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INFORMED CONSENT AND PRIVACY AUTHORIZATION FORM
Expanded Access (Compassionate/Emergency) Use

Protocol Title: 		

Application No.:		

Sponsor/Supporter/Funded By:	<<Please choose the most appropriate header.  It is required that entities providing monetary or material support be listed here. If there are multiple supporters, please list them and identify the type of support. Delete this line if not applicable>>

Principal Investigator:	<<Include name, address, email address, and phone information>>


You are being asked to allow the expanded access use of <<name of drug or device>>. Participation in this expanded access use is voluntary. 

<<Include this statement if the expanded access use includes children: >>
If you are a parent or legal guardian of a child who may take part in this expanded access use, your permission is required for your child to participate. The assent (agreement) of your child may also be required. When we say “you” in this consent form, we mean you or your child.

<<Include this statement if the expanded access use includes adults who are unable to consent: >>
The person being asked to take part in this expanded access use may not be able to give consent for this use.  You are therefore being asked to give permission for this person as his/her decision maker.

1. What you should know about this expanded access use:
You are being asked to allow the expanded access use of <<name of drug or device>>.  Expanded access is a potential pathway for a patient with an immediately life-threatening condition or serious disease or condition to gain access to an investigational medical product (drug, biologic, or medical device) for treatment outside of clinical trials when no comparable or satisfactory alternative therapy options are available. While this use involves an investigational product, this is not a research study.

<<Name drug or device>> is not approved by the Food and Drug Administration (FDA) for your condition and therefore this use is investigational.

This consent form explains how <<name of drug or device>> will be used. Please read it carefully and take as much time as you need. Ask your doctor to explain any words or information in this consent form that you do not understand

While you are taking <<name of drug or device>>, we will tell you if we learn any new information that may cause you to change your mind about allowing this expanded access use.
2. Why is this expanded access use being offered?
This investigational <<name of drug or device>> is being offered to <<add an introductory sentence describing the primary purpose of the expanded access use of this investigational drug or device>>.

<< If the investigational drug or device is currently being studied in a clinical trial, include the following language: >> 

<<Name of drug or device>> is currently being studied in a clinical trial sponsored by <<Sponsor name>>. You will not be enrolled in the study; however, information about your experience with <<name of drug or device>> will be shared with the sponsor and possibly others.


3. What will happen if you agree to this expanded access use?
If you agree to this expanded access use, the following will happen:
· Describe the procedures chronologically using lay language, short sentences, and short paragraphs. 
· Blood draw measurements should be provided in teaspoons/tablespoons, ounces, etc.
· Distinguish which procedures are part of the expanded access use and which are standard clinical treatments. 
· Define and explain all medical and scientific terms in ordinary language.  

<<If the expanded access use involves communicable disease testing in Maryland (e.g. HIV, Hepatitis B and/or C), include the following>>
Communicable diseases:
The law requires us to report positive tests to the health department. This reporting will include information that identifies you (for example name, date of birth, home address, phone number, etc.) as required by applicable state law. The health department may use this information to contact you for further follow up and/or to help conduct health surveillance activities aimed at preventing or controlling diseases.

<<If the expanded access use includes HIV testing, also include the following>>
An HIV test will be done to document your HIV status. You may be asked to sign a separate state-issued consent form for the HIV test. If the HIV test is positive it does not always mean you are infected with the HIV virus. It does mean you will need further testing and you will receive counseling about this.

How long will this expanded access use last?
<< Insert the expected duration (days, weeks, or months) of the patient’s participation>> 

4. What happens to data and biospecimens that are collected during this expanded access use? 
<< If this expanded access use will not include biospecimens, you may delete “biospecimens” from the heading and text>> 
Johns Hopkins and our partners work to understand and cure diseases. The biospecimens and/or data you provide are important to this effort.

If you allow this expanded access use, you should understand that you will not own your biospecimens or data, and if they are used to create a new product or idea, you will not benefit financially. 

