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Emory University	Comment by Author: Basic Instructions for this form:
 Do not alter the stamping header in any way. The study number and approval (and expiration dates, if applicable) will be added automatically during stamping.
The Consent Form should be written using 8th Grade language (as measured by Flesch-Kincaid).
 The “IRB Form #” must be somewhere in the footer. Other than that, the footer may be altered as needed. Instructions for individual sections are contained in comments. 
 All comments should be deleted from the clean copy submitted to the IRB for review.
Consent and HIPAA authorization to Receive Treatment in an 
Expanded Access Program for Use of an Unapproved Drug/Device


Title:	Comment by Author: Use the full title of the study. You may add additional language to distinguish between consent forms for different cohorts or substudies as well.

IRB #:	Comment by Author: Given when study is created

Program Doctor:

Doctor Phone: 

Sponsor:	Comment by Author: Complete this section if:
The company manufacturing the drug or device holds the IND or IDE for this expanded access protocol. Otherwise remove.

Investigator-Sponsor:	Comment by Author: Complete this section if: The treatment provider holds an IND or IDE for this expanded access protocol. Otherwise remove.


If you are the legal guardian of a child who is being asked to participate, the term “you” refers to the child.	Comment by Author: Use only if adult and minor subjects will use the same form. If only minors, we suggest removing this line and replacing references to “you” with “your child” throughout. If parent and minor child will both be subjects, then remove this line and the form must distinguish between what the parent is consenting to for themselves and what they are giving permission for, for their child.

Introduction
In the United States, the federal Food and Drug Administration (FDA) must approve drugs or devices that are sold to treat illnesses and conditions.  In some cases, the FDA may permit a doctor to use a non-FDA approved drug or device to treat a patient.  

You are being offered treatment with a drug/device that has not been approved by the FDA. This form is designed to tell you things you need to think about before you decide if you want to receive this treatment.  It is entirely your choice.  If you decide to receive this treatment, you can change your mind later on and stop treatment.  The decision to receive this treatment will not cause you to lose any medical benefits you have. If you decide not to take part in this program, your doctor will continue to treat you.  Insurance or health benefits programs may or may not pay for this treatment.  You should check with your insurance or health benefits provider to see if this treatment will be covered.	Comment by Author: Select drug or device in several places in this document. 

Before making your decision:
· Please carefully read this form or have it read to you
· Please listen to the program doctor or program staff explain the treatment to you 
· Please ask questions about anything that is not clear

You can take a copy of this consent form, to keep. Feel free to take your time thinking about whether you would like to participate. You may wish to discuss your decision with family or friends. Do not sign this consent form unless you have had a chance to ask questions and get answers that make sense to you.  By signing this form you will not give up any legal rights.

[bookmark: _Hlk48827276]What is the purpose of this treatment?
Your doctor will treat your illness or condition with a drug/device that has not been approved by the FDA for use in humans.  The drug/device …	Comment by Author: Select drug or device	Comment by Author: Give information about the drug or device to be used

What will I be asked to do?
Insert information about treatment procedures



What are the possible risks and discomforts?	Comment by Author: The IRB would like this information presented in percentages (e.g. 10% may present nausea).  If this information is not available, please let your study analyst know, and present it in terms of probability. 
There may be side effects from the investigational drug or procedures that are not known at this time.  	Comment by Author: If no drug, replace with “device” or remove completely and just leave “procedures.”
The most common risks and discomforts expected are:

The less common risks and discomforts expected are:

Rare but possible risks include:

If it is biologically possible for you to become pregnant: to protect against possible side effects of the investigational drug, people who are pregnant or nursing a child may not take part in this treatment. If you become pregnant, there may be risks to you, the embryo, or fetus. These risks are not yet known. If you are a person of childbearing ability, you and the doctor must agree on a method of birth control to use throughout the treatment.  If you think that you have gotten pregnant during the treatment, you must tell the doctor immediately.  Pregnant people will be taken off of the treatment.	Comment by Author:  If study procedures may have reproductive risks, please modify and include this language as appropriate.	Comment by Author: If no drug, replace with “device” or remove completely and just leave “procedures.	Comment by Author: If there are known risks, please state them along with the disclaimer that “there may also be other unknown risks.”

