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CALTCM is a non-profit association.
Please consider supporting our efforts with

a donation to CALTCM and/or 
by joining/renewing your membership today.

Visit: caltcm.org

Non-Profit Status
The California Association of Long Term Care Medicine (CALTCM) is currently exempt under section 501(c)(3) of the Internal
Revenue Code. Contributions or charitable donations made to our non-profit organization are tax-deductible under section
170 of the Code.

To request a copy of our 501(c)(3) status letter or current Form W -9, please contact the CALTCM Executive Office at (888)
332-3299 or e-mail: info@ caltcm.org
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of CME / CEU
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Follow us on Social Media:
@CALTCM #CALTCM

To stay up to date, check the CALTCM website CALTCM.org
and our e-newsletter, the CALTCM Wave.
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Monoclonal, Mandates, & More 
(Boosters, Variants, etc.) 
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Vaccine Mandates – Aug. 2021

h ttp s://www .wh itehou se .gov/b rie fing -room /sta tem en ts-re lea se s/2021/08/18/fac t-
shee t-p re siden t-b iden -to -announce -new -ac tion s-to -p ro tec t-am e rican s-from -cov id -
19-and -he lp -sta te -and -loca l- leade rs-fig h t-the -v iru s/

h ttp s://www .cdph .ca .gov/P rog ram s/C ID /DCDC /Pages/COV ID -19/O rde r-o f-the -
Sta te -Pub lic -Hea lth -O ffice r-Hea lth -Ca re -W o rke r-Vacc ine -
Requ irem en t.a sp x? fbc lid = IwAR0K7W JU10v5uW 3M 29c6Ry2Ka -
IirW _f3zxZKzpayC Zo6kW pcFrj_Z9yD kk
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Reflections From The Frontlines: 
And Now a Twist…

James McKinnell, MD
Infectious Disease Specialist

Expert Stewardship
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US Causes of Death

http://www.cdc.gov/nchs/fastats/leading-causes-of-death.htm Accessed 9/24/2020, rounded 
to the nearest thousand deaths. 

2017 Deaths
1 Heart Disease 648,000
2 Cancer 599,000
3 Accidents 170,000
4 Stroke 146,000
5 Alzheimer’s Disease 121,000
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Seasonal Influenza 
2019-2020

• 38 Million Infections 

• 400,000 Hospitalizations

• 21,000 Deaths

• 37 Million Infections 

• 2,200,000 Hospitalizations

• 583,596 Deaths

COVID-19 
(Feb 2020 – May 2021)

https://covid.cdc.gov/covid-data-tracker/#cases_casesinlast7days Accessed on 5/18/2021
https://covidtracking.com/data/national Accessed on 9/24/2020
https://www.cdc.gov/flu/about/burden/index.html accessed 3/10/2020
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US Causes of Death
2017 Deaths

1 Heart Disease 648,000
2 Cancer 599,000
3 COVID 2020/2021 583,596
4 Accidents 170,000
5 Stroke 146,000
6 Alzheimer’s Disease 121,000

http://www.cdc.gov/nchs/fastats/leading-causes-of-death.htm Accessed 9/24/2020, rounded 
to the nearest thousand deaths. 
https://covid.cdc.gov/covid-data-tracker/#cases_casesinlast7days Accessed on 5/18/2021
Accessed 9/24/2020.
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https://www.whitehouse.gov/briefing-room/statements-releases/2021/08/18/fact-sheet-president-biden-to-announce-new-actions-to-protect-americans-from-covid-19-and-help-state-and-local-leaders-fight-the-virus/
https://www.cdph.ca.gov/Programs/CID/DCDC/Pages/COVID-19/Order-of-the-State-Public-Health-Officer-Health-Care-Worker-Vaccine-Requirement.aspx?fbclid=IwAR0K7WJU10v5uW3M29c6Ry2Ka-IirW_f3zxZKzpayCZo6kWpcFrj_Z9yDkk
http://www.cdc.gov/nchs/fastats/leading-causes-of-death.htm
https://covid.cdc.gov/covid-data-tracker/
https://covidtracking.com/data/national%20Accessed%20on%209/24/2020
https://www.cdc.gov/flu/about/burden/index.html
http://www.cdc.gov/nchs/fastats/leading-causes-of-death.htm
https://covid.cdc.gov/covid-data-tracker/
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https://www.beaumont.org/health-wellness/blogs/a-guide-to-the-covid-19-vaccines. 
accessed May 18, 2021
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• 100% Vaccination: Vaccine Efficacy Threshold is 60%
• 60% Vaccination: Vaccine Efficacy Threshold is 80%

Public Health Article of the Year!!!!
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Nucleic Acid Vaccines

Callaway. Nature, 2020; 580(7805):576-577
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New York Times April 1, 2021
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Vaccination is Key!

