

UPMC/Clinical Department Letterhead
Participant Informed Consent Document and HIPAA Authorization to 
Receive an Investigational Device 

Single Patient, Expanded Access Use of [Device Name] for the Treatment of [Disease/Condition] in Patient [First and Last Initial]

Treatment Physician: 	Name and Contact Number (including 24-hour phone number) of Treating Physician

Device Manufacturer:	Name of Device Company

*If consent is being obtained from a legally authorized representative because the patient does not have decisional capacity or permission is being obtained from a parent because the patient is a child, adapt “you” to “your family member”, “your child”, or applicable relational term wherever applicable.

This consent form tells you about this Investigational Treatment so you can decide whether you wish to proceed. This consent formIt may contain words that you do not understand. Please ask the treatment doctor or the treatment staff to explain any words or information that you do not clearly understand. You may also discuss with your other doctors, family, or friends before making your decision.

Why am I being offered this Investigational Treatment?

You are being offered this Investigational Treatment with [device name] because you have been diagnosed with [disease/condition] that [has not responded to available treatment, does not have available treatment, or other reason why approved treatment is not an option].  

The purpose of this Investigational Treatment is to provide you the opportunity to receive the investigational (experimental) device [device name] by [device manufacturer] through an Expanded Access Use, also known as Compassionate Use.  “Investigational” means that [device name] has not been approved by the US Food and Drug Administration (FDA) for use as a medical device (or replace with another reason why the device is considered investigational). *If applicable, provide more information about the device such as how it works and current research status that may be relevant to patient understanding.

Your treatment doctor, [Physician name], has determined that you are eligible for investigational treatment with [device name] and feels that you may benefit because [rationale].

This consent form tells you about this Investigational Treatment so you can decide whether you wish to proceed. It may contain words that you do not understand.  Please read the information carefully and ask the treatment doctor to explain any words or information that you do not understand.  You may discuss it with anyone you choose, including a relative, friend, or other doctors, before making your decision. 

If you wish to proceed with the Investigational Treatment, you will be asked to sign this form to receive the treatment. Your decision to take part in the Investigational Treatment is voluntary. That means you are under no obligation to sign, and refusal to receive it will not affect your medical care. You are also free to stop participating in the Investigational Treatment at any time for any reason without affecting your medical care.  *If the device is an implant that cannot be removed post implantation in the event the patient withdraws consent, include a statement to that effect.

How long will I receive the Investigational Treatment? 

*If applicable.  Otherwise, include appropriate language about for how long the device will be used and include any applicable language about circumstances when the use of the device may be terminated early.
[bookmark: _Hlk34641708]You will continue to receive treatment with [device name] for about [duration], or earlier if the treatment doctor determines that you are no longer experiencing benefit, you experience intolerable or unacceptable side effects, your treatment doctor determines that your safety is at risk, you are no longer receiving benefit from the treatment, you decide to stop treatment, , or the treatment plan is terminated by the device manufacturer, Institutional Review Board (IRB) or FDA. 

What will happen if I agree to the Investigational Treatment?

*ProvideInclude applicable information including:
· How will the device be used
· Any special procedures needed for the use of the device or safety monitoring (e.g. surgery, interventional radiology procedure, etc.)
· Patient instructions if they will be using the device themselves.
· Assessments needed prior to initiation of treatment
· Monitoring procedures and frequency
· Special precautions while on treatment 
· Any end-of-treatment or early-withdrawal procedures needed

Note that the device manufacturer may be able to provide information on required or suggested safety assessments.

What are the risks of this Investigational Treatment?

While undergoing this Investigational Treatment, you are at risk for side effects from [device name]. Risks are possible side effects, both known and unknown, of the device or procedures. These side effects will vary from person to person. Commonly occurring as well as rare but serious side effects are listed below.