If it is biologically possible for you to make someone pregnant: the effect of the study drug on sperm is not known.  To protect against possible side effects, you should not get a sexual partner pregnant while taking the study drug and for __________ days/weeks/months after the last dose.  You and the study doctor should agree on a method of birth control to use throughout the study.

If you will take the study drug home, keep it out of the reach of children or anyone else who may not be able to read or understand the label.  Do not let anyone else take the study drug besides you.

Will I benefit directly from the treatment? 
This drug/device is not FDA approved because there is not enough information to make sure the drug/device is safe or works for your condition.  There may be early information that shows this could be a good treatment option, but it is not known for sure.  You may or not benefit from this treatment, or this treatment could worsen your condition.  Make sure to discuss any benefit questions with the program doctor, to make sure this is the right treatment for you.	Comment by Author: Edit to say “drug” or “device” (not both).

Add additional information, if pertinent, about benefits if the drug/device is waiting for FDA approval in case of expanded access after the end of clinical trials.
Will you be paid for your time and effort?
You will not be offered compensation for getting this treatment.   
What are your other options?
If you choose not to join this study, you may be able to other treatment.  [List the major standard care options and/or possibility of research studies] Your doctor will discuss these with you.  

How will your private information be protected?
Whenever possible, a study number, rather than your name, will be used on records that the treatment team keeps about this treatment, outside of your medical record. 




In Case of Injury
If you get ill or injured from being in the program, Emory will help you to get medical treatment. Emory, however, has not set aside any money to pay you or to pay for this medical treatment. 
If you become ill or injured from being in this program, your insurer will be billed for your treatment costs.  If you do not have insurance, or if your insurer does not pay, then you will have to pay these costs.  
If you believe you have become ill or injured from this treatment, you should contact Dr. __ at telephone number ___. You should also let any health care provider who treats you know that you are receiving an unapproved drug/device treatment.	Comment by Author: Select drug or device
If you have Medicare or Medicaid, the government agencies that run these programs may need information about your identity and your treatment. Your insurance will be billed for any costs of medical treatment for your injury or illness.  Your insurer may be told that you are receiving this treatment and that is not approved by the FDA. If you do not have insurance, or if your insurance does not pay, then you will have to pay these costs. 
Costs
You will have to pay for the items or services that are part of your treatment.  [Option -- The only exception is that you will receive the [drug/device] for free from the manufacturer.] If you have insurance, Emory will submit claims to your insurance for items and services that are part of your treatment.   Emory will send in only those claims for items and services that it reasonably believes your insurance will pay and that are not paid by anyone else. 	Comment by Author: This will be the usual case.  

The actual amount that you have to pay depends on whether or not you have health insurance and whether or not that insurance will pay for any treatment costs. Some insurance companies will not pay for unapproved treatment, regular medical treatment or treatment for complications.  How much you will have to pay for any co-payments, deductibles or co-insurance depends on your plan.  Emory and the drug or device manufacturer will not pay for these costs. 

It is a good idea to contact your insurance provider and tell them you want to receive this treatment and that the treatment is not approved by the FDA.  Ask them what they will pay for and what they will not pay for.  You can also ask the treatment team for help in figuring out what you will have to pay. 

If you do not have insurance, Emory will review your case as part of its program for low-income patient care.  The standard policies of that program will apply.  The program will figure out if you have to pay any costs for your treatment and what those costs will be.

[bookmark: _Hlk48827799]Withdrawal from the Treatment
You have the right to stop the investigational treatment at any time.  

For your safety, however, you should consider the study doctor’s advice about how to go off the treatment.  If you stop before the last planned visit, the treatment provider may ask you to complete some of the final steps such as lab work or imaging as applicable. 

