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Use this form to request IRB chair concurrence for compassionate use of an investigational drug or biologic (request for prospective IRB review) as outlined in FDA's Expanded Access to Investigational Drugs for Treatment Use — Questions and Answers and 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
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.
Prior IRB Review
*Has another IRB or IRB chair reviewed this treatment at this site and declined to approve or concur with the use?
*Has another IRB or IRB chair suspended or terminated approval of this treatment?
*Is oversight being transferred to this IRB from another IRB?
Request for Concurrence in Lieu of Convened IRB Review
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
Treating Physician History
*Has the treating physician or any other personnel who will be involved in this treatment had any of the following:
● Conviction of a crime
● FDA Warning Letter
● NIDPOE (Noticed of Initiation of Disqualification Proceedings and Opportunity to Explain)
● Suspension or termination by an IRB
● Suspension by a federal or governmental agency (such as FDA, HHS, or Health Canada)
● OHRP Determination Letter, Health Canada Inspection Letter with observations, or similar 
● Form FDA 483 in the past 5 years
- OR -
Has the treating physician or any other personnel who will be involved in this treatment had any of the following denied, revoked, suspended, reduced, limited, placed on probation, not renewed, relinquished, sanctioned, fined, or subject to disciplinary action?
● Clinical privileges at any site
● DEA licensure
● Fellowship/board certification
● Medical licensure in any state, nation, or province
● Membership on any hospital staff
● Prescribing privileges
● Professional sanctions including fines and public reprimands
● Professional society membership
● Research privileges at any site
 - OR -
Is there any action or investigation currently pending before any court of law, federal agency, or state licensing board concerning the professional conduct of the the treating physician or any other personnel who will be involved in this treatment in that individual's capacity as a research investigator or as a clinician?
If "Yes", attach all related documents and answer the following questions:
Financial Interest Disclosure
*Does the treating physician, the treating physician's immediate family, or any other personnel involved in this treatment or their immediate families, have any of the following financial interests in the entity that is manufacturing the treatment?
● Any remuneration from the entity in the previous twelve months that exceeds $5,000, when aggregated for the individual and their immediate family. (Remuneration includes salary and any payment for services not otherwise identified as salary, such as consulting fees, honoraria, or paid authorship)
● Any equity interest in the entity. (Equity interest includes any stock, stock option, or other ownership interest)
● Any intellectual property rights and interests (e.g., patents, copyrights)
● Any governance or executive relationship with the entity (e.g., board of director, CEO)
If "yes", include in this submission a completed "Financial Interest Disclosure Form" for each individual with unreported financial interests. The form is available on the IRB Web Site. If this disclosure changes, you are required to update this information within 5 business days. 
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. 
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.
Consent Process
*Will the research team do all of the following?
 
● Give the person providing informed consent as much time as they need to make a decision.
● If the person providing informed consent needs more time than available, not treat the patient.
● Evaluate whether the person providing informed consent is experiencing time pressure to make a decision, and if so, not treat the patient, even if the person providing informed consent agrees to be treated.
● Ensure there is no threat of harm or adverse consequences to the patient for a decision to not be treated.
● Stop the informed consent process once the person providing consent indicates that he or she does not want to be treated.
● Ensure that the person providing informed consent is not being coerced or unduly influenced by others to agree to be treated.
● Communicate in the preferred language of the person providing informed consent.
● Adapt the presentation of the information to the capacities of the person providing consent in terms of intelligence, rationality, maturity and language.
● Invite and answer questions from the person providing informed consent.
● Ensure that the person providing informed consent understands the information provided.
● Ensure that no information is provided to the patient or the person providing informed consent waives or appears to waive any of the patient’s legal rights, or releases or appears to release the investigator, the sponsor, the institution or its agents from liability for negligence.
● Communicate to the person providing informed consent all the information in the consent document approved by the IRB.
● Not enroll a patient when the person obtaining informed consent is unwilling to listen to or consider the information, even if the person providing informed consent agrees to be treated.
Consent Documentation
*Will the research team do all of the following?
 
● The investigator will give the person providing consent adequate opportunity to read the consent document before it is signed and dated.
● The consent document will be signed and dated by the person providing consent.
● The consent document will be signed and dated by the person obtaining consent.
● A signed and dated copy of the consent document will be given to the person providing consent.
Consent Language
*Does the person providing consent understand English?
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
● Completed FDA Form 3926 Individual Patient Expanded Access Investigational New Drug Application (IND).
● Consent document in an editable format (e.g. Word). If you do not have consent form, use the IRB template
● Investigator Brochure (IB), a reference to existing information, or supporting literature 
● Documentation of IND number (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
Call the FDA Emergency Call Center at 866-300-4374 for questions about and requests for emergency use and expanded access for drugs, biologics and medical devices.
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 will: 
○ Not commence treatment until concurrence by an IRB chair.
○ Comply with all requirements and determinations of the IRB.
○ Protect the rights, safety, and welfare of the patient being treated.
○ Personally provide the treatment.
○ Submit proposed modifications to the IRB prior to their implementation. Not make modifications to the treatment without prior IRB review and approval unless necessary to eliminate apparent immediate hazards to the patient.
○ Submit continuing review reports when requested by the IRB. (If the treatment continues longer than one year, a continuing review report will be requested.)
○ Notify the IRB when the treatment ends.
○ Promptly report to the IRB the information items listed in the IRB's "Prompt Reporting Requirements” available on the IRB's Web site.
○ Ensure that consent is obtained and documented.
○ Promptly notify the IRB of any change to information provided on this form.
Person Completing This Form
Data Dictionary
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My institution allows the IRB selected above to review compassionate use (expanded access).
My institution does NOT allow the IRB selected above to review compassionate use (expanded access).
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