You should discuss these risks and any other side effects that may not be listed in the form with the treatment doctor. Many side effects go away shortly after the treatment is stopped, but in some cases side effects may be serious, long lasting, and/or permanent, and may even cause death. With all devices or procedures, there may be risks that we do not know about.  You will be given any new information that develops and may affect your willingness to continue treatment with [device name].

If you experience any of the described symptoms or have any other problems, you must immediately tell the appropriate treatment team member or the treatment doctor by calling the number on the first page of this consent form.  If you feel that these symptoms or side effects are life-threatening, seek medical assistance immediately.

Side effects of [device name] 

It is very important that you tell your regular doctor or any other doctors or health care providers who treat you are receiving this investigational treatment.  If you fail to do so, it could put you at significant risk.

*Include bulleted risks with layman explanation, separated by frequency.  Make note of any unusual side effect(s) or severe side effect(s) for that device or device class. If there is risk to pregnancy or fetus, include relevant information on pregnancy precautions, duration of effective contraception needed, language to notify treating physician of pregnancy, notification not to donate sperm/egg, and any needed monitoring and gather information of pregnancy outcome if subject or subject’s partner becomes pregnant.

Note that the device manufacturer may be able to provide information on expected adverse events/side effects.


Risks of [special procedures listed in “What will happen if I agree to the Investigational Treatment” section]

*If applicable, include bulleted risks associated with any procedures needed for production or administration of the drug or monitoring listed in the “What will happen if I agree to the Investigational Treatment” section.

What are the benefits of this Investigational Treatment?

You may experience some improvement in your disease during treatment with [device name], but this benefit cannot be guaranteed.  

What other choices do I have if I do not take part in this Investigational Treatment?

If you choose not to receive Investigational Treatment, you can discuss other options with the doctor. You should ask any questions you may have about the risks and benefits of each option.

If applicable, list alternatives. You may also choose “comfort care.” Comfort care includes pain medication and other support. It aims to maintain your comfort and dignity rather than treat the disease. Usually, this care can be provided at home. If you think you might prefer comfort care, please discuss this with your family, friends, and your doctor.
 
You do not have to participate in this Investigational Treatment to receive care for your condition. 

If I agree to Investigational Treatment, will I be told of any new risks while receiving treatment?

You will be promptly notified if any new information develops while you are receiving [device name] which may cause you to change your mind about continuing to receive this Investigational Treatment.

What are the costs and compensation for receiving this Investigational Device?

You will not be paid to take in this Investigational Treatment.  

[Device name] is being provided free of charge by [Device Manufacturer]/billed to you or your insurance company (*whichever applies). All other tests, procedures, and fees will be billed to you or your insurance company.

Ask your treatment doctor or a UPMC Financial Counselor to discuss the costs that will or will not be covered by your health plan. This discussion should include the costs of treating possible side effects. Otherwise, you might have unexpected expenses from the Investigational Treatment.

What if I am injured by this Investigational Treatment?

If you are injured or become ill as a result of receiving the Investigational Treatment, [ddevice name], contact [Treatment Physician], at [phone number, if it’s 24 hour, and off-hour phone number if the first name number is not 24 hour] as soon as possible so that [he/she/they] can assist you in obtaining appropriate medical care. If it is an emergency, call 911 and go to the emergency department at your local hospital.

The costs of this care will be charged to you or your third-party payer (e.g., your health insurer) in the usual manner and consistent with applicable laws.

No funds have been set aside in the event of an injury related to treatment with this device.

In no way does signing this consent form waive your legal rights nor does it relieve the doctors or the involved institutions from their legal and professional responsibilities. 

No compensation or medical treatment is available from [Ddevice Manufacturer] or UPMC for any injuries arising from or related to participation in this program.  However, by signing this form, you do not give up any of your legal rights.

Will my medical information be kept private? 

We will do our best to make sure that the personal information in your medical record will be kept private. Any information about you obtained from this Investigational Treatment will be kept as confidential (private) as possible. However, we cannot guarantee total privacy. Your personal information may be given out if required by law. 

