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Permission for Emergency Treatment with an Unapproved Article
Dr.  [Name of physician] is offering to treat you, your child (in which case the word “you” will refer to “your child” throughout this document), or your representative (in which case the word “you” will refer to the person you are representing) with [Name of unapproved drug, device, or biologic] because you have a serious condition called ____________ and there are no standard acceptable options.
What you should know about this experimental treatment
This treatment has not been approved by US Food and Drug Administration.
This treatment is considered experimental. 
Someone will explain this treatment to you.
You volunteer to get this treatment.
Whether or not you get this treatment is up to you.
You can choose not to get this treatment.
You can agree to get this treatment now and later change your mind.
If you do change your mind, contact your doctor right away.
Whatever you decide it will not be held against you.
Feel free to ask all the questions you want before you decide.
How long will this experimental treatment last?
We expect that the experimental treatment will last ________ [hours/days/months/weeks/years, until a certain event].
What happens if I get this experimental treatment?
[Tell the patient what to expect using lay language and simple terms.]
Is there any way this experimental treatment could be bad for me?
[Describe the risks of the treatment]
This treatment may hurt you in ways that are unknown. These may be a minor inconvenience or may be so severe as to cause death.
If you are or become pregnant, this treatment may hurt your baby or your pregnancy in ways that are unknown. These may be a minor inconvenience or may be so severe as to cause death.
Getting this treatment may lead to added costs to you. You and your insurance company will be charged for the health care services that you would ordinarily be responsible to pay. Insurance may not pay for this treatment because it is considered experimental.
Can this experimental treatment help me?
We cannot promise that this treatment will benefit. The goal of this treatment is to __________________. [Describe the potential benefits of the treatment]
What else do I need to know?
Efforts will be made to limit your personal information, including medical records, to people who have a need to review this information. We cannot promise complete confidentiality. Organizations that may inspect and copy your information include the IRB, representatives of this organization, and the US Food and Drug Administration. 
If you are injured or made sick from taking part in this treatment, medical care will be provided. Generally, this care will be billed to you or your insurance. Depending on the circumstances, this care may be provided at no cost to you. Contact the investigator for more information.
Who can I talk to?
If you have questions, concerns, or complaints, or think the treatment has hurt you talk to your doctor at ____________ [Insert contact information]
This treatment is subject to oversight by an Institutional Review Board. If you have questions about your rights or any unresolved question, concern, or complaint, talk to them at (312) 503-1376 or irbcompliance@northwestern.edu.
HIPAA Authorization

[Do not alter any of the following text, except as indicated.] We are committed to respect your privacy and to keep your personal information confidential.  When choosing to take part in this study, you are giving us the permission to use your personal health information that includes health information in your medical records and information that can identify you. For example, personal health information may include your name, address, phone number or social security number. Your health information we may collect and use for this research includes: [Modify the list below to specify all elements of health information that may be accessed, used or disclosed for research purposes. Add to the list below any additional elements, as applicable. Delete from the list any elements that do not apply.]
· Results of physical examinations
· Medical history 
· Lab tests, or certain health information indicating or relating to a particular condition as well diaries and questionnaires
· Records about study medication or drugs
· Records about study devices
· Billing information
· HIV testing results
· Substance Use Disorder information: [Specify.]
· Mental Health information: [Specify.]
· Genetic Testing information: [Specify.]
· Genetic Counseling information
· Artificial Insemination
· Sexual Assault/Abuse
· Domestic Abuse of an Adult with a Disability
· Child Abuse and Neglect
· Sexually Transmitted Illnesses (Minors)
· Pregnancy (Minors)
· Birth Control (Minors)

OR

· All Information in a medical record [If “all information in a medical record” is included, the sensitive information provisions (e.g., Part 2 re-disclosure provision) must be included.]


[Include if one or more Northwestern Memorial HealthCare (NMHC) locations is a study site. Otherwise, delete.] During this study, you may be coming to a Northwestern Memorial HealthCare/Northwestern Medicine entity for research appointments or to get clinical services, such as lab tests, needed for the study.  When that happens, you will be scheduled for these services through the NMHC computer system.  When a clinical exam or lab is done by NMHC or one of its employees for the purpose of this research study, that information will be kept in both NMHC’s clinical records and in the study records.

[bookmark: _Hlk60842700]The following clinical providers may give the researchers information about you:  all current and previous health care providers, including but not limited to the Shirley Ryan AbilityLab (SRALAB) and Northwestern Memorial HealthCare/Northwestern Medicine entities and its current and future affiliates.

