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Making Health Care Better Together




Karen L. Smith, MD, FAAFP

FAMILY PHYSICIAN

Dr. Karen L. Smith is a family physician in Raeford, North Carolina. She has successfully
implemented population health strategies with telehealth as part of her delivery of care since
2003, providing acute, chronic, and preventive services from birth to the end of life. She also
became involved with the North Carolina Academy of Family Physicians and the North
Carolina Medical Society. She is actively engaged with the American Academy of Family
Physicians and is an AAFP Board of Directors member. In addition, she serves on the North
Carolina Medical Society Board of Directors and is a state delegate to the American Medical
Association. She served the state of North Carolina with 13 years of service to the Division of
Medical Assistance Advisory Board and the North Carolina Institute of Medicine.

Dr. Smith is actively engaged with the Old North State Medical Society, exemplified by her
team’s community response during the Covid public health emergency. She worked with the
Alliant Quality Improvement Organization to engage and assist other doctors with the Merit
Incentive Payment System as part of the Medicare Access and CHIP Reauthorization Act of
2015. She accepted the appointments to connect with the national advisory groups for the
Office of the National Coordinator as HIT Vanguard Fellow and CMS Quality Payment
Program Physician Champion.

Recently, her work with the American Medical Association as Physician Champion for the
Diabetes Prevention Program allowed her to provide viable workflow options for practices to
create accessible, quality, efficient, and cost-wise strategies.

Dr. Smith is active in health care transformation as a medical director for the Aledade
physician-led accountable care organization and Vaxcare North Carolina. Dr. Smith was
named North Carolina Family Physician of the Year in 2016 and American Academy of
Family Physicians of the Year in 2017.

Contact: https://karensmithmd.com/



https://karensmithmd.com/

Objectives

« Understand the need for COVID boosters to reduce

disease and hospitalization
« Understand the need for taking bivalent boosters
regardless of previous vaccination status to ensure better
outcomes with the current state of COVID-19 variants
 How to address the fears of patients and families against
the COVID-19 vaccination
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“My 96-year-old Mom has COVID-19”

A longtime patient and friend presented to the office in late January with the
unsettling news of her 96-year-old mother’s hospitalization due to
complications of COVID-19 Pneumonia. Six months prior, her mother was
physically, mentally, and emotionally engaged until an injury warranted
rehabilitation services at the local skilled nursing facility. Both she and her
mother were fully COVID-19 vaccinated with receipt of the primary series. Her
mother did not receive the Bivalent Booster vaccine before hospital admission
for management of her unexpected injury. Despite respiratory and confact
preventive measures, the daughter noted altered mental status, fever, and
poor intake, prompting emergency room evaluation. She was starfed on an
outpatient regimen for COVID-19 with a suboptimal response, then intensive
care intervention, where she transitioned just shy of her 97th birthday.
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Terms for Vaccine Effectiveness

“Vaccine effectiveness is a measure of how well vaccination
protects people against health outcomes such as infection,
symptomatic iliness, hospitalization, and death. Vaccine
effectiveness is generally measured by comparing the frequency of
health outcomes in vaccinated and unvaccinated people.”

“Absolute vaccine effectiveness is a term that can be applied when
the study compares vaccinated people to unvaccinated people.”

Last Updated Mar. 23, 2023

Source: National Center for Immunization and Respiratory Diseases (NCIRD), Division of Viral Diseases
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https://www.cdc.gov/ncird/index.html
https://www.cdc.gov/ncird/dvd.html

Vaccine Effectiveness

e Host-related factors, such as age, presence of underlying medical
conditions (e.q., diabetes, cancer), and history of prior infection

e Pathogen-related factors, such as the virus variant(s) circulating

e Vaccine-related factors, such as type of vaccine and fime since
vaccination

Last Updated Mar. 23, 2023

Source: National Center for Immunization and Respiratory Diseases (NCIRD), Division of Viral Diseases
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https://www.cdc.gov/ncird/index.html
https://www.cdc.gov/ncird/dvd.html

COVID-19 Vaccine Effectiveness

CDC studies published from October 2022-February 2023 on COVID-19 vaccine effectiveness among adults found:

Vaccine effectiveness data show that bivalent COVID-19 vaccines add protection against iliness with Omicron XBB/XBB.1.5-related variants

among people who previously received 2, 3, or 4 doses of the monovalent COVID-19 vaccines.

o CDC found that the bivalent COVID-19 vaccine provides added protection against symptomatic infection with Omicron XBB/XBB.1.5-
related variants in people who had previously received two to four doses of the monovalent COVID-19 vaccine.

