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CONSENT FOR EMERGENCY TREATMENT WITH AN

UNAPPROVED TEST ARTICLE 
Title

Convalescent Plasma for the Treatment of Patients with COVID-19

Patient-Specific eIND Number
     _______________
Date of Consent
April 9, 2020
Treating Physician
Name:      ____________________________

Address:
     ____________________________

     ____________________________

Convalescent Plasma for the Treatment of Patients with COVID-19
If you are serving as a legally authorized representative, a guardian or are providing parental permission for a child to receive this experimental treatment, the terms "you" and "your" refer to the person for whom you are providing consent or parental permission. 

Introduction
Your treating physician (hereafter “doctor”), Dr.      _____________________________, is offering to treat you with Convalescent Plasma because you have a serious condition called coronavirus disease 2019 (COVID-19) and there are no available standard treatment options.
What you should know about this experimental treatment
· This treatment has not been approved by the U.S. Food and Drug Administration (FDA).
· This treatment is considered experimental.

· Your doctor (or his/her designee) will explain this treatment to you.
· You may 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 change your mind at any time.
· If you change your mind at any time, 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.

What is involved in this experimental treatment?
If you decide to receive this experimental treatment, you will be given plasma, the liquid portion of the blood in which the red and white blood cells float, from a person who has recovered from COVID-19 that is compatible with your blood type. It will be given into one of your veins, using a sterile single use needle, and will be given over the course of about one to two hours. About 200-500 mL (about 1-2 cups) of plasma will be given in this infusion. Your doctor may or may not decide to repeat the treatment the next day.
What are the risks of this experimental treatment?
Blood and plasma have been used for many other conditions, and in general are safe. Although the risk of contracting COVID-19 infection from receiving the treatment has not been formally tested yet, we believe that it would be very low because the donor has fully recovered from the infection. Transfusion also carries the risk of adverse reactions such as:

· allergic reactions

· transfusion-associated circulatory overload or lung damage with profound breathing difficulty

· transmission of infections including HIV and Hepatitis B and C, although the risk of these infections is very low, as only screened and compatible blood is used for transfusion.
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.

Reproductive Risks

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.

What are the costs?

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.
Are there benefits to taking part in this experimental treatment?

There is no guarantee that you will receive medical benefit as a result of taking part in this experimental treatment. The goal of this treatment is to improve the likelihood of you recovering from the disease.
What about confidentiality?
Efforts will be made to keep your personal information confidential. We cannot guarantee absolute confidentiality. Your personal information may be disclosed if required by law. 

Organizations or individuals that may inspect and/or copy your medical records for quality assurance and data analysis include groups such as: 
· Your Treating Physician
· Other individuals and organizations that analyze or otherwise use your health information in connection with your medical care, such as laboratories
· Representatives of the San Diego Blood Bank (the manufacturer of this test article) its staff, representatives, and business collaborators
· Sharp HealthCare Institutional Review Board (IRB, which is a group of people who review research to protect your rights)

· U.S. Food and Drug Administration

Experimental Treatment-Related Injury

By signing this consent, you will not waive any legal rights. 

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. Your doctor can provide more information.
Whom do you call with questions, problems, concerns or complaints?

If you experience an injury or if you need medical treatment during this experimental treatment, you can contact your doctor at:

Name of your Doctor


     _______________________________

Phone Number of your Doctor
     _______________________________

For questions, concerns and complaints about your rights as a patient in this experimental treatment, contact the Sharp HealthCare Institutional Review Board at:

Sharp HealthCare Institutional Review Board 
7930 Frost Street, Suite 300
San Diego, CA 92123
(858) 939-7195 or (858) 939-7161
Signature
Your signature below indicates that you have read this consent document (or it was read to you), you have discussed the experimental treatment with your doctor, and your questions have been answered to your satisfaction. You agree to take part in the experimental treatment until you decide otherwise. 

You are not waiving your legal rights by signing this consent form. 

You will receive a signed copy of this consent form and your doctor will retain a copy in his or her files. 

__________________________________________________
Patient’s Name (Print)
______________________________________________________________________________

Signature Of Patient

 
    




Date
OR

Signature of Patient’s                   
Printed Name

             Date                     

Legally Authorized Representative (LAR)
(If Applicable) 

Authority of Legally Authorized Representative or Relationship to Participant 
I ______________________________ attest that the requirements for informed consent for the

  Printed Name of Treating Physician
experimental treatment described in this form have been satisfied that I (or my designee) have discussed the experimental treatment with the patient and explained to him/her in nontechnical terms all of the information contained in this informed consent form, including any risks and adverse reactions that may reasonably be expected to occur. I further certify that I (or my designee) encouraged the patient to ask questions and that all questions asked were answered.

______________________________________________________________________________

Signature Of Treating Physician

    




Date

----------------------- Use the following only if applicable -----------------------

If this consent form is read to the participant because the patient is unable to read the form, a witness must be present for the consent discussion and shall attest to the following:

I confirm that the information in the consent form and any other written information was accurately explained to, and apparently understood by, the patient or their legally authorized representative.  The patient or their legally authorized representative freely consented to the experimental procedure.

______________________________________________________________________________

Signature of Witness to


Printed Name


Date 

Consent Process
Note:  This signature block cannot be used for translations into another language.  A translated consent form is necessary for obtaining informed consent from patients / legally authorized representatives who do not speak English.
IRB #
v. DDMmmYYYY

