	[image: image1.png]‘Washington University in St.Louis





	Form 11  
Human Research Protection Office

Box 8089

(314)747-6800




REQUEST FOR SINGLE PATIENT EMERGENCY TREATMENT

USING AN INVESTIGATIONAL DRUG, DEVICE, OR PROCEDURE
	DATE
	

	Principal Investigator (PI)

(Last, First, Credentials)
	

	PI Employer 
(“x” appropriately)
	[ ] WU             [ ] BJH                [ ] SLCH 

[ ] Other:  (All non-WU staff must complete an “Unaffiliated Investigator Agreement.”  

Please contact the HRPO office for more information.)

	Division / Department
	

	PI’s Address/Box
	
	Phone #
	

	Email address
	
	FAX
	

	Administrative Person
(Receives copies of the paperwork) 
	
	Box #
	

	Email address
	
	Phone #
	

	Study or Regulatory Coordinator

(Can answer protocol questions)
	
	Box #
	

	
	
	Phone #
	

	Drug / Device / Procedure
	
	IND/IDE #
	

	Performance Site
	

	Sponsor
	



(Call 362-6869 regarding indemnification agreement)
	Title 
(Protocol title must match the NIH/Sponsor title)
	


· PRMC does not review this form because no scientific question is asked.
· Single Patient Emergency Treatments are HIPAA exempt.
· Enclose one (1) copy of: Form 11, informed consent, and treatment protocol

Your research is FDA-regulated so data related to this emergency treatment may be reported to a sponsor and the FDA.  Data may not be used for your own prospective research.


____________________________________


Signature of Investigator
 Date

REQUEST FOR SINGLE PATIENT EMERGENCY TREATMENT

1. Describe the treatment plan and provide justification as to why this is a life-threatening situation in which no standard acceptable treatment is available, and there is not sufficient time to obtain Institutional Review Board approval.  
	


2. Informed Consent for treatment
Please check one of the following:

[ ]
The emergency treatment has not yet taken place and consent will be obtained prior to the treatment.



Acceptable consent documents are the HRPO consent forms or sponsor consent documents.

[ ]
The emergency treatment has already taken place and consent was obtained from the participant prior to the treatment.  Please provide a copy of the consent form that was used without the participants name.
[ ]
The emergency treatment has already taken place and consent was waived.  The following signatures document that it was determined by the PI and a non-affiliated physician that the emergency situation met all of the following required criteria for waiver as outlined in 21 CFR 50.23 (a)(1-4):
1) The human subject is confronted by a life-threatening situation necessitating the use of the test article.
2) Informed consent cannot be obtained from the subject because of an inability to communicate with, or obtain legally effective consent from, the subject.
3) Time is not sufficient to obtain consent from the subject's legal representative.
4) There is no available alternative method of approved or generally recognized therapy that provides an equal or greater likelihood of saving the life of the subject.


If the PI determined that immediate use of the test article was required to preserve the life of the subject and time was not sufficient to obtain the independent determination required in 21 CFR 50.23 (a)(1-4), federal regulations allow the determination to be made by a non-affiliated physician within five working days of the treatment.

	
	
	

	PI Signature
	
	Date

	
	
	

	
	
	

	Unaffiliated Physician
	
	Date

	
	
	

	
	
	

	(Please print the name of the non-affiliated physician)

	
	


3.  If subsequent use of this investigational drug/device/biologic is planned (either outside the treatment plan for this patient or with other patients) submit a new study application in myIRB.  When submitting this application in myIRB include a copy of the protocol and consent form.  If changes are made to the consent form the patient may need to sign the revised consent form.
WU POLICY

REQUEST FOR SINGLE PATIENT EMERGENCY TREATMENT 

USING AN INVESTIGATIONAL DRUG, DEVICE, OR PROCEDURE

Under (FDA) regulations, "emergency use" is defined as the use of a test article (e.g. investigational drug, biologic, or device) on a human subject in a life-threatening situation in which no standard acceptable treatment is available, and in which there is not sufficient time to obtain Institutional Review Board (IRB) approval.  
The term life threatening includes the scope of both life-threatening and severely debilitating, as defined below.
· Life-threatening means diseases or conditions where the likelihood of death is high unless the course of the disease is interrupted and diseases or conditions with potentially fatal outcomes, where the end point of clinical trial analysis is survival. The criteria for life-threatening do not require the condition to be immediately life-threatening or to immediately result in death. Rather, the subjects must be in a life-threatening situation requiring intervention before review at a convened meeting of the IRB is feasible.
· Severely debilitating means diseases or conditions that cause major irreversible morbidity. Examples of severely debilitating conditions include blindness, loss of arm, leg, hand or foot, loss of hearing, paralysis or stroke

An investigator who has determined that emergency use of an investigational drug, device, or procedure is warranted should then, IF TIME ALLOWS, submit a "Request for Single Patient Emergency Treatment Using an Investigational Drug, Device, or Procedure" (Form 11) accompanied by a copy of the treatment consent form and protocol for the Executive Chair or designee’s review. If deemed to meet the appropriate regulatory criteria and institutional policies, the IRB Executive Chair or designee will “note” the emergency use request.  

Data related to the treatment may be reported to the sponsor and to the FDA but may not be used to answer prospective research questions.   

Regulations:

21 CFR 56.102(d)-Defines emergency 




21 CFR 56.104(c)-Exemption from IRB requirement 




21 CFR 50.23(a)-Exception from Informed Consent Requirements
Guidance:




Drugs:

 Emergency Use of an Investigational Drug or Biologic

Devices:IDE Early/Expanded Access-Emergency Use 
 
The Executive Chair or designee will “concur that the use follows (or followed) FDA regulations” rather than “approve” the submission to avoid misinterpretation of IRB acknowledgement as IRB “approval.” 

WHEN THERE IS NOT SUFFICIENT TIME TO CONTACT THE HRPO an investigator who has determined that emergency use of an investigational drug or device is warranted may proceed with the emergency treatment.  The emergency use must then be reported to the HRPO within five (5) working days.  See 21 CFR 56.104(c).  The treating physician should submit a completed "Request for Single Patient Emergency Treatment Using an Investigational Drug, Device, or Procedure" (Form 11) and a copy of the treatment consent form (without the patient's signature) which was presented to the patient, parent, or guardian.  If informed consent was not obtained documentation that the criteria stated in 21 CFR 50.23(a) have been met must be submitted with the emergency treatment notification.
SUBSEQUENT USE of an investigational product requires IRB review and approval.  If subsequent use is anticipated, the request should be submitted in myIRB for full board review and approval.
FOLLOW-UP REPORTS
A follow up report (Form 13) must be submitted within 5 working days of the date of treatment. 
References:
Missouri Revised Statutes Chapter 431 Section 431.064
OHRP Guidance “Emergency Medical Care” (https://www.hhs.gov/ohrp/regulations-and-policy/guidance/emergency-medical-care-and-research/index.html) 
21 CFR 50.23, 21 CFR 56.102, 21 CFR 56.104
FDA Information Sheets
FDA Guidance for emergency use of drugs and devices
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