CIP#  NMCP.2016.XXXX     Enter Title

PI:  

Select “Emergency Use” or “Compassionate Use” throughout this document.
NAVAL MEDICAL CENTER

PORTSMOUTH, VIRGINIA 23708

CONSENT BY A PATIENT FOR VOLUNTARY PARTICIPATION IN A
SINGLE PATIENT IND for [EMERGENCY USE or COMPASSIONATE USE]
SUBJECT ID # _________





DATE: _________

Please read this form carefully. Take time to ask the doctor or staff as many questions about the Use as you would like. If there are any words or information that you do not understand, the doctor or staff will explain them to you. Reading this form and talking to the doctor or staff may help you decide whether to take part or not. Before you take part in the [Emergency Use or Compassionate Use], you must sign the end of this form. 

1. Use Title:

You have been asked to voluntarily participate in a Single Patient IND [Emergency Use or Compassionate Use] entitled “(Insert full CIP number and title from approved protocol),” being conducted at the Naval Medical Center Portsmouth, Virginia by physicians from the (list participating Service Lines and departments). 
2. Why Is This Compassionate Use Being Done?

The purpose of this [Emergency Use or Compassionate Use] is to X. 
3. Why Are You Being Asked To Take Part?

You are being asked to take part in this [Emergency Use or Compassionate Use] because you X.  
Please take your time to make your decision and feel free to ask any questions that you might have.

4. What Is Involved In This [Emergency Use or Compassionate Use]?

If you choose to take part in this [Emergency Use or Compassionate Use] X. 
If you take part in this [Emergency Use or Compassionate Use], you will have the following tests and procedures: 

The following are experimental procedures that are involved with treatment under this [Emergency Use or Compassionate Use]:
The following are routine procedures that will be done if you decide to receive treatment under this Compassionate Use:
The following procedures are part of regular medical care that may be done even if you do not receive care under this [Emergency Use or Compassionate Use]: 
5. How Many People Will Take Part In This [Emergency Use or Compassionate Use]?

You are the only person receiving treatment under this Single Patient IND Compassionate Use. 
6. How Long Will You Be In This [Emergency Use or Compassionate Use]?
Your participation in this [Emergency Use or Compassionate Use] will be for a period of X. 

You may stop participating in this study at any time. However, if you decide to stop participating, we encourage you to talk to your doctor first.

7. When Should You Not Take Part?
In order to participate in this [Emergency Use or Compassionate Use], you must be active duty military or a military dependent.

8. What Are The Risks Of The [Emergency Use or Compassionate Use]?
The risks and side effects related to treatment with XXX under this [Emergency Use or Compassionate Use] include: 

Likely
Moderate

Rare

While receiving treatment under this [Emergency Use or Compassionate Use], you are at risk for these side effects. You should discuss them with the doctor. Other medications may be given to make the side effects less serious and make you more comfortable. Many side effects go away shortly after the interventions or medications are stopped, but in some cases the side effects can be serious, long lasting or permanent.

Reproductive risks: Because the medication(s) under this [Emergency Use or Compassionate Use] can affect an unborn baby, you should not become pregnant or father a baby while receiving treatment under this [Emergency Use or Compassionate Use]. You should not breastfeed your baby while receiving treatment under this [Emergency Use or Compassionate Use]. Please ask about counseling and other information about preventing pregnancy.

There also may be other side effects that are unknown and we cannot predict.

For more information about risks and side effects, ask the investigator or contact XX or XX (List PI and Coordinator/AI).
9. Are There Alternatives To This [Emergency Use or Compassionate Use]?

The alternate procedure(s) or course of treatment, should you decide not to participate in this [Emergency Use or Compassionate Use], has been explained to you as follows: 

Alternatively, insert: You may choose to not participate. You will then receive standard medical treatment that may or may not include any one of the procedure(s) or treatment(s) that are part of the Compassionate Use. 
10. What About Confidentiality?
We plan to hold all health information in strict confidence, but we cannot guarantee absolute confidentiality. Your personal information may be disclosed if required by law. Authorized personnel from (the Institutional Review Board, Department of the Navy, Department of Defense, include FDA, Sponsors and other agencies here as appropriate for this study) may have access to your research file for authorized purposes, including verification that your rights have been safeguarded.