23

August 23, 2021

2
4

Covid Variants

https://www.axios.com/coronavirus-variants-vaccines-c27dd1d5-6531-4c67-80c0-
310705d6ff45.htm l Accessed May 18, 2021

24

https://www.beaumont.org/health-wellness/blogs/a-guide-to-the-covid-19-vaccines
https://www.axios.com/coronavirus-variants-vaccines-c27dd1d5-6531-4c67-80c0-310705d6ff45.html
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What About Variants
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Vaccine Efficacy Against Variants
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COVID Variants

27

• Delta 88% in CA

• AY.1 – K417N

• AY.2 – K417N, A22V

• AY.3 – Orf Mutation

WHO Table, CDPH weekly call 8/10
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Where are we now?

• The United States CDC, NIAID, HHS and other have 
recommended a 3rd booster shot for all Americans.

• Emergency Use Authorization Approval for 12 and older
• EUA approval is a power grab from public health 

authorities

• “Full” Approval of Pfizer Vaccine

28
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August 23, 2021https://doi.org/10.1016/j.healun.2020.03.012

Spectrum of Disease and Therapy
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Early infection Pulmonary infection Hyperinflammation

Viral response phase

Host inflammatory 
response phase

Time course

Antibody Therapy

Antiviral Therapy

Anti-Inflammatory Therapy

Current therapies (darker gradient used to imply strength of evidence) 
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Management of COVID In 
Skilled Nursing Facilities

30

https://doi.org/10.1016/j.healun.2020.03.012
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Science Determines Best Treatment
31
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Recovery Trial of 
Steroids in Covid

(All participants)

https://www.nejm.org/doi/10.1056/NEJMoa2021436
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Recovery Trial of 
Steroids in Covid

(Oxygen Only)

https://www.nejm.org/doi/10.1056/NEJMoa2021436
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Recovery Trial of 
Steroids in Covid

(No Oxygen 
Received)

https://www.nejm.org/doi/10.1056/NEJMoa2021436
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Not IF, but 
WHEN

History of 
Pandemics

The New Plague: 
What have we learned?
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Monoclonal Antibodies
• REGEN COV (Casirivimab/Imdevimab)

• 600mg/600mg vs Placebo:
1% hospitalization versus 3% (7 patients versus 24)

• Post Exposure prophylaxis, 600mg/600mg vs Placebo:
1% covid + versus 8% (11 patients versus 59)

• Sotrovimab

• 500 mg vs Placebo:
1% hospitalization versus 7% (3 patients versus 21) 

• Cases of Clinical Worsening after Monoclonal AB Infusion

36

COV-2067  (NCT04425629), COMET-ICE Studies – FDA fact sheets accessed 8/19 
https://www.fda.gov/media/149534/download

36

https://www.nejm.org/doi/10.1056/NEJMoa2021436
https://www.nejm.org/doi/10.1056/NEJMoa2021436
https://www.nejm.org/doi/10.1056/NEJMoa2021436
https://www.fda.gov/media/149534/download
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Thank You for Listening!!!
37

37

MONOCLONAL ANTIBODIES FOR 
TREATMENT AND POST-EXPOSURE 

PROPHYLAXIS OF COVID-19

Raym ond Chinn, M D, F IDSA, FSHEA                                           
Healthcare-Associa ted In fections (HAI) P rogram   

Epidem io logy and Im m unizations Serv ices Branch    
August 23, 2021

PUBLIC HEALTH SERVICES
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Monoclonal Antibiotics:
Use in Skilled Nursing facilities
• What, Why, Where
• What are they and how do they work?
• What are the uses of monoclonal antibodies?
• What are the side-effects?
• What is the process to obtain monoclonal antibodies and for 

drug administration?
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Monoclonal Antibiotics
WHAT ARE THEY?  Monoclonal antibodies are im m une system  proteins that are created in 

the lab – REGEN-COV ® (casirivimab and imdevimab); sotrovimab
HOW DO THEY WORK? 