[bookmark: _Hlk60842716]Once we have the health information listed above, we may share some of this information with the following offices or entities outside of Northwestern University and its clinical partners (or affiliates):  the Northwestern University Institutional Review Board Office and Office for Research Integrity; the US Office of Research Integrity; the US Office for Human Research Protections; the US Food and Drug Administration.  

[bookmark: _Hlk60842732]Any research information shared with outside entities will not contain your name, address, telephone or social security number or any other personal identifier unless disclosure of the identifier is necessary for review by such parties or is required by law or University policy [except that such information may be viewed by the Study sponsor and its partners or contractors at the Principal Investigator’s office].

The following entities may receive your health information: 

[Delete any of the following paragraphs that do not apply.]
· Authorized members of the Northwestern University (if appropriate add “and the Shirley Ryan AbilityLab”) workforce, who may need to see your information, such as administrative staff members from the Office for Research, Office for Research Integrity and members of the Institutional Review Board.
· Clinical affiliates, including but not limited to the Shirley Ryan AbilityLab (SRALAB), Northwestern Memorial HealthCare, and the Ann & Robert H. Lurie Children’s Hospital of Chicago (Lurie Children’s).  Your participation in this clinical trial may be tracked in an electronic database and may be seen by investigators running other trials that you are enrolled in and by your healthcare providers. [Required for all research studies that must register participants in NITRO Study Tracker. Otherwise, delete.]
· Clinical affiliates, including but not limited to Northwestern Memorial HealthCare, for purposes including, but not limited to, the affiliate’s provision of care to you and/or the affiliate’s scheduling of appointments and/or billing activities.
· Other University research centers and University contractors who are also working on the study,
· Study monitors and auditors who make sure that the study is being done properly, 
· [Insert name of company sponsoring the study.] __, who is sponsoring the study, and that company’s contractors and partners.
· Government agencies and public health authorities, such as the Food and Drug Administration (FDA) and the Department of Health and Human Services (DHHS).
· Registries or other research-related databases: [State the name and purpose of all registries, other than those maintained by government agencies or public health authorities, to which identifiable information will be directly disclosed by the researcher or research staff associated with this research study.] The following registries: ________________.
· [Include if participants undergo HIV testing. Otherwise, delete.] The study doctor must report positive HIV tests to the Illinois Department of Public Health (IDPH).  The IDPH keeps track of all persons in the state with positive HIV tests.  Information provided to IDPH include name, social security number, current address, telephone number, age, date of birth, age at diagnosis, race, ethnicity, sex, current gender, country of birth, residence at diagnosis and facility where diagnosis of HIV or AIDS was established.
· Others: [Specify by name or category any other individuals or organizations who may access, receive, or use the personal health information in connection with this research study.] The following individuals or organizations may also access, receive, or use your personal health information: ________________.

Those persons who get your health information may not be required by Federal privacy laws (such as the Privacy Rule) to protect it. Some of those persons may be able to share your information with others without your separate permission.

[If the research includes substance use disorder information, or if “all information in a medical record” is included, add the following statement for the Part 2 re-disclosure provision. Otherwise, delete.] 
Also, Federal law/42 CFR Part 2 prohibits unauthorized use or disclosure of these records. 

The results of this study may also be used for teaching, publications, or for presentation at scientific meetings.

Include an expiration date or expiration event that relates to the individual or to the purpose of the use or disclosure of Personal Health Information. Note that “end of the research study” or “no expiration” may be acceptable for research use or disclosure. 
Unless you revoke your consent, it will expire _______.

Although you may revoke consent to participation in this research at any time and in any format, you must revoke authorization for use or disclosure of your health information in writing. 

To revoke your authorization, write to:
[Insert all of this information.]
PI’s Name: 
Institution: 
Department: 
Address:

[Describe the exceptions to the right to revoke authorization.]
[bookmark: _Hlk60843483]You do not have to authorize the use or disclosure of your health information; however, you will not be allowed to take part in this research study. If you do not authorize the use or disclosure of your health information, it will not affect your treatment by health care providers, or the payment or enrollment in any health plans, or affect your eligibility for benefits.

[Required for studies conducted at NMH, NMG and NLFH. Delete if not applicable.] A copy of this signed consent document, information about this study, and the results of any test or procedure done may be included in your medical records and may be seen by your insurance company.

Your signature documents your permission to take part in this experimental treatment.
		
____________________________________________________           ____________
Signature of patient, legally authorized representative,                 Date
parent, or guardian of a child
	
_______________________________________________
Printed name of patient	
		
_______________________________________________             ___________
Signature of person obtaining consent		                        Date
		
_______________________________________________
Printed name and signature of person obtaining consent		
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