Unless required by law, your name will not be disclosed outside the clinic. Organizations that may look at and/or copy your medical records for research, quality assurance, and data analysis include:
· The doctor, staff and authorized representatives of UPMC
· University of Pittsburgh Education and Compliance Support for Human Subject Research (ECS-HSR)
· [Device Manufacturer] and their authorized agents
· Governmental agencies including the US Food and Drug Administration (FDA) and US Department of Health and Human Services
· Any other applicable parties

The above-mentioned individuals will use your personal information collected as part of this treatment, including your medical records to check that the treatment with [device name] is administered correctly and to collect information about the safety and efficacy of the drug. These people are all obligated to maintain confidentiality by the nature of their work or are bound by confidentiality agreements. If required, the treatment doctor may contact your personal physician to collect additional medical information and your past medical history.

The treatment doctor may only share your Information with people whom you have permitted to see it. However, once your personal health information is shared as authorized, it may no longer be protected by Federal law and may be re-disclosed without your permission. However, every effort will be made to maintain your confidentiality.

Information shared as part the Investigational Treatment will not identify you except as noted above. 

Instead, your name will be replaced with a special code that identifies or the code may be your initials and date of birth. This code, along with your personal health information, will be used by the drug manufacturer and their representatives, for the purposes mentioned above and to help establish whether the drug device is safe and effective. The drug device manufacturer may share your coded information, as necessary, with its business collaborators who work within the scope of this consent, people and companies who work with the drug device manufacturer, Institutional Review Boards and regulatory agencies such as the US Food & Drug Administration (FDA).

The information will be kept confidential within the limits of the law and used only for the purposes mentioned above. If the results of this data collection are published or presented in a meeting, you will not be named, and nobody will be able to tell that you received this treatment with [device name] from the publication or presentation.

In accordance with the UPMC Notice of Privacy Practices document that you have been provided, you are permitted access to information (including information resulting from your participation in this expanded access treatment contained within your medical records filed with your health care provider.


Is my participation in this Investigational Treatment voluntary? Can I withdraw my consent?

[bookmark: _Hlk46740692]Your participation in the treatment with [device name] is voluntary and you may cancel this consent at any time and without any reason. If you do so, your participation in the treatment will end and the treatment staff will stop collecting information from you. However, any identifiable research or medical information recorded for, or resulting from, your participation in this Investigational Treatment prior to the date that you formally withdrew your consent may continue to be used and disclosed for the purposes described above. If you decide to withdraw from this treatment, you must notify the treatment doctor, [Treatment Physician], in writing at the address listed on the first page of this informed consent.

If you decide not to sign this consent, you will not be able to receive treatment with [device name]. This consent does not expire unless and until you revoke it.

Your decision to withdraw your consent for participation in this Investigational Treatment will have no effect on your current or future relationship with the University of Pittsburgh, your current or future medical care at a UPMC hospital or affiliated health care provider, or your current or future relationship with a health care insurance provider.

If I agree to take part in this Investigational Treatment, can I be withdrawn without my consent?

You may be withdrawn from treatment by your treatment doctor, the FDA, the Institutional Review Board (a group responsible for ensuring that the rights of participants are protected), without your consent, if: (1) the doctor feels it is not in your best interest to continue, (2) you fail to follow the doctor's and/or staff's instructions, (3) you experience an adverse reaction that requires other medical treatment, (4) the drug company stops providing the drug for any reason or (5) the FDA or other regulatory authority stops the treatment with the drug device for any reason.

[bookmark: _Hlk43466676]Contacts

If you have questions about the treatment or in the event of a treatment drug related injury, you should contact the treatment doctor, [Treatment Physician], at [phone number, if it’s 24 hour, and off-hour phone number if first name number is not 24 hour].

[bookmark: _Hlk43476449]If you have questions related to your rights regarding receiving this Investigational Treatment, contact the University of Pittsburgh Human Subjects Protection Advocate toll free at 866-212-2668.