Monoclonal antibodies work best during high viral 
replication; therefore, they are most efficacious when 

administered within 72 hours after symptom onset

ACE receptors
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Use of Monoclonal Antibodies for
Treatment of COVID-19

• High risk for severe illness (regardless of vaccine status): 
• Chronic medical conditions, e.g., heart/lung disease, diabetes, obesity (see list)
• Certain ethnicity and race 

• Mild to moderate symptoms of COVID-19: fever, chills, myalgias, arthralgia, fatigue, 
malaise, lost of taste or smell, headache, URI symptoms (sore throat, cough, red/watery 
eyes, runny nose, sneezing), shortness of breath/difficulty breathing, 
cough/sputum/phlegm, pressure/tight chest/chest pain, loss of appetite, confusion, 
dizziness, nausea/vomiting/diarrhea, stomachache, rash

• Positive molecular or antigen test for COVID-19
• Not authorized for use in patients (use is associated with worse outcome):

• Who are hospitalized
• Who require O2 for treatment of COVID-19
• Who require an increase in baseline O2 flow rate due to COVID-19
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High Risk Individuals Who Would Progress to Severe COVID-19 
The following medical conditions or other factors may place adults and pediatric patients (age 12-17 years and weighing 
at least 40 kg)
• Older age (for example, age ≥65 years of age)
• Obesity or being overweight (for example, BMI >25 kg/m2 , or if age 12-17, have BMI ≥85th percentile for their age and 

gender based on CDC growth charts, https://www.cdc.gov/growthcharts/clinical_charts.htm) 
• Pregnancy 

• Chronic kidney disease
• Diabetes
• Immunosuppressive disease or immunosuppressive treatment

• Cardiovascular disease (including congenital heart disease) or hypertension
• Chronic lung diseases (for example, chronic obstructive pulmonary disease, asthma [moderate-to-severe], interstitial 

lung disease, cystic fibrosis and pulmonary hypertension)
• Sickle cell disease
• Neurodevelopmental disorders (for example, cerebral palsy) or other conditions that confer medical complexity (for 

example, genetic or metabolic syndromes and severe congenital anomalies)
• Having a medical-related technological dependence (for example, tracheostomy, gastrostomy, or positive pressure 

ventilation (not related to COVID 19))

42
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Efficacy Data for Treatment of COVID-19 with Regen-COV®

https://www.fda.gov/media/145611/download

Also, mAB;
• Use was associated with a significant decrease in the mean viral load from baseline to 

Day 7 compared to placebo
• Time to symptom resolution 10 vs. 14 days (p<0.0001)
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Post-Exposure Prophylaxis (PEP)
• Emergency Use Authorization for REGEN-COV® in adult and pediatric individuals 

(12 years of age and older weighing at least 40 kg) 
• Target group: individuals who are at high risk for progression to severe COVID-19, 

including hospitalization or death, 
• AND are not fully vaccinated OR
• who are unable to mount an adequate immune response despite being fully 

vaccinated (e.g., individuals with immunocompromising conditions including 
those taking immunosuppressive medications) AND 

• have been exposed to an individual infected with SARS-CoV-2 consistent with 
close contact criteria per Center for Disease Control and Prevention (CDC) 
OR

• who are at high risk of exposure to an individual infected with SARS-CoV2 
because of occurrence of SARS-CoV-2 infection in other individuals in the 
same institutional setting (for example, nursing homes, prisons)
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Post-Exposure Prophylaxis with Regen-COV®

There was an 82% risk reduction with REGEN-COV®; 
(11/753 or 1% vs. 59/752 or 7%), odds ratio 0.22; 

p<0.0001 
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Allergic Reactions
• Allergic reactions can occur during and after infusion or injection of REGEN-COV.  Serious 

reactions are rare; 10/4,206 (0.2%) had Grade 2 or higher adverse events; in SQ 
administration, all hypersensitivity reactions were Grade 1

• Signs and symptoms of allergic reactions: fever, chills, nausea, headache, shortness of breath, 
low or high blood pressure, rapid or slow heart rate, chest discomfort or pain, weakness, 
confusion, feeling tired, wheezing, swelling of lips, face, or throat, rash including hives, itching, 
muscle aches, feeling faint, dizziness and sweating. 

• Infusion site pain, bleeding, bruising of the skin, soreness, swelling, and possible infection.  
Subcutaneous injection may include pain, bruising of the skin, soreness, swelling, and possible 
infection at the injection site.

• Worsening symptoms after treatment: may be new or worsening symptoms after infusion or 
injection, including fever, difficulty breathing, rapid or slow heart rate, tiredness, weakness or 
confusion. 