Emory has the right to remove the option to have this investigational treatment without your consent. They may do this if they believe it is in your best interest or if changes are made to the availability of the investigational treatment.  

Authorization to Use and Disclose Protected Health Information

The privacy of your health information is important to us.  We call your health information that can be used to identify you and relates to your treatment or payment, your “protected health information” or “PHI.”  To protect your PHI, we will follow federal and state privacy laws, including the Health Insurance Portability and Accountability Act and regulations (HIPAA).  We refer to all of these laws as the “Privacy Rules.”  Here we let you know how we will use and disclose your PHI.

PHI that Will be Used/Disclosed:  
· Medical information about you including your medical history and present/past medications
· Results of exams, procedures and tests 
· Laboratory test results

Purposes for Which Your PHI Will be Used/Disclosed:
· To provide treatment and facilitate payment for such treatment 
· To conduct healthcare operations  
· To ensure compliance with state and federal regulations
· To determine your health, vital status or contact information 

Use and Disclosure of Your Information That is Required by Law:  
We will use and disclose your PHI when we are required to do so by law. This includes laws that require us to report child abuse or abuse of elderly or disabled adults. We will also comply with valid legal requests, including subpoenas or court orders, that require us to disclose your PHI. 

[bookmark: _Hlk141962338]Authorization to Use PHI is Required to Participate:
By signing this form, you give us permission to use and disclose your PHI for this treatment. 

People Who will Use/Disclose Your PHI:

· The doctor(s) and other care team members providing treatment
· Institutional Review Boards (people who review the use of this drug)
· Other Emory offices and persons who watch over the safety of health care
· Government agencies that regulate the use of this druge such as the Food and Drug Administration

Expiration of Your Authorization
Your HIPAA authorization will not expire.

Revoking Your Authorization
If you sign this form, at any time later you may revoke (take back) your permission for the use of your information.  At that point, we will stop collecting your PHI.  If you want to do this, you must contact the doctor listed on this form. 

Other Items You Should Know about Your Privacy
Not all people and entities are covered by the Privacy Rules.  HIPAA only applies to health care providers, health care payers, and health care clearinghouses.  If we disclose your PHI to people who are not covered by the Privacy Rules, then your PHI won’t be protected by the Privacy Rules.  People who do not have to follow the Privacy Rules can use or disclose your PHI to others without your permission if they are not required by law to protect the privacy of your PHI.  

Physician contact information:  Click here to enter text.	Comment by Author: For the patient to contact the physician if he/she experiences a device-related adverse event.
Documentation of Information Sheet receipt	Comment by Author: You may also document this process in the use records, patient medical record or any other form of documentation (e.g. log).
· Patient Name:________________________
· Date this information was provided:________________________
· Name of person who explained this information to patient:________________________
Signature of person who explained information to patient:________________________ 


[bookmark: _Hlk48822229]
Contact Information	Comment by Author: A 24-hour contact should be provided when appropriate. 

If you have questions about the treatment, contact [contact person(s)] at [telephone number(s)]:


This study has been reviewed by an ethics committee. If you have non-medical questions or concerns about your experience receiving an investigational treatment, or an issue you would rather discuss with someone outside the treatment team, contact the Emory Institutional Review Board at 404-712-0720 or 877-503-9797 or irb@emory.edu. 



Consent and Authorization	Comment by Author: Please make sure that all signature lines appear on one page (i.e. do not break across two pages).


TO BE FILLED OUT BY SUBJECT ONLY
Print your name, sign, and date below if you choose to be participant in this treatment protocol. You will not give up any of your legal rights by signing this form. We will give you a copy of the signed form to keep.

	
Name of Patient 


			 
Signature of Patient (18 or older and able to consent)	Date              Time

			
Signature of Legally Authorized Representative  	Date              Time


	
Authority of Legally Authorized Representative or Relationship to Patient

TO BE FILLED OUT BY STUDY TEAM ONLY

__________________________________________________________
Name of Person Conducting Informed Consent Discussion

			
Signature of Person Conducting Informed Consent Discussion	Date              Time
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