REGEN-COV (Casirivimab/Imdevimab) in Pregnancy and Lactation

What is REGEN-COV?

* Casirivimab and imdevimab, monoclonal antibodies for post-exposure prevention or treatment of early COVID
infection

* Monoclonal antibodies are immune system proteins created in the lab to help the immune system recognize
certain diseases and mark them for destruction.

* To prevent infection among people exposed to someone with COVID, or:

* To prevent progression of disease after testing positive

What are the benefits of REGEN-COV?'

* Reduce the incidence of hospitalization or death from any cause by approximately 70%
e Rapidly reduce the viral load
* Shorten the duration of symptoms

What are some risks of receiving REGEN-COV? What side effects can be expected?

* Anaphylaxis is rare but has been seen

* Clinical worsening has been seen — unclear if due to REGEN-COV vs. natural progression of COVID

* Has not shown benefit in individuals with severe symptoms

* Aswith any injection, there is the risk of temporary pain, bleeding, or bruising at the injection site

* Limited data thus far on REGEN-CQOV, so it is possible that there are side effects that are not yet known

Who is eligible to receive REGEN-COV?

* Adults and adolescents age 12 and older
* Not fully vaccinated (individuals are considered fully vaccinated two weeks after second shot of Moderna or
Pfizer vaccine, or two weeks after a single shot of Johnson & Johnson) OR not expected to mount a full immune
response (e.g. secondary to immune compromise)
* Either:
o Within 10 days of symptom onset with positive COVID test and mild to moderate symptoms at high risk
of disease progression (pregnancy is included in this category)
Within 10 days of exposure to someone with known COVID
Someone expected to be at considerable risk of exposure to individuals with COVID (e.g. through
occupational exposure)

Who should | consider recommending REGEN-COV to?

* Any patients meeting above criteria
* Particular emphasis on patients with other risk factors, including BMI >25, chronic kidney disease, diabetes, and
cardiovascular disease

How is REGEN-COV administered? What are some considerations regarding delivery?

* Ingeneral, IVis recommended, however subQ is also an option if IV is not feasible to be administered within the
recommended timeframe to have the most benefit.

* Similar benefits have been seen with both IV and subQ administration, though the studies and approval were
initially done on IV administration. SubQ administration has more recently been rolled out."
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Is REGEN-COV FDA approved?

* Approved by the FDA under an Emergency Use Authorization, or EUA but not gone through the more extensive
approval process for full FDA approval

* EUA approval based on evidence that it may be effective in preventing serious disease. It is thought that these
benefits outweigh the potential risks.

* This approval also acknowledges that there are no reasonable alternatives to REGEN-COV that have full FDA
approval.

What do we know about REGEN-COV and pregnancy?

* There is no safety data specifically on REGEN-COV and pregnancy.
However, other monoclonal antibodies have been studied and we have >20 years of safety data suggesting that
monoclonal antibodies (notably Humira and Remicade) are not associated with adverse pregnancy outcomes.”

* Covid-19 during pregnancy is associated with severe morbidity, and though we do not have safety data for
REGEN-COV specifically in pregnancy, it is biologically similar to other well studied monoclonal antibodies that
are considered “low to moderate risk” per ACOG classification.

* Onthe topic of immune modulating therapy in pregnancy, ACOG writes, “Decision making regarding patient
plans should be individualized and shared and should include consideration of pregnancy and maternal risks
associated with untreated disease.””

What do we know about REGEN-COV and breastfeeding?

* There is no safety data specifically on REGEN-COV and breastfeeding.
Adalimumab (Humira) has been well studied and found to be in breast milk in small quantities. Due to the size of
this protein, it is suspected to be mostly broken down by the infant Gl tract with little absorption. Most experts
and professional guidelines feel that the drug is acceptable to use during breastfeeding."
Casirivimab" and imdevimab"' (REGEN-COV) are nearly identical in size and, according to expert opinion, are
expected to act the similarly. Therefore REGEN-COV is likely acceptable to use during breastfeeding.

Can you get vaccinated after receiving REGEN-COV?

e REGEN-COV will likely reduce the body’s immune response to a COVID vaccine
* Recommended to delay vaccination for 90 days after administering REGEN-COV

How should | talk to my patients about REGEN-COV?

* Discuss risks and benefits of use, including risk of disease progression without treatment

* Discuss risk factors unique to your patient that may increase their likelihood of developing severe disease or
associated morbidity (e.g. current pregnancy)

* Provide optimistic but frank assessment about current data on REGEN-COV use, including limited information on
use in pregnancy

* Acknowledge limited options for treatment but overall reassuring safety profile and effectiveness of REGEN-COV

* Include discussion of other important preventative measures, most importantly vaccination, as well as mask
wearing, social distancing, and hand hygiene.
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How can | find a location to get REGEN-COV?

* The Department of Health and Human Services maintains a database of all sites that have REGEN-COV:
https://protect-public.hhs.gov/pages/therapeutics-distribution

Where should | go if | want to know more?

* FDA EUA: https://www.fda.gov/media/145801/download
* FDA REGEN-COV Fact Sheet: https://www.fda.gov/media/145612/download
e ACOG FAQs: https://www.acog.org/clinical-information/physician-fags/covid-19-fags-for-ob-gyns-obstetrics
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