With appropriate protections for privacy, Johns Hopkins may share your biospecimens and information with our sponsors and partners. 

5. What are the risks or discomforts that may occur with this expanded access use?

Risks of <<name of drug or device>>
· <<Describe any reasonable risks, discomforts, inconveniences.  
· Each medication/drug/device used must be listed.  Within subheadings, consider the use of bulleted items.
· Describe the risks associated with the expanded access use as compared with the risks associated with continuing standard clinical care.
· If the expanded access use includes a washout period, describe the possible risks of discontinuing medications. 
· List risks in order of relative probability (e.g., “likely,” “less likely” or “unlikely,” and “rare but serious”). Always include risk of death where this risk exists. To the extent that probability can be quantified by percentages, please include when available.
· In addition to physiological risks/discomforts, describe psychological, emotional, financial, social, and legal risks that might result.  For example, address the risk for the loss of confidentiality of sensitive information. >>

Identifiable private information 
<<If the expanded access use involves collection of identifiable private health information, include the following: >>
There is the risk that information about you may become known to people outside of the medical team conducting this expanded access use.

Unknown risk
<<If the expanded access use involves an intervention or the risk profile of any procedures are not well known, end with the statement: >> 
There may be side effects and discomforts that are not yet known.  

6. Are there risks related to pregnancy?
<<Insert this heading and section if applicable.
· Describe foreseeable risks to an embryo/fetus. 
· Describe any required pregnancy testing and actions that may be taken if the participant or a participant’s partner becomes pregnant.  
· Describe any required contraceptive measures.>>

This expanded access use may hurt an embryo or fetus in ways we do not currently know. 

7. Are there benefits to taking part?
There is no guarantee that you will benefit from allowing this expanded access use.

8. What are your options if you do not want to allow the expanded access use?
You do not have to allow this expanded access use.  If you decide not to allow the use of <<name of drug or device>>, your care at Johns Hopkins will not be affected.


9. Will it cost you anything?  
You will receive a separate Insurance and Research Participant Financial Responsibility Information Sheet. This Sheet will give you the following information:
· The procedures, tests, drugs or devices that are part of this expanded access use. The Sheet will include whether you or your health insurer will be charged for the investigational drug or device.  
If you have health insurance, you will be responsible for any co-pays or deductibles not covered by your insurance. 

We are required to collect information about your health insurance to register you in our medical record system as a participant and for billing, if applicable. 

10. Will you be paid?
No.

11. Can you leave the expanded access use early?
· You can agree to this expanded access use now and change your mind later. 
· If you wish to stop, please tell us right away.
· Stopping the expanded access use will not stop you from getting regular medical care. 

If you leave the expanded access use early, Johns Hopkins may use or share your health information that it has already collected if the information is needed for this expanded access use or any follow-up activities. 

12. Why might we stop the expanded access use? 
<<Insert this heading and section if applicable. If appropriate, add some or all of the following statements: >>
The expanded access use may be stopped if:
· Continuing with the expanded access use would be harmful.
· You need treatment not allowed during the expanded access use.
· You fail to follow instructions.
· You become pregnant.
· There may be other reasons to stop the expanded access use that we do not know at this time. 

If you are taken out of the expanded access use early, Johns Hopkins may use or give out your health information that it has already collected if the information is needed for this expanded access use or any follow-up activities.

13. How will your privacy be maintained and how will the confidentiality of your data be protected? 
[bookmark: _Hlk117506728]
HIPAA Authorization for Disclosure of Protected Health Information 

What information is being collected, used, or shared?
We will need to collect, use, and share your private health information.  By signing this document, you agree that your health care providers (including both Johns Hopkins Medicine and others) may release your private health information to us, and that we may use any and all of your information that the medical team believes it needs to conduct the expanded access use.  Your private information may include things learned from the procedures described in this consent form, as well as information from your medical record (which may include information such as HIV status, drug, alcohol or STD treatment, genetic test results, reproductive health care, gender-affirming care, or mental health treatment).

