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	TITLE OF INVESTIGATIONAL TREATMENT PROTOCOL:


Title: TREATMENT OF XXX –SINGLE PATIENT IND 
	TREATING PHYSICIAN-INVESTIGATOR NAME AND CONTACT INFORMATION:


Name: 
Physical Address: 
Mailing Address: 
Phone: 
	WHAT IS AN INVESTIGATIONAL TREATMENT PROTOCOL?


An investigational treatment protocol is a treatment plan using a drug that is not currently approved by the FDA and marketed for sale in the U.S.A. The only way for a doctor to get the drug is to ask the maker of the drug and the FDA for permission. Since the drug isn’t currently approved by the FDA, or is not available for purchase in the U.S.A., it is called investigational.

The treating physician who got FDA permission for this treatment plan is sometimes called an investigator.

	PURPOSE OF THIS INVESTIGATIONAL TREATMENT PROTOCOL:


You are being asked to participate in an investigational treatment plan. Your doctor has said that you have [insert condition to be treated with the investigational agent]. This is serious or life-threatening. 

This is caused by [insert basic information useful to the patient in understanding the condition]. 
If left untreated, [Condition] can lead to [insert basic information relevant to need to treat].  
[DRUG] is used to treat [Condition]. [Basic information about the drug – why it’s not available in the US, if it is widely used elsewhere to treat this condition, etc.  For example : “It has been used outside of this country since 1972. Because [condition/ disease] is not often seen in the United States, pharmaceutical companies have not invested in clinical trials necessary to obtain Food and Drug Administration (FDA) approval to sell the drug in this country. 
This drug is investigational because it is not currently approved by the FDA and marketed for sale in the U.S.A. However, the FDA has given special permission to your doctor to treat you with this drug under rules that apply to investigational drugs. These rules require your doctor to closely monitor the safety of the drug. This drug has not been proven to be safe or effective for your treatment.
This consent form gives detailed information about the treatment plan which your doctor will discuss with you. Once you understand the treatment and the alternatives, you will be asked to sign this form if you wish to participate.

	LENGTH OF TIME AND NUMBER OF PEOPLE EXPECTED TO PARTICIPATE


Your participation in this treatment plan is expected to last until your doctors [indicate how long, or statement such as “feel that the parasitic infection is fully treated”].
The number of people expected to participate is one because this is an investigational treatment plan.
	DESCRIPTION OF WHAT’S INVOLVED:


If you agree to participate in this investigational treatment plan, the following information describes what may be involved.
Before starting treatment, your doctor needs to know if you:
· [indicate what the doctor does/needs to know for screening prior to drug administration – include any contraindications]

· [here are some example statements: Have ever been treated with [DRUG] or other drugs for [condition] (if you have, tell your doctor about any side effects)

· Are taking any other drugs, herbs, or nutritional supplements

· Have any medical problems (for example, ones that affect your [indicate anything relevant to clinical decision-making, side effect risk profile, etc. that the doctor needs to pay close attention to])

Your doctor will tell you:

· How to take the drug and for how long to take it

· What may happen if you do not finish the full treatment course

· What lab tests are done and when they will be done. The lab tests are to make sure it is safe to start and continue treatment. Be sure to ask the doctor any questions you have about your infection.

The drug will be administered at [indicate treatment regimen – dosing, etc.] This treatment will likely continue [indicate for how long the patient will be taking the drug].
	YOUR RESPONSIBILITIES IF YOU TAKE PART IN THIS INVESTIGATIONAL TREATMENT PROTOCOL:


If you decide to take part in this treatment plan you will be responsible for the following things: taking your medication as prescribed; reporting any possible side effects you feel you may be experiencing to the investigators; returning to clinic for regular follow-up as determined by the Physician-Investigators.
If you decide to stop taking the drug, you must call the Physician-Investigator immediately.
	COSTS THAT MAY RESULT FROM PARTICIPATION:


Example statement for this section (modify for accuracy) - [DRUG] is supplied at no cost by [the Centers for Disease Control and Prevention (CDC)]. Although the FDA has permitted your doctor to treat you with [DRUG], the FDA and CDC do not cover any other treatment costs (for example, the costs of lab tests and seeing the doctor). Those costs will need to be paid for by you or your insurer.
	POSSIBLE BENEFITS:


Discuss possible benefits here.

There is no guarantee that this treatment plan will help at all.
	REASONABLY FORESEEABLE RISKS AND DISCOMFORTS:


Indicate known side effects here. 
You may have other side effects that are not known at this time. The unknown side effects may include serious injury or pain, disability or death.
	OTHER POSSIBLE OPTIONS TO CONSIDER:


If there are other possible drugs to treat this condition, please indicate them here, as well as the relevant risks/benefits to each alternative
If there are no other treatment alternatives, indicate that not taking the [drug] is also an option, and what the doctors will do if the subject chooses not to participate.

An example statement for the case in which there is another drug (also not FDA-approved) that could be taken: In addition to [Drug A], there is another drug for [condition] named [Drug B]. This drug appears to be less effective and not as well tolerated as [Drug A]. It must be taken for three or four months, rather than the two month treatment of [Drug A]. It is not sold in the U.S. and the Centers for Disease control and Prevention (CDC) provides it under the rules that apply to investigational drugs.
	IN CASE OF INJURY DURING THIS INVESTIGATIONAL TREATMENT PROTOCOL:


If you are injured or made sick from taking part in this investigational treatment plan, medical care will be provided. Generally, this care will be billed to you or your insurance in the ordinary manner and you will be responsible for all treatment costs not covered by your insurance, including deductibles, co-payments and coinsurance.  This does not prevent you from seeking payment for injury related to malpractice or negligence. Contact the study doctor for more information.