Privacy Act Statement
In accordance with the Privacy Act of 1974 (Public Law 93-579), this notice informs you of the purpose of this form and how it will be used. Please read it carefully.
1.
Authority.  Public Law 104-191; E.O. 9397 (SSAN); DoD 6025.18-R.

2.
Purpose.  Medical research information will be collected to enhance basic medical knowledge or to develop 
tests, procedures, and equipment to improve the diagnosis, treatment, or prevention of illness, injury, or 
functional impairment. This form is to provide the Naval Medical Center Portsmouth/TRICARE Health Plan 
with a means to request the use and/or disclosure of your protected health information.
3.
Use.  To any third party or the individual upon authorization for the disclosure from the individual for: 
personal use; insurance; continued medical care; school; legal; retirement/separation; or other reasons.
4.
Disclosure.  Voluntary. Failure to sign the authorization form will result in the non-release of the protected 
health information. This form will not be used for the authorization to disclose alcohol or drug abuse patient 
information from medical records or for authorization to disclose information from records of an alcohol or 
drug abuse treatment program. In addition, any use as an authorization to use or disclose psychotherapy 
notes may not be combined with another authorization except one to use or disclose psychotherapy notes.

HIPAA:  Release Authorization   


a.
You have the right to revoke this authorization at any time. Your revocation must be in writing and 


provided to the facility where the research is being conducted. You are aware that if you later revoke this 

authorization, the research facility may have used and/or disclosed your protected information on the 


basis of this authorization. 


b.
If you authorize your protected health information to be disclosed to someone who is not required to 


comply with federal privacy protection regulations, then such information may be re-disclosed and would 

no longer be protected. 


c.
You have a right to inspect and receive a copy of your own protected health information to be used or 


disclosed, in accordance with the requirements of the federal privacy protection regulations found in the 

Privacy Act and 45 CFR 164.524. 


d.
The Military Health System (which includes the TRICARE Health Plan) may not condition your treatment in 

MTFs/DTFs, payment by the TRICARE Health Plan, enrollment in the TRICARE Health Plan or eligibility for 

TRICARE Health Plan benefits on failure to obtain this authorization. (i.e. The MHS may not alter, deny, or 

make your legal entitlement to benefits a condition of your participation in this study or your decision to 

provide consent to use your protected health information). 

By signing this consent, you are authorizing NMC Portsmouth to obtain and release the information as described in this consent form. You have the right to refuse to sign this permission form.
5.
Disclosure.  All information contained in this Consent Statement or derived from the medical research study 
described herein will be retained permanently at Naval Medical Center Portsmouth and salient portions 
thereof may be entered into your health record. You voluntarily agree to its disclosure to agencies or 
individuals identified in the preceding paragraph. You have been informed that failure to agree to such 
disclosure may negate the purposes for which the research study was conducted.

11. What If You Get Injured?
If you suffer any injury as a result of your participation in this [Emergency Use or Compassionate Use], medical treatment is available at Naval Medical Center, Portsmouth. All medical care (including medical treatment for injuries related to this [Emergency Use or Compassionate Use]and medical care unrelated to this [Emergency Use or Compassionate Use]) will be evaluated and provided in keeping with the benefits to which you are entitled under applicable regulations.

12. Will You Get Paid For Participation?
You will not be compensated for your participation in this [Emergency Use or Compassionate Use]. All treatments related to this study will be provided in accordance with applicable regulations.

13. What Are Your Rights As A Participant?
Your participation in this Use is voluntary and your refusal to participate will involve no penalty or loss of benefits to which you are otherwise entitled under applicable regulations. If you choose to participate, you are free to ask questions or withdraw from the Use at any time without prejudice to your future care. Any new significant findings developed during the course of the Use, which may affect your willingness to participate further, will be explained to you. Please notify PI NAME at PHONE NUMBER or COORDINATOR/AI NAME at PHONE NUMBER to ensure an orderly termination process. 
If you withdraw, you will no longer receive drugs or treatments that are part of the [Emergency Use or Compassionate Use], unless these are also part of your normal drugs or treatments. Your withdrawal will involve no loss of benefits to which you are otherwise entitled. 
14. Can Your Participation In This [Emergency Use or Compassionate Use] Be Terminated?

