure of the protected health information as described in this form for the named child.

	
	

	Printed name of child
	

	
	
	

	Signature of parent or guardian
	
	Date

	
	· Parent

· Guardian (See note below)

	Printed name of parent or guardian
	

	Note on permission by guardians: An individual may provide permission for a child only if that individual is legally authorized to consent to the child’s general medical care.

	
	
	

	Signature of parent
	
	Date

	
	

	Printed name of parent
	

	If signature of second parent not obtained, indicate why: (select one)

	· The IRB determined that the permission of one parent is sufficient. [Delete if the IRB did not make this determination]
· Second parent is deceased

· Second parent is unknown 
	· Second parent is incompetent

· Second parent is not reasonably available

· Only one parent has legal responsibility for the care and custody of the child


[Add the following block if you will document assent of children]

	Assent
	· Obtained

· Not obtained because the capability of the child is so limited that the child cannot reasonably be consulted.


 [Add the following block to all consents]

	
	
	

	Signature of person obtaining authorization
	
	Date

	
	
	

	Printed name of person obtaining authorization
	
	Date


Witness Signature
	Witness
	· My signature below documents my physical presence at the time the authorization document was signed by the parent or guardian of the subject.

· My signature below documents that the information in the authorization document and any other written information was accurately explained to, and apparently understood by, the parent or guardian of the subject, and that authorization was freely given by the parent or guardian of the subject. (Required when the parent or guardian is illiterate)

	
	
	

	Signature of witness
	
	Date

	
	

	Printed name of witness
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