	ENDING PARTICIPATION IN THIS INVESTIGATIONAL TREATMENT PROTOCOL:


You may stop taking part in this investigational treatment plan at any time without any penalty. This will not affect your ability to receive medical care at Mount Sinai or to receive any benefits to which you are otherwise entitled.
If you decide to stop this investigational treatment plan, please contact the Treating Physician-Investigator.   At that point they will advise you on what to do with any remaining medication and how to manage your condition. 
Your health information may still be used or shared after you withdraw your authorization if you should have an adverse event (a bad effect) from participating in the investigational treatment plan.

Withdrawal without your consent: The Treating Physician-Investigator, the maker of the drug, or the institution may stop your involvement in this investigational treatment protocol at any time without your consent. This may be because the drug is no longer available; the Treating Physician-Investigator believes it is in your best interest, or for any other reason. 
	CONTACT PERSON(S):


If you have any questions, concerns, or complaints at any time about this investigational treatment plan, or you think the treatment plan has hurt you, please contact the office of the Treating Physician-Investigator at phone number (212) xxx-xxxx.
If you experience an emergency during your participation in this treatment plan, contact 911 or go to the emergency room.
This investigational treatment plan has been reviewed and approved by an Institutional Review Board. You may reach a representative of the Program for Protection of Human Subjects at The Icahn School of Medicine at Mount Sinai at telephone number (212) 824-8200 during standard work hours for any of the following reasons:
· Your questions, concerns, or complaints are not being answered by the Treating Physician-Investigator.
· You cannot reach the Treating Physician-Investigator.

· You are not comfortable talking to the Treating Physician-Investigator.
· You have questions about your rights as a subject of this treatment plan.
· You want to get information or provide input about this treatment plan.
	DISCLOSURE OF FINANCIAL INTERESTS:


None
	MAINTAINING CONFIDENTIALITY


As you take part in this investigational treatment plan it will be necessary for the treatment team and others to use and share some of your private information. 
The results of this treatment plan could be published or presented at scientific meetings, lectures, or other events, but would not include any information that would let others know who you are, unless you give separate permission to do so.

The treatment team and other authorized members of The Mount Sinai Health System (“Mount Sinai”)  workforce may use and share your information to ensure that the investigational treatment protocol meets legal, institutional or accreditation requirements. For example, the School’s Program for the Protection of Human Subjects is responsible for overseeing research on human subjects and investigational treatment protocols, and may need to see your information. If the treatment team uncovers abuse, neglect, or reportable diseases, this information may be disclosed to appropriate authorities. 
In all disclosures outside of Mount Sinai, you will not be identified by name, social security number, address, telephone number, or any other direct personal identifier unless disclosure of the direct identifier is required by law. Some records and information disclosed may be identified with a unique code number. The Treating Physician-Investigator will ensure that the key to the code will be kept in a locked file, or will be securely stored electronically. The code will not be used to link the information back to you without your permission, unless the law requires it, or rarely if the Institutional Review Board (IRB) allows it after determining that there would be minimal risk to your privacy. It is possible that a sponsor will come to inspect your records. Even if those records are identifiable when inspected, the information leaving the institution will be stripped of direct identifiers.  Additionally, monitors, auditors, the IRB and the Food and Drug Administration will be granted direct access to your medical records for verification of the treatment procedures and data, if necessary. FDA is authorized to remove information with identifiers if necessary to complete their task. By signing this document you are authorizing this access. We may publish the results of this treatment plan. However, we will keep your name and other identifying information confidential.
If as part of this treatment plan your medical records are being reviewed, or a medical history is being taken, it is possible that HIV-related information may be revealed to the Treating Physician-Investigator.  If that is the case, the information in the following section concerns you.  _________________________________________________________________________________

Notice Concerning HIV-Related Information

If you are authorizing the release of HIV-related information, you should be aware that the recipient(s) is (are) prohibited from re-disclosing any HIV-related information without your authorization unless permitted to do so under federal or state law.  You also have a right to request a list of people who may receive or use your HIV-related information without authorization.  If you experience discrimination because of the release or disclosure of HIV-related information, you may contact the New York State Division of Human Rights at (888) 392-3644 or the New York City Commission on Human Rights at (212) 306-5070.  These agencies are responsible for protecting your rights.

_____________________________________________________________________________________
Signature Block for Capable Adult
	Your signature below documents your permission to take part in this treatment plan and to the use and disclosure of your protected health information. A signed and dated copy will be given to you.

	DO NOT SIGN THIS FORM AFTER THIS DATE
	(
	

	
	
	

	Signature of subject
	
	Date and Time

	
	

	Printed name of subject
	


Person Explaining Study and Obtaining Consent 

	
	
	

	Signature of person obtaining consent
	
	Date and Time

	
	
	

	Printed name of person obtaining consent
	
	


If the individual cannot read, a witness is required to observe the consent process and document below:
	My signature below documents that the information in the consent document and any other written information was accurately explained to, and apparently understood by, the subject, and that consent was freely given by the subject.

	
	
	

	Signature of witness to consent process
	
	Date and Time

	
	

	Printed name of person witnessing consent process
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