Who will see, use or share the information? 
The people who may request, receive, or use your private health information include the medical team and their staff, who may be a part of Johns Hopkins Health System, Johns Hopkins University or the Johns Hopkins Applied Physics Laboratory.  Additionally, we may share your information with other people at Johns Hopkins, for example if needed for your clinical care or oversight.  To improve coordination of the expanded access use and your clinical care, some information about the expanded access use will be included in your electronic medical record.  

By signing this form, you give permission to the medical team to share your information with others outside of Johns Hopkins.  This may include the sponsor and its agents or contractors, outside providers, safety monitors, government agencies, <<for FDA-regulated studies, add including the FDA, >> other sites, data managers and other agents and contractors used by the medical team.  

We try to make sure that everyone who sees your information keeps it confidential, but we cannot guarantee that your information will not be shared with others.  If your information is disclosed by your health care providers or the medical team to others, federal and state confidentiality laws may no longer protect it.  

Do you have to sign this Authorization?
You do not have to sign this Authorization, but if you do not, you may not join the expanded access use.

How long will your information be used or shared? 
[bookmark: _Hlk117506782]Your Authorization for the collection, use, and sharing of your information does not expire. Additionally, you agree that your information may be used for similar or related uses in the future.

What if you change your mind?
You may change your mind and cancel this Authorization at any time.  If you cancel, you must contact the Principal Investigator in writing to let them know by using the contact information provided in this consent form.  Your cancellation will not affect information already collected in the expanded access use, or information that has already been shared with others before you cancelled your authorization.

How will your information be protected?
<<If the expanded access use involves the collection of identifiable information, please include the specific steps you will take to minimize the risk of breach of confidentiality (e.g. include details of where the data will be stored and analyzed, and who will have access to the data). >>

14. What is an Electronic Medical Record (EMR) and what information may be included in the EMR? 
An Electronic Medical Record (EMR) is an electronic version of your medical chart. If you do not already have an EMR at Johns Hopkins, one may be created for this expanded access use. Some information from this expanded access use will be put in your EMR. Examples include your consent form, test results, and scheduled procedures as well as any communications with the medical team or assessments completed through MyChart, a portal used by patients to access their EMR. This information will be visible to any of your providers who view your EMR.

The information in your EMR may also be used and shared consistent with other medical information about you as described in the Johns Hopkins Notice of Privacy Practices.

Information within your EMR can be accessible to others (e.g., health insurance company, life insurance company, disability provider, third-parties specified in this consent). It is possible this information could be used to make decisions about coverage.

If you have any questions about what information may be added to your EMR from participating in this expanded access use, please ask the medical team. If you do not want information from this expanded access use included in your medical record you should not participate in this expanded access use.

15. Will we require any of your other health care providers to share your health information with us for this expanded access use?
As a part of this expanded use, we may ask to see your health care records from your other health care providers.  

16. What treatment costs will be paid if you are injured?
Johns Hopkins does not have a program to pay you if you are hurt or have other bad results from taking part in this expanded access use. However, medical care at Johns Hopkins is open to you as it is to all sick or injured people.  

[bookmark: _Hlk126320736]The costs for any treatment or hospital care you receive as the result of this expanded access use that are not covered by a health insurer will be billed to you.

By signing this form, you will not give up any rights you have to seek compensation for injury. 

17. What other things should you know about this expanded access use?
During the expanded access use, we will tell you if we learn any new information that might affect whether you wish to continue to participate.

[bookmark: _Hlk117507340]What is the Institutional Review Board (IRB) and how does it protect you? 
This expanded access use has been reviewed by an Institutional Review Board (IRB), a group of people that reviews human research studies and expanded access use requests. The IRB can help you if you have questions about your rights or if you have other questions, concerns or complaints about this expanded access use.  You may contact the IRB at 410-502-2092 or jhmeirb@jhmi.edu. 

