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Use this form to request IRB chair concurrence for use of an investigational device in an emergency (there is no time for IRB review or the use has already taken place) as outlined in Expanded Access: Information for Physicians. There is no charge for this review.
Blank & incomplete answers will result in delayed reviews.
Destination Institutional Review Board (IRB)
*To which WCG IRB is this application being submitted? 
If you have questions, please call or email the selected IRB
(877) 366-5414
(888) 303-2224, (919) 465-4310
(855) 447-2123
(800) 636-4445, (913) 385-1414
(800) 232-9570, (617) 243-3924
(800) 562-4789
email@aspire-irb.com
irb@cgirb.com
info@HummingbirdIRB.com
info@mlirb.com
info@neirb.com
clientservices@wirb.com
Emergency vs. Compassionate Use
*Can you safely wait to treat the patient until an IRB chair concurs with the use? (IRB chair concurrence takes up to four business days.)
If you cannot safely wait, stop filling out this form and use the Emergency Use Form.
Affiliation
*Select one:
If you checked this last option, submit to your local IRB.
Treating Physician Information
Mailing address for the above individual:
*State/Province
*Country
Local Contact Other Than the Treating Physician Information (optional)
Mailing address for the above individual:
*State/Province
*Country
Treating Physician Licensure 
Look up NPI#  at https://npiregistry.cms.hhs.gov
Patient Information
*Is the subject pregnant?
Protocol Information
Treatment Information
  Information
*Provide a date of use or proposed date of use:
Patient History
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 patients must be in a life-threatening situation requiring intervention before obtaining FDA approval.
Serious disease or condition means a disease or condition associated with morbidity that has substantial impact on day-to-day functioning. Short-lived and self-limiting morbidity will usually not be sufficient, but the morbidity need not be irreversible, provided it is persistent or recurrent. Whether a disease or condition is serious is a matter of clinical judgment, based on its impact on such factors as survival, day-to-day functioning, or the likelihood that the disease, if left untreated, will progress from a less severe condition to a more serious one. Serious disease or condition includes sight-threatening and limb-threatening conditions as well as other situations involving risk of irreversible morbidity.
Patient Monitoring
Patient Protections
*Indicate what patient protection measures will be or were used:
IDE Status
*Select one:
Location of Treatment
*State/Province
*Country
*Which of the following best describes this site's function?
Manufacturer Contact
Mailing address for the above individual:
*State/Province
*Country
Special Instructions
Required Attachments
To avoid processing delays, remove security/password protection from all submitted documents.
Submit the following documentation:
 
● This form with all questions marked with a * answered
● Documentation of IDE Number, if available (Call the FDA Emergency Call Center at 866-300-4374 for documentation)
● Medical license(s) for the treating physician showing the expiration date
● Curriculum vitae (CV) for the treating physician
For questions about and requests for emergency use and expanded access for drugs, biologics, devices or to get an emergency IND or IDE, contact FDA at:
• During Normal Business Hours (8 a.m. - 4:30 p.m. ET, weekdays):
○Drugs: 301-796-3400 [CDER's Division of Drug Information]
○Biologics: 800-835-4709 [CBER's Office of Communication, Outreach and Development]
○Devices: 301-796-7100 [CDRH's Division of Industry and Consumer Education]
• Nights/Weekends: (866) 300-4374 [Office of Crisis Management & Emergency Operations Center]
Acknowledgements
By submitting this form, I confirm that:
 
● I am the treating physician or treating physician’s designee authorized to submit on behalf of the treating physician.
● The treating physician has full awareness of the information within this form.
● The treating physician holds a valid medical license in the state in which the procedure will be performed.
● The information within this form is accurate and complete. 
● The treating physician has or will document in the medical record that: 
o The patient has a life-threatening or serious disease or condition that needs immediate treatment, diagnosis, or monitoring.
o No generally acceptable alternative treatment, diagnostic, or monitoring for the condition exists.
o There is insufficient time to use existing procedures to obtain FDA approval before the use.
o There is substantial reason to believe that benefits will exist. 
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