Patient Statement of Informed Consent

All of the above has been explained to me and all of my current questions have been answered. I understand that, throughout my involvement in this Investigational Treatment, I am encouraged to ask questions about any aspect of this treatment including the use and disclosure of my identifiable medical record information.  Such future questions will be answered by the doctor listed on the first page of this form.  

Any questions I have about my rights in this Investigational Treatment, or the use of my medical information will be answered by the Human Subject Protection Advocate of the University of Pittsburgh’s Human Research Protection Office (1-866-212-2668). 

By signing this form, I agree to participate in this Investigational Treatment and for the use and disclosure of my medical record information for the purposes described above.  A copy of this consent form will be given to me.



Patient's Signature	Date and Time



Printed Name of Patient

Investigator Certification of Informed Consent:

I certify that I have explained the nature and purpose of this Investigational Treatment to the above-named individual, and I have discussed the potential benefits and possible risks of participation. Any questions the individual(s) have about this Investigational Treatment have been answered, and we will always be available to address future questions as they arise.



Physician Obtaining Consent Signature	Date and Time



Printed Name of Physician Obtaining Consent

* Patient has cognitive impairment and is unable to provide direct consent, incorporate the following standard statements and signature lines:

______________________________
Patient Name (Print)

The above-named individual is unable to provide direct consent for study participation because [reason].  Therefore, by signing this form, I give my consent for his/her participation in this Investigational Treatment.

______________________________             ___________________________________
Representative’s Name (Print)             	       Representative’s Relationship to Participant

______________________________             ______________________________
Representative’s Signature                  	      Date [add time if copy will be in medical record]

______________________________             ______________________________
Witness Signature                                 	      Date [add time if copy will be in medical record]

* If patient is unable to obtain consent but is able to assent, incorporate the following standard language and assent signature:

VERIFICATION OF EXPLANATION

I certify that I have carefully explained the purpose and nature of this Investigational Treatment to the above-named participant in appropriate language. S/he has had an opportunity to discuss it with me in detail. I have answered all his/her questions and s/he provided affirmative agreement (i.e., assent) to participate in this Investigational Treatment.

______________________________________        
Signature of Person Obtaining Assent        

_________________________
Date [add time if copy will be in medical record]

* If the patient is a child, incorporate the following standard language and signature space:

PARENTAL PERMISSION

The above information has been explained to me and all of my current questions have been answered.  I understand that I am encouraged to ask questions about any part of this Investigational Treatment at any time. Any future questions will be answered by a qualified person or by a physician listed on the first page of this consent document at the telephone number(s) given. I understand that I may always request that my questions, concerns or complaints be answered by a listed physician.  

I understand that I may contact the Human Subjects Protection Advocate of the IRB Office, University of Pittsburgh (1-866-212-2668) to discuss problems, concerns, and questions; obtain information; offer input; or discuss situations in the event that the treatment team is unavailable.  A copy of this consent form will be given to me/my child.

__________________________________________
Printed Name of Child-Subject

I understand that as a minor (age less than 18 years), the above-named child is not permitted to participate in this Investigational Treatment without my consent and authorization. Therefore, by signing this form, I give my consent for his/her participation in this research study and provide my authorization for the use of his/her medical records.

Parent’s or Guardian’s Name (Print)______________________________       

Relationship to Participant (Child): ___________________________

Parent or Guardian Signature ____________________________    Date:______________

* If the pediatric patient is able to provide written assent, incorporate the following standard language and signature space:

CHILD ASSENT

This Investigational Treatment has been explained to me, and I agree to participate.

Signature of Child-Patient__________________________________         Date______________                              

*If the pediatric patient is able to provide verbal or written assent, incorporate the following standard language and signature space:

VERIFICATION OF EXPLANATION

I certify that I have carefully explained the purpose and nature of this Investigational Treatment to [name of child] in age appropriate language. He/she has had an opportunity to discuss it with me in detail. I have answered all his/her questions and he/she provided affirmative agreement (i.e., assent) to participate in this Investigational Treatment.