[bookmark: _Hlk117507373]What should you do if you have questions about the expanded access use, or are injured or ill as a result of this expanded access use? 
[bookmark: _Hlk117507431][bookmark: _Hlk117507466]Call the principal investigator, <<insert PI name>> at <<insert telephone number>>. If you wish, you may contact the principal investigator by letter. The address is on page one of this consent form. If you cannot reach the principal investigator or wish to talk to someone else, call the IRB office at 410-502-2092.  

<<Include this section if the expanded access use is more than minimal risk. A 24 hour number must be included if the expanded access use is more than minimal risk to ensure participants have access to a physician for an urgent medical problem: >>
[bookmark: _Hlk117507476]If you have an urgent medical problem or think you are injured or ill because of this expanded access use, call 911 or go to your local emergency department.  You should also call <<Insert the name of the Principal Investigator, or if the Principal Investigator is not a medical doctor, include designated physician>> at <<insert telephone number>> during regular office hours and at <<insert phone or pager number available 24 hours >> after hours and on weekends. If this doctor is not available, the operator will page the “on call physician.”

 <<If you insert a pager number, include the following instructions: >> 
After the tone, enter the phone number where you can be called, press the # key, and hang up.

18. Assent Statement
<<Insert this statement if the expanded access use includes children, except when (a) the child is incapable of understanding the explanation: or, (b) the treatment offers the prospect of direct benefit to the child that is only available through this expanded access use. >>
This expanded access use has been explained to my child in my presence in language my child can understand.  He/she has been encouraged to ask questions now and at any time in the future.


19. What does your signature on this consent form mean?
Your signature on this form means that you have reviewed the information in this form, you have had a chance to ask questions, and you agree to allow the expanded access use. You will not give up any legal rights by signing this consent form. 

[bookmark: _Hlk127463965][bookmark: _Hlk127462912]<<If you will enroll participants who cannot sign the consent form (unable to read or write, are visually impaired, and/or have physical limitations), use this additional signature page. If multiple participants are likely to need this signature page, add it to your consent form. For single cases, you may have the page approved as an addendum but do not need to add it to your consent form. You must receive IRB approval to use this form. See instructions >>

WE WILL GIVE YOU A COPY OF THIS SIGNED AND DATED CONSENT FORM
[bookmark: _Hlk128648743]




__________________________________________________________________________________________
Signature of Participant 						(Print Name) 				Date/Time 





__________________________________________________________________________________________
Signature of Person Obtaining Consent 					(Print Name) 				Date/Time
<<If a physician is required to take part in the consent process and will conduct the entire consent process, then the physician should sign above as the person obtaining consent.  If the physician will only discuss the risks, benefits, and alternatives, the physician must complete the second signature page and the non-physician consent designee discussing the remainder of the consent should sign above. >>

<<Add any of the following that are applicable and delete any that do not apply>>
[bookmark: _Hlk128648993]




__________________________________________________________________________________________
Signature of Legally Authorized Representative (LAR) 			(Print Name) 				Date/Time   
FOR ADULTS UNABLE TO CONSENT 





__________________________________________________________________________________________
Relationship of LAR to Participant 		 
(Indicate why the LAR is authorized to act as a surrogate health care decision-maker under state or applicable local law)





__________________________________________________________________________________________
Signature of Parent/Legal Guardian/Court-Appointed Representative		(Print Name) 				Date/Time
FOR CHILD PARTICIPANT





__________________________________________________________________________________________
Description of relationship to child participant (for example: parent, legal guardian, court-appointed representative)
[bookmark: _Hlk128648779]




__________________________________________________________________________________________
Signature of Parent #2 						(Print Name)				Date/Time
(Required if DHHS 45 CFR 46.406 or 46.407/FDA 21 CFR 50.53 or 50.54)  





__________________________________________________________________________________________
Signature of Child Participant (optional unless IRB required) 		(Print Name) 				Date/Time
[bookmark: _Hlk128648790][bookmark: _Hlk117516612]