The investigator may terminate your participation in this project for the following reasons: 
15. Who Can You Call If You Have Questions Or Concerns About This Compassionate Use?
If you have any questions regarding this research project, you may contact NAME at PHONE NUMBER or NAME at PHONE NUMBER
If you feel you have suffered an injury as a result your participation in this [Emergency Use or Compassionate Use] or if you have any questions regarding your rights as Single Patient IND [Emergency Use or Compassionate Use] participant at Naval Medical Center, Portsmouth, you can contact the Chair, Institutional Review Board or the Head, Clinical Investigation Department at (757) 953-5939 or DSN 377-5939.

16. What About The Collection Of Specimens?
You are in a Single Patient IND [Emergency Use or Compassionate Use] where X will be collected as part of the project. After all of the required tests are finished, the doctor may want to save the specimen for possible use in future research. This research may be in the same area as your Compassionate Use, or it may be for a different area of study. If you would like your leftover specimen to be used or available for research, you will need to sign a separate, specialized consent form. This separate consent form will specify how you want the investigator to use your saved specimens in future studies.

17. What If This Use Involves Your Child Or Dependent?
This study involves minor children/dependants, with an age range of X – X years. 
A separate assent of the child form is required with the signature of the parent or guardian and the investigator.

If this Use does involve children and requires parental consent, then delete the first signature page and include only the Third Party Use and Assent of the Child signature pages.

SIGNATURES

Investigators must use the following steps in order to orient the patient to the purpose of the Single Patient IND [Emergency Use or Compassionate Use] and why they might wish to participate:

· Step One: The Investigator must explain the Use to the patient verbally, providing all pertinent information (purpose, procedures, risks, benefits, alternatives to participation, etc.), and must allow the patient ample opportunity to ask questions.

· Step Two: Following this verbal explanation, the patient should be provided with a written consent form and afforded sufficient time to consider whether or not to participate in the Single Patient IND [Emergency Use or Compassionate Use]. "Sufficient time" can range from hours to days, depending on how long it reasonably takes to evaluate the procedures, risks, potential benefits, and alternative treatments.

· Step Three: After allowing the patient time to read the consent form, the Investigator should meet with the patient and answer any additional questions he or she may have.

PATIENT STATEMENT

By signing below, you are indicating that you were given enough time to read this Single Patient IND [Emergency Use or Compassionate Use] consent form, all of your questions about this Use were adequately answered and a copy of this consent form was given to you for future reference. Most importantly, by signing this consent form, you are indicating that you voluntarily agree to participate in this Single Patient IND [Emergency Use or Compassionate Use].

	
	
	
	
	

	Patient’s Signature
	
	Date

(DD/MMM/YY)
	
	Typed/Printed Name

	
	
	
	
	

	
	
	
	
	Sponsor's Status 


INVESTIGATOR STATEMENT

You have explained to the above individual the nature and purpose of the [Emergency Use or Compassionate Use], the potential benefits and possible risks associated with the Use, and the alternatives to the Use. You have answered any questions that were raised. You have explained the above to the patient on the date stated on this consent form. Consent was obtained prior to participation in the Use.

Investigator performing consent process and obtaining written signature.

	
	
	
	
	

	Investigator’s Signature
	
	Date

(DD/MMM/YY)
	
	Typed/Printed Name

	
	
	
	
	

	
	
	
	
	Grade or Rank


SIGNATURES FOR THIRD PARTY USE

Investigators must use the following steps in order to orient the patient to the purpose of the Single Patient IND [Emergency Use or Compassionate Use] and why they might wish to participate:

· Step One: The Investigator must explain the Use to the patient verbally, providing all pertinent information (purpose, procedures, risks, benefits, alternatives to participation, etc.), and must allow the patient ample opportunity to ask questions.

· Step Two: Following this verbal explanation, the patient should be provided with a written consent form and afforded sufficient time to consider whether or not to participate in the Single Patient IND [Emergency Use or Compassionate Use]. "Sufficient time" can range from hours to days, depending on how long it reasonably takes to evaluate the procedures, risks, potential benefits, and alternative treatments.