Signature of Person Obtaining Assent_________________________________        Date______________

* If patient regains decisional capacity to provide consent, incorporate the following standard language and signature space:

CONSENT FOR CONTINUED RESEARCH PARTICIPATION

I understand that I am currently participating in an Investigational Treatment. I further understand that consent for my participation in this Investigational Treatment was initially obtained from my authorized representative since I was unable to provide direct consent at the time that this initial consent was requested. I am now able to provide direct consent for continued participation in this Investigational Treatment.

The above information has been explained to me and all of my current questions have been answered. I understand that I am encouraged to ask questions, voice concerns or complaints about any part of this Investigational Treatment during the course of this treatment. Future questions, concerns or complaints will be answered by a qualified person or by a physician listed on the first page of this consent document at the telephone number(s) given.

I understand that I may always request that my questions, concerns or complaints be addressed by a listed physician. I understand that I may contact the Human Subjects Protection Advocate of the IRB Office, University of Pittsburgh (1-866-212-2668) to discuss problems, concerns, and questions; obtain information; offer input; or discuss situations in the event that the treatment team is unavailable. I agree to participate in this Investigational Treatment and provide my authorization for the use of my medical records.

By signing below, I agree to continue my participation in this Investigational Treatment. A copy of this consent form will be given to me.

________________________________                            
Patient Signature                                                            

_________________________
Date [add time if copy will be in medical record]

CERTIFICATION of INFORMED CONSENT

I certify that I have explained the nature and purpose of this Investigational Treatment to the above-named individual(s), and I have discussed the potential benefits and possible risks of Investigational Treatment participation. Any questions the individual(s) have about this Investigational Treatment have been answered, and we will always be available to address future questions as they arise. I further certify that no component of this protocol was begun until after this consent form was signed.

Name of Person Obtaining Consent (Print) ___________________________________     

Role in Investigational Treatment ________________________

Signature of Person Obtaining Consent___________________________________     Date____________
        

* If the pediatric patient will turn 18 while still on treatment, undergoing protocol related monitoring, or having data collected, incorporate the following standard language and signature spaces

CONSENT FOR CONTINUED RESEARCH PARTICIPATION

I understand that I am currently participating in an Investigational Treatment. I further understand that consent for my participation in this investigational Treatment was initially obtained from my authorized representative since I was unable to provide direct consent at the time that this initial consent was requested. I have now turned age 18 and I am able to provide direct consent for continued participation in this Investigational Treatment.

The above information has been explained to me and all of my current questions have been answered. I understand that I am encouraged to ask questions, voice concerns or complaints about any part of this Investigational Treatment during the course of this treatment. Future questions, concerns or complaints will be answered by a qualified person or by a physician listed on the first page of this consent document at the telephone number(s) given.

I understand that I may always request that my questions, concerns or complaints be addressed by a listed physician. I understand that I may contact the Human Subjects Protection Advocate of the IRB Office, University of Pittsburgh (1-866-212-2668) to discuss problems, concerns, and questions; obtain information; offer input; or discuss situations in the event that the treatment team is unavailable. I agree to participate in this Investigational Treatment and provide my authorization for the use of my medical records.

By signing below, I agree to continue my participation in this Investigational Treatment. A copy of this consent form will be given to me.

Patient’s Signature________________________________         Date____________
                                             

CERTIFICATION of INFORMED CONSENT

I certify that I have explained the nature and purpose of this Investigational Treatment to the above-named individual(s), and I have discussed the potential benefits and possible risks of Investigational Treatment participation. Any questions the individual(s) have about this Investigational Treatment have been answered, and we will always be available to address future questions as they arise. I further certify that no component of this protocol was begun until after this consent form was signed.

Name of Person Obtaining Consent (Print) ___________________________________     

Role in Investigational Treatment ________________________

Signature of Person Obtaining Consent___________________________________     Date____________
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