__________________________________________________________________________________________
Signature of Interpreter/Impartial Witness to Consent Procedures 		(Print Name)				Date/Time
(Required if enrolling non-English speakers using the short form process or otherwise as determined required by the IRB)
<<Impartial Witness: A person who is independent of the expanded access use, who in the absence of an authorized representative for the participant attends the informed consent process, and who reads the participant information and informed consent form and any other written information supplied to the participant. >>

[bookmark: _Hlk128648811]I have received the separate Insurance and Research Participant Financial Responsibility Information Sheet.  
[bookmark: _Hlk117510163]




__________________________________________________________________________________________
Signature of Participant, LAR or Parent/Guardian 			(Print Name)				Date/Time


NOTE: A COPY OF THE SIGNED, DATED CONSENT FORM MUST BE KEPT BY THE PRINCIPAL INVESTIGATOR AND A COPY MUST BE GIVEN TO THE PARTICIPANT.  IF APPROPRIATE FOR THIS EXPANDED ACCESS USE, A SCANNED COPY OF THE SIGNED CONSENT FORM SHOULD BE UPLOADED TO THE PARTICIPANT’S EPIC/EMR RECORD (UNLESS NO MEDICAL RECORD EXISTS OR WILL BE CREATED). 


<<If a physician is required to take part in the consent process and will not be conducting the entire consent process, then this signature page must be completed and attached to the consent form. >>	

DOCUMENTATION OF PHYSICIAN/ADVANCED PRACTICE PROVIDER CONSENT PROCESS

My signature below indicates that I have discussed the risks, benefits, and alternatives, answered any questions, and believe the participant is able to make an informed choice to join the expanded access use.
[bookmark: _Hlk128648833][bookmark: _Hlk128649042]




__________________________________________________________________________________________
Signature of Physician/Advanced Practice Provider 			(Print Name) 				Date/Time





__________________________________________________________________________________________
Signature of Participant  						(Print Name) 				Date/Time

<<Add any of the following that are applicable and delete any that do not apply>>
[bookmark: _Hlk128648850][bookmark: _Hlk128648607]




__________________________________________________________________________________________
Signature of Legally Authorized Representative (LAR) 			(Print Name)				Date/Time
FOR ADULTS UNABLE TO CONSENT 





__________________________________________________________________________________________
Relationship of LAR to Participant 										
(Indicate why the LAR is authorized to act as a surrogate health care decision-maker under state or applicable local law)





__________________________________________________________________________________________
[bookmark: _Hlk128648497]Signature of Parent/Legal Guardian/Court-Appointed Representative 		(Print Name)				Date/Time 
FOR CHILD PARTICIPANT





__________________________________________________________________________________________
[bookmark: _Hlk128648534]Description of relationship to child participant (for example: parent, legal guardian, court-appointed representative)	
[bookmark: _Hlk128648878]




__________________________________________________________________________________________
Signature of Parent #2  						(Print Name)				Date/Time
(Required if DHHS 45 CFR 46.406 or 46.407/FDA 21 CFR 50.53 or 50.54)  





__________________________________________________________________________________________
Signature of Child Participant (optional unless IRB required) 		(Print Name) 				Date/Time





__________________________________________________________________________________________
Signature of Interpreter/Impartial Witness to Consent Procedures 		(Print Name)				Date/Time	
(Required if enrolling non-English speakers using the short form process or otherwise as determined required by the IRB)
<<Impartial Witness: A person who is independent of the expanded access use, who in the absence of an authorized representative for the participant attends the informed consent process, and who reads the participant information and informed consent form and any other written information supplied to the participant. >>


NOTE: A COPY OF THE SIGNED, DATED CONSENT FORM MUST BE KEPT BY THE PRINCIPAL INVESTIGATOR AND A COPY MUST BE GIVEN TO THE PARTICIPANT.  IF APPROPRIATE FOR THIS EXPANDED ACCESS USE, A SCANNED COPY OF THE SIGNED CONSENT FORM SHOULD BE UPLOADED TO THE PARTICIPANT’S EPIC/EMR RECORD (UNLESS NO MEDICAL RECORD EXISTS OR WILL BE CREATED). 
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