** Please insert template language as the last “section” of your informed consent document.  Provide study specific information for all highlighted sections and delete all instructions before submitting to IRB for review. See Authorization Worksheet for additional guidance. **

Authorization to Use and Disclose Your Health Information 

State and Federal laws, including the Health Insurance Portability and Accountability Act (HIPAA), require researchers to protect the privacy of your health information. This section of the consent form describes how researchers, with your authorization (permission), may use and release (disclose or share) your protected health information (PHI) for this research study. Please read this section of the consent form carefully. 

If you sign this document, you give permission to (insert name of PI) and his (or her) Summa Health research team to use or disclose (release) the following protected health information: (List PHI to be used, created or disclosed for this study in a specific and meaningful way.)

· Your medical records for past medical conditions and medications related to your heart health
· All information (research records and medical records) created during your participation in this research study
· All information related to illness or hospitalizations that occur during your participation in this study

The research team needs this information to conduct the study.  This is a study to test (add simple language describing purpose of study.  For example “whether a device called an XYZ can increase the likelihood of survival in patients at risk of a stroke or heart attack.”) 

To maintain the integrity of this research, you might not have access to any health information developed as part of this study until it is completed.  At that point, you generally would have access to your health information.

Disclosure of your protected health information 
 
If you sign this form, the researchers may share your health information during the conduct of the study with: 

· Non-Summa researchers or organizations working with Summa researchers
· Law enforcement or other agencies, when required by law
· Summa Health’s Institutional Review Board (or other IRB of record), which oversees our research 
· The sponsor of this research study and people who work for the sponsor
· Representatives of government agencies in the United States and other countries (i.e. Food and Drug Administration and the Office of Human Research Protection)
· Other authorized Summa Health Officials who oversee research and clinical care

The people listed above will use and share your health information to review the quality, safety, and results of the research and may also do additional research.
  
Please understand that these persons/organizations who may receive your health information may not be required by U.S. Federal privacy laws (such as HIPAA) to protect it and may share your information with others without your permission. 

This authorization does not have an expiration date. 

However, you can change your mind and cancel this authorization at any time. To cancel this authorization, you must write to the study doctor listed at the beginning of this consent form.
  
If you cancel this authorization, you will no longer be allowed to take part in the research study.  If you cancel this authorization, health information you had already allowed us to obtain may still be used and disclosed by researchers in order to maintain the integrity and reliability of the research, and to report any adverse (bad) effects that may have happened to you.
 
If study involves optional activities use the following language: You can cancel your authorization for the optional part(s) of the study and remain in the main study.

Right to refuse to sign this Authorization 
 
You have the right to refuse to sign and give your authorization. If you do not sign this form, your non-research related treatment, payment or enrollment in any health plans, or your eligibility for other medical benefits at Summa Health will not be affected in any way.  

However, if you do not sign this form, you will not be able to participate in this research study.  If study includes optional activities use the following language: You can still be in the main part of the study even if you do not authorize the use and sharing of your information for the optional part(s) of the study.


Signature of Subject (or Legally Authorized Representative)	
	
I have read (or someone has read to me) the above information.  I have been given an opportunity to ask questions and my questions have been answered to my satisfaction.  I agree to participate in this research and authorize the use and disclosure of my protected health information for this study.  I will be given a copy of this signed and dated form.



									
Signature						Date

					
Printed Name


				________________________
Signature of Person Obtaining Consent and Authorization	

_________________________
Date 

				______________________	
Printed Name of Person Obtaining Consent and Authorization

									
Signature of Legally Authorized Rep.			Date 

					
Description of LAR’s Authority (add highlighted section if LAR approved by IRB) 
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