• Infusion related reactions can be mitigated by slowing infusion; fluid overload occasionally 
San Diego Experience:

• 45/678 (7%) had adverse reactions
• 7 (1%) unable to complete infusion due to adverse reactions
• 1 – 12y/o “anaphylaxis”: diagnosis of anxiety attach
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Potential Uses of Monoclonal Antibodies
• Treatment of mild to moderate disease

• Post-exposure prophylaxis following exposure to COVID-19
• Other potential uses being studied showing efficacy BUT do not have EUA  

(not FDA authorized)
• Pre-exposure prophylaxis

• Treatment of inpatients who have not mounted antibody response to 
vaccination

47

August 23, 2021

Pre- and post-exposure 
mAB prophylaxis

JAMA 2021; 326:46-55

48
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Monoclonal Antibody Regional Center (MARC)
WAYS TO ACCESS MONOCLONAL ANTIBODIES AT A MARC

MARC at
Escondido

Escondido

Family Health Centers 
of San Diego

Hillcrest & Chula Vista

• If you think you qualify, call (619) 685-2500 with questions or to make an appointment

• You can talk to your doctor or health provider to see if you would benefit

• Your doctor can call (619) 685-2500 with questions 

• For additional information visit: www.sandiegocounty.gov/COVIDHealthProfessionals

• Email us at: CovidTreatment@sdcounty.ca.gov
LOCATIONS

MARC at 
Vista Community Clinic

Vista

NEW!

• Healthcare workers (HCW): call to self-refer for treatment 
• MARCs are not providing PEP to HCWs yet; possibly receive at facility
• Goal is NOT to transport infected residents to these centers
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Process to Administer mAB with Goal to Facilitate 
Facility Self-Administration

• Involve: Administrator, Director of Nursing, Infection Preventionist, Medical Director
• Initiate action items:

1. Contact pharmacy, are they able to supply mAB AND supplies needed for infusion and/or SQ administration?

2. Assess availability of infusion supplies: infusion pump, tubing, 0.2 micron filter, and other supplies
3. Assess likely candidates: treatment vs. PEP
4. Assess likelihood of obtaining consent among potential recipients

5. Identify when RN and/or LVN to assist

• Contact County’s mAB mobile team at mcsdnursingmabinfusion.hhsa@sdcounty.ca.gov; other contacts include 
raymond.chinn@sdcounty.ca.gov; grace.kang@sdcounty.ca.gov 

• Inform them of “action items” listed above
• Mobile team will assist in administration and provide education on infusion and/or SQ injection and side effects
• If facility unable to obtain mAB, County could supply; ideally, facility would have infusion/injection supplies

• Mobile team will provide consent form and intake form that are to be completed before arrival of mobile team 
• County will recheck potential candidates for mAB to ensure they meet criteria as outline in mAB EUA 
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Summary
• Monoclonal antibodies are effective in treatment and in post-exposure prophylaxis (PEP) 

in the management of COVID-19 in skilled nursing facilities (memory care, assisted living 
facilities)

• For treatment to be most effective, mAB should be administered within 72 hours of 
symptom onset

• For SNFs, prompt identification of infected cases (HCWs) and rapid response testing will 
ensure prompt institution of therapy and PEP

• Those persons receiving mAB, should delay COVID vaccination for 90 days; those 
persons who are infected without a history of vaccination should be vaccinated after 
completion of isolation

• Studies on preexposure prophylaxis and treatment of hospitalized patients who are unable 
to mount adequate antibody post vaccination are ongoing
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References
• https://www.sandiegocounty.gov/content/sdc/hhsa/programs/phs/community_epidemiology

/dc/2019-
nCoV/CommunitySectors/Healthcare_Providers_Community_Clinics_Hospitals_and_Phar
macies/MARC.html

• Fact sheet patients: https://www.fda.gov/media/145612/download
• Fact sheet HCWs: https://www.fda.gov/media/145611/download
• Federal Drug Administration efficacy studies:  

https://files.covid19treatmentguidelines.nih.gov/guidelines/archive/statement-on-
casirivimab-plus-06-17-2021.pdf

• From mAB Mobile team
• Consent form
• Intake form
• Checklist of supplies needed if facility pharmacy unable to supplies needed for 

infusion/SQ injection

52

COVID-19 Vaccine
Booster Shots:

What’s Up With That?
Jay S. Luxenberg, MD
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• The main difference between the two is who gets them and why. 

• An additional mRNA dose following an initial vaccine series is 
given to people who may not have had a strong enough immune 
response after receiving the initial vaccine series. 

• A booster dose is a supplemental dose given to groups whose 
immune response has weakened over time.

3rd Shot Versus Booster

54

http://www.sandiegocounty.gov/COVIDHealthProfessionals
mailto:CovidTreatment@sdcounty.ca.gov
mailto:mcsdnursingmabinfusion.hhsa@sdcounty.ca.gov
mailto:Raymond.chinn@sdcounty.ca.gov
https://www.fda.gov/media/145612/download
https://www.fda.gov/media/145611/download
https://files.covid19treatmentguidelines.nih.gov/guidelines/archive/statement-on-casirivimab-plus-06-17-2021.pdf
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• Effective August 13, 2021, CDC recommends that people who 
are moderately to severely immunocompromised receive an 
additional dose of an mRNA COVID-19 Vaccine (Pfizer-
BioNTech or Moderna) at least 28 days after the completion of 
the initial mRNA COVID-19 vaccine series.

