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1019 39th Ave SE / Suite 120
Puyallup, WA 98374
855-818-2289
wcgclinical.com
WCG IRB Emergency Use of a Device     (HRP-281)


Emergency Use of a Device     (HRP-281)
Asterisked (*) questions are required.

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.

For assistance, contact Client Care at clientcare@wcgirb.com or 855-818-2289.
If your answer does not fit in the space provided, you may refer to and submit separate attachments.
Blank & incomplete answers to required questions will result in delayed reviews.

Time Frame of Treatment:

	1. 
	*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.)
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 



Affiliation:
	2. 
	*Select one:
 FORMCHECKBOX 
 I am NOT affiliated with an institution.
 FORMCHECKBOX 
 My institution allows the IRB selected above to review compassionate use (expanded access).
 FORMCHECKBOX 
 My institution does NOT allow the IRB selected above to review compassionate use (expanded access).
If you checked this last option, submit to your local IRB.




Treating Physician Information:
	3. 
	*Full name: 

     

	4. 
	*Degrees: 

     

	5. 
	*Email:

     

	6. P
	*Phone: 

     

	7. 
	*Company/Institution/Organization

     

	8. 
	*Mailing address: 

     
     
     


Local Contact Other Than the Treating Physician Information (optional):
	9. 
	Full name: 

     

	10. 
	Degrees: 

     

	11. 
	Email:

     

	12. P
	Phone: 

     

	13. 
	Company/Institution/Organization

     

	14. 
	Mailing address: 

     
     
     


Treating Physician Licensure:
	15. 
	*National Provider Identifier (NPI) #:
     

	16. 
	*Medical license number: 

     
*State:       


Patient information:
	17. 
	*Patient initials:
     

	18. 
	*Patient Age (years):
     

	19. 
	*Is the patient pregnant?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Will be confirmed NOT pregnant before treatment



Protocol Information:
	20. 
	Protocol ID (if known): 

     

	21. 
	*Protocol title (if known):

     


Treatment Information:
	22. 
	*Device Name:

     

	22.1. 
	*Entity Supplying (generally the manufacturer)
     

	22.2. 
	*Date of use (or proposed date of use):
     


Patient History:
	23. 
	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.

Provide the patient’s history sufficient to justify that:

· The patient has a life-threatening or serious disease or condition that needs immediate treatment, diagnosis, or monitoring

· NO generally acceptable alternative treatment, diagnostic, or monitoring for the condition exists.

· There is insufficient time to use existing procedures to obtain FDA approval before the use.

· There is substantial reason to believe that benefits will exist.

     


Patient Protections:
	24. 
	*Indicate what patient protection measures will be or were used:
 FORMCHECKBOX 
 Obtain concurrence of an IRB chair prior to use
 FORMCHECKBOX 
 Obtain informed consent from the patient or the patient's legally authorized representative
 FORMCHECKBOX 
 Obtain clearance from the institution, if any, as required by their policies
 FORMCHECKBOX 
 Have a physician who is not participating in the use of the device document in the medical record that:

· The patient has a life-threatening or serious disease or condition that needs immediate treatment, diagnosis, or monitoring.

· No generally acceptable alternative treatment, diagnostic, or monitoring for the condition exists.

· There is insufficient time to use existing procedures to obtain FDA approval before the use.

· There is substantial reason to believe that benefits will exist.

 FORMCHECKBOX 
 Obtain authorization from the device manufacturer

	24.1. 
	Provide justification for any boxes above that were unchecked:

     



IDE Status:
	25. 
	*Select one:
 FORMCHECKBOX 
 The device has the following IDE number: 
 FORMCHECKBOX 
 The device does not have an IDE, and the treating physician will submit a follow-up report on the use of the device description of device used, details of the case, and the patient protection measures that were followed to:
Food and Drug Administration

Center for Devices and Radiological Health

10903 New Hampshire Ave

Document Control Center

WO66 Rm G-609

Silver Spring, MD 20993


Location of Treatment:
	26. 
	*Company/Institution/Organization:
     

	27. 
	*Mailing address:



	28. 
	*Which of the following best describes this site's function?

 FORMCHECKBOX 
 College/University

 FORMCHECKBOX 
 Hospital
 FORMCHECKBOX 
 Nursing Home
 FORMCHECKBOX 
 Research Center
 FORMCHECKBOX 
 Dialysis Center
 FORMCHECKBOX 
 Medical Office
 FORMCHECKBOX 
 Psychiatric Facility
 FORMCHECKBOX 
 Other  - Specify: 


Manufacturer Contact:
	29. 
	*Full name: 

     

	30. 
	Degrees: 



	31. 
	*Email:



	32. P
	*Phone: 



	33. 
	*Company/Institution/Organization



	34. 
	*Mailing address: 






Special Instructions:
	35. 
	Provide any special instructions or additional relevant information for this submission:
     


Required Attachments:
To avoid processing delays, remove security/password protection from all submitted documents.
Submit the following documentation:

· 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]

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:

· The patient has a life-threatening or serious disease or condition that needs immediate treatment, diagnosis, or monitoring.

· No generally acceptable alternative treatment, diagnostic, or monitoring for the condition exists.

· There is insufficient time to use existing procedures to obtain FDA approval before the use.

· There is substantial reason to believe that benefits will exist.
NAME OF PERSON COMPLETING THIS FORM: Please tell us who you are and how we can contact you if we have questions about this form.

	

 
 

*Printed or Typed Name of Person Completing This Form
*Date 


Company & title

(          )      

 

*Phone number

*E-mail address (optional)
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