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COMPASSIONATE/SINGLE-PATIENT USE INSTRUCTIONS

I. Investigational Devices

In order to save a person’s life or to prevent irreversible morbidity, the Emergency Use Provision, allows for use of an investigational or unapproved device in a life-threatening situation where no standard acceptable treatment is available and there is not sufficient time to obtain IRB approval.   Prior FDA or IRB approval is not required for Emergency Use of an investigational device. (Please see the “Emergency Use Guidelines” for IRB notification requirements associated with the Emergency Use of an investigational device and the FDA Guidance on Emergency Use of Investigational Devices, accessible from: http://www.fda.gov/oc/ohrt/irbs/devices.html.) 

However, there are circumstances in which an investigational device presents the only option available for a person with a serious (although not life-threatening) condition.  FDA uses its discretion to determine if investigational device use should occur in these situations.  This is referred to as “Compassionate Use” of an Investigational Device.  “Compassionate Use” requires prior FDA and IRB approval.

To request compassionate use of an investigational device, the sponsor must submit an IDE supplement, requesting approval for a protocol deviation under section 812.35 (a).  This should include:

1. A description of the patient’s condition and the circumstances necessitating treatment;

2. A discussion of why alternative therapies are unsatisfactory and why the probable risk of using the investigational device is no greater than the probable risk from the disease or condition;

3. An identification of any deviations in the approved clinical protocol that may be needed in order to treat the patient; and 

4. The patient protection measures that will be followed.

For further information on Compassionate Use of Investigational Devices, see the FDA Guidance on IDE Policies and Procedures, accessible from: http://www.fda.gov/cdrh/ode/idepolicy.html.

II. Investigational Drug or Biologic

The Emergency Use Provision, allows for use of an investigational drug or biologic in a life-threatening situation, where no standard acceptable treatment is available and there is not sufficient time to obtain IRB approval.  (Please see the “Emergency Use Guidelines” for IRB notification and other regulatory requirements associated with the Emergency Use of an investigational drug or biologic and the FDA Guidance on Emergency Use of an Investigational Drug or Biologic, accessible from: www.fda.gov/oc/ohrt/irbs/drugsbiologics.html.) 

A “Compassionate” or Single Patient IND is sought when an Investigational Drug or Biologic holds out the prospect of treatment to a patient with a serious condition that either does not meet the eligibility criteria of an approved protocol or for which no approved protocol exists.   Compassionate Use requires prior approval from the FDA.   In order to obtain a single patient IND, contact the Sponsor or manufacturer of the investigational drug or biologic to submit an application for a Single Patient IND.

Further information on how to obtain an IND can be obtained from www.fda.gov/oc/ohrt/irbs/drugsbiologics.html.

III. IRB Approval

Prior IRB approval is required for Compassionate Use of investigational drugs, biologics, or devices. IRB approval should be requested in the usual manner via Full Board review and utilizing a completed New Protocol Review Request Form: IRB Form #2.  Please review the Completion Guidelines for IRB Form #2: New Protocol Review Request Form for further instructions on the submission. 
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