• Studies have shown that persons with an inadequate initial 
response to two doses of an mRNA vaccine can get an 
adequate response after a third dose

Additional mRNA Vaccine Dose 

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html

55
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Additional mRNA Vaccine Dose 

56

August 23, 2021

• CDC is recommending Use the same vaccine product, when 
feasible: People who need an additional dose and received 
either a Pfizer-BioNTech or Moderna vaccine series should 
receive a third dose of the same vaccine used.

• We don’t know at this time whether people who are 
immunocompromised who received the Janssen vaccine 
(Johnson & Johnson) have an improved immune response 
following an additional dose of the same vaccine.

Additional mRNA Vaccine Dose 

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
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• So far, reactions reported after the third mRNA dose were like 
what people experienced after receiving the two-dose series. 

• Fatigue and pain at injection site were the most commonly 
reported side effects, and overall, most symptoms were mild to 
moderate.

Additional mRNA Vaccine Dose 

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html

58

August 23, 2021

Currently, CDC is recommending that moderately to severely 
immunocompromised people receive an additional dose. 
This includes people who have:

• Active treatment for solid tumor and hematologic malignancies
• Receipt of solid-organ transplant and taking immunosuppressive therapy

• Receipt of CAR-T-cell or hematopoietic stem cell transplant (within 2 years of transplantation 
or taking immunosuppression therapy)

• Moderate or severe primary immunodeficiency (e.g., DiGeorge syndrome, Wiskott-Aldrich 
syndrome)

• Advanced or untreated HIV infection
• Active treatment with high-dose corticosteroids (i.e., ≥20mg prednisone or equivalent per day), 

alkylating agents, antimetabolites, transplant-related immunosuppressive drugs, cancer 
chemotherapeutic agents classified as severely immunosuppressive, tumor-necrosis (TNF) 
blockers, and other biologic agents that are immunosuppressive or immunomodulatory.

https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-
vaccines-us.html
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• On August 18, 2021, officials from CDC, FDA, NIH, and others 
including most importantly Dr. Fauci announced the 
administration's plans for booster doses of the mRNA vaccines

• They are preparing to offer booster shots for all Americans 
beginning the week of September 20 and starting 8 months after 
an individual’s second dose.

Booster mRNA Vaccine Dose 

https://www.cdc.gov/media/releases/2021/s0818-covid-19-booster-shots.html
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https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
https://www.cdc.gov/vaccines/covid-19/clinical-considerations/covid-19-vaccines-us.html
https://www.cdc.gov/media/releases/2021/s0818-covid-19-booster-shots.html
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• At that time, the individuals who were fully vaccinated earliest in 
the vaccination rollout, including many health care providers, 
nursing home residents, and other seniors, will likely be eligible 
for a booster. 

• They will also begin efforts to deliver booster shots directly to 
residents of long-term care facilities at that time.

Booster mRNA Vaccine Dose 

https://www.cdc.gov/media/releases/2021/s0818-covid-19-booster-shots.html
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• They anticipate booster shots will likely be needed for people 
who received the Johnson & Johnson (J&J) vaccine. 

• Administration of the J&J vaccine did not begin in the U.S. until 
March 2021, and we expect more data on J&J in the next few 
weeks. 

• With those data in hand, they will keep the public informed with 
a timely plan for J&J booster shots as well.

Booster non-mRNA Vaccine Dose 

https://www.cdc.gov/media/releases/2021/s0818-covid-19-booster-shots.html
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• Booster vaccine availability will be contingent on an anticipated 
FDA EUA being granted.

• Full approval of the Pfizer vaccine 8/23/21

• Local officials are anticipating that the tiered structure for 
vaccines will come back with the boosters — prioritizing older 
people, health care workers and essential workers first. No 
formal announcements have been made.

Booster mRNA Vaccine Dose 

https://www.cdc.gov/media/releases/2021/s0818-covid-19-booster-shots.html
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• No recommendations yet announced for “mix and match” of 
different vaccines for boosters.

• World health organization is asking for deferring boosters until 
primary vaccination more available throughout the world. U.S. 
policy is differing from that.

• Boosters will be free (that is, government is paying for them).

• Lots of details remain to be announced.

Booster mRNA Vaccine Dose – Q&A 

https://www.cdc.gov/media/releases/2021/s0818-covid-19-booster-shots.html
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Q & A
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