· Step Three: After allowing the patient time to read the consent form, the Investigator should meet with the patient and answer any additional questions he or she may have.

PARENT / GUARDIAN or LEGALLY AUTHORIZIED REPRESENTATIVE (LAR) STATEMENT

You have been asked to provide consent for___________________________, for whom you are either the parent or legal representative, to participate in this [Emergency Use or Compassionate Use]. By signing below, you are indicating that you were given enough time to read this study consent form, all of your questions about this [Emergency Use or Compassionate Use] were adequately answered and a copy of this consent form was given to you for future reference. 

	
	
	
	
	

	Parent’s, Guardian’s

or LAR’s Signature
	
	Date

(DD/MMM/YY)
	
	Typed/Printed Name

	
	
	
	
	

	
	
	
	
	Sponsor's Status 


INVESTIGATOR STATEMENT

You have explained to the above individual the nature and purpose of the [Emergency Use or Compassionate Use], the potential benefits and possible risks associated with the Use, and the alternatives to the Use. You have answered any questions that were raised. You have explained the above to the patient on the date stated on this consent form. Consent was obtained prior to participation in the Use.

Investigator performing consent process and obtaining written signature.

	
	
	
	
	

	Investigator’s Signature
	
	Date

(DD/MMM/YY)
	
	Typed/Printed Name

	
	
	
	
	

	
	
	
	
	Grade or Rank


At times there may be inconsistency between the permission of the parent and the assent of the child. A rule of thumb is: a "no" from a child overrides a "yes" from the parent, but a "yes" from a child does not override a "no" from a parent.
ASSENT OF THE CHILD

	Child’s Name:
	


You are being asked to take part in this Use because you X.  
If you choose to take part in this Use X will happen. 

We will ask you about X.  Your answers will / will not be shared with your parent(s).  

There might be risks involved with this Use.  

· It might hurt when X.  

· You might be afraid when X. 

The person taking care of you has explained to you what will happen if you take part in this activity. You know that no one will get mad at you if you say no. 

Sign your name if you agree to take part in this Use.

	
	
	

	Signature of Child
	
	Date

(DD/MMM/YY)
	

	
	
	

	
	
	


In determining whether children are capable of assenting, the IRB shall take into account the ages, maturity, and psychological state of the children involved. The IRB may determine that assent of the child is not necessary if the capability of some or all of the children is so limited that they cannot reasonably be consulted.  [45 CFR 46.408(a)].  

In general, assent is waived for lack of capacity in children aged 0-7 years.  Assent should be attempted for children aged 8-17, unless waiver is appropriate for maturity or psychological state.

[REMOVE IF N/A] 

WAIVER OF ASSENT OF THE CHILD

I have determined that this child does not have the capacity to give assent because of the following:


[ ] Age
[ ] Maturity
[ ] Psychological state of the child

	
	
	

	Investigator performing consent process and obtaining written signature


	
	Date

(DD/MMM/YY)
	


	
	
	

	
	
	

	
	
	

	Signature of Parent or Guardian
	
	Date

(DD/MMM/YY)
	


The IRB may determine that assent of the child is not necessary if the research offers the possibility of a direct benefit that is important to the child’s health or well-being and is available only in the context of research.  [45 CFR 46.408(a)].  In such cases a child’s dissent (which should normally be respected) may, at the IRB's discretion, be overruled by the child’s parents. 

The IRB is sensitive to parents who, when the child’s health is threatened, may wish to try anything, even when the likelihood of success is marginal and the probability of extreme discomfort for the child is high.  When the research involves the provision of experimental therapies for life-threatening diseases such as cancer, difficult decisions must be made when the child does not wish to undertake experimental therapy.  In general, if the child is a mature adolescent and death is imminent, the child’s wishes should be respected. 

[REMOVE IF N/A] 

OVERRIDE OF THE CHILD’S REFUSAL TO ASSENT

Despite the fact that this child does not wish to undergo this procedure, it has been determined by both the parents and the physician that it is in the child's best interest to participate in this [Emergency / Compassionate Use].

	
	
	

	Investigator performing consent process and obtaining written signature


	
	Date

(DD/MMM/YY)
	


	
	
	

	Signature of Parent or Guardian
	
	Date

(DD/MMM/YY)
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