
1. Ask team for the patient to give consent for us to share personal data such as date of diagnosis and patient medical history to Regeneron (please document in notes)

2. Fill out the Regeneron form:  https://regeneron-prd.na1.adobesign.com/public/esignWidget?wid=CBFCIBAA3AAABLblqZhB8GG0fTrm6LWpCJniyT35yRMbch2m4KoV-KKIbma8iFjGsUn6m3zpOyF_gn9K64VQ*
a. Ct value does not need to be completed (from communication with company)
b. ID MD must be an attending
c. Include the following for Pharmacy Contact:
Andrew Smith
Michigan Medicine
Department of Pharmacy Services-Research Pharmacy 
UHB2D400
1500 East Medical Center Drive
Ann Arbor, MI 48109-5008
Phone: 734-936-7469
Email: ajfsmith@med.umich.edu
Hours are M-F 8-5

3. Forward response/completed form to UM-Expanded-Access-Request@med.umich.edu with the patient MRN. A short history (1-2 paragraphs) and current ventilation status are also very helpful, most of which can be copied from the Regeneron submission as appropriate.

STOP: The next steps cannot be completed until Regeneron approves the patient for the use. Once Regeneron approves, forward that email and all documents to the EA group. 

4. Email the IRB chair on call to get their agreement that this is an appropriate course of treatment. CC ID attending and EA group on the email. Do not send patient name/MRN, as this will have to be redacted later on. Rather, provide a brief history, copied from either the REGN form and/or the email to the EA group. 
a. To find appropriate IRB contact: https://uhmspaging.med.umich.edu/homepaging/PagingSend/oncallSchedules.aspx?val=83790

5. The EA group will prepare the FDA form 3926 and ICF for the physician to sign off on.

6. Physician will review and sign the FDA form the EA group can then submit. The FDA usually gets back to us really quickly on these (24 hours), but we can also call if we need an answer right away.

7. Pharmacist (or EA representative) email the FDA (address: DAVPEINDREQUEST@fda.hhs.gov) with the subject something like ‘EMERGENCY USE REQUEST – Casirivimab/Imdevimab’, and cc the EA group: 
a. Regeneron Letter of Authorization (will be attached in Regeneron approval email)
b. ID attending’s signed CV and a copy of their medical license
c. The signed 3926 (EA will provide this to you)
d. An alternative is to call the FDA at 866-300-4374 and go through the process with them, but the EA group prefers emails so everyone can be kept in the loop over email. 


8. Regeneron requires the following documentation to ship drug:
a. FDA eIND number email
b. IRB notification documentation
c. Treating physician CV and Medical License
d. Exhibit A (page 2 of approval letter) signed by an institutional official. Physicians are not authorized to sign this, as it is an agreement with the institution.

9. Physician must consent the patient or patient’s family. The EA group will provide the consent document.
a. This should be scanned in to MiChart as a “research consent” once signed.

10. We can treat the patient once they have signed consent. Please let the EA group know when treatment has occurred, and if the patient has any adverse reactions to the infusion.
a. If you find out at any time that the patient has had a serious adverse event that is related to the antibodies, or that the patient has died, please let the EA group know.

11. EA group and physician will submit a follow-up IRB application within 5 business days of the treatment.

12. EA group will follow-up at 30 days post-treatment to close out the IND, document any adverse reactions.

Make sure the EA contact for the case is cc’d in all emails, and if not, forward email to them (FDA emails, for example). 