The bivalent booster cuts the risk of having to visit an emergency department, urgent care facility, or hospital due to COVID-19 by half or more

for most people.

Bivalent boosters provide protection against severe COVID-19 resulting in hospitalizations.

o People should also consider other prevention strategies, such as wearing masks in indoor public spaces and improving ventilation (e.g.,
opening windows) when respiratory virus circulation is high, especially in areas where COVID-19 Community Levels are high.

Vaccine effectiveness of 2 or 3 doses of the monovalent COVID-12 vaccine mRNA vaccines against COVID-192-associated hospitalization

decreased with time since vaccination during periods of both BA.1/BA.2 and BA.4/BA.5 circulation.

o The overall vaccine effectiveness of three doses of an mRNA COVID-19 vaccine against COVID-19-associated hospitalization was 69%
during the BA.1/BA.2 period; it was 31% during the BA.4/BA.5 period.

o Additionally, protection against hospitalization in the first four months after the third dose of vaccine during the BA.4/BA.5 period was 60%
and decreased to 29% after four months.

Protection among people with weakened immune systems during Omicron predominance was moderate after a 3-dose primary series or

booster dose.

o Adding a third dose to the primary series for adults with immunocompromising conditions increased vaccine effectiveness against
hospitalization from 40% to 67% during the BA.1 period. However, during the more recent Omicron BA.2/BA.2.12.1 and BA.4/BA.5 periods, the
third dose was only 32% effective against hospitalization after 90 days or more. This number increased to 43% after a fourth dose.

o To further boost protection, consider early use of antivirals and nonpharmaceutical interventions (e.g., well-fitting, high-quality masks or
respirators).

Centers for Disease Control and Prevention. COVID Data Tracker. Atlanta, GA: US Department of Health and Human Services, CDC; 2023, April 03.
https://covid.cdc.gov/covid-data-tracker
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https://www.cdc.gov/mmwr/volumes/72/wr/mm7205e1.htm?s_cid=mm7205e1_w
https://www.cdc.gov/mmwr/volumes/71/wr/mm7153a1.htm?s_cid=mm7153a1_w
https://www.cdc.gov/mmwr/volumes/71/wr/mm715152e2.htm
https://www.cdc.gov/coronavirus/2019-ncov/your-health/covid-by-county.html
https://www.cdc.gov/mmwr/volumes/71/wr/mm7142a3.htm?s_cid=mm7142a3_w
https://www.cdc.gov/mmwr/volumes/71/wr/mm7142a4.htm?s_cid=mm7142a4_w
https://covid.cdc.gov/covid-data-tracker

COVID-19 Vaccination Schedule Infographic for People who are NOT
Moderately or Severely Immunocompromised

People ages 6 months through 4 years

Moderna Pfizer-BioNTech
Bivalent Bivalent MOTE: For people who
Primary Primary Maderna -OR-  Primary Primary Pfizer  Previously receiveda
booster primary  monovalent third
4-8 weeks At least 3-8 weeks At least primary SI‘.'ILE: dose,
2 months 8 weeks see footnote.

People age 5 years

Moderna Pfizer-BioNTech
Bivalent Bivalent
Primary —Tﬁ Primary h::::: -OR-  Primary —T—) Primary Pfizer .
r booster
4-B weeks At least 3-8 weeks At least
2 months 8 weeks

People ages 6 through 11 years

-~

Moderna or Pfizer-BioNTech
Bivalent
Primary Primary mRNA
booster?
3-8 weeks (Pfizer) or At least
4-8 weeks (Moderna) 2 months

People ages 12 years and older

Moderna, Novavax, or Pfizer-BioNTech
Bivalent

Primary —(f—) Primary —i)—) mRNA

3-8 weeks (Novavax, Pfizer) or At least
4-8 weeks (Modemna) 2 months

People ages 18 years and older who previously received Janssen primary series dose®

Bivalent
Primary mRNA
booster'
At least
2 months

s

* Paople ages 6 months-4 years who previously completed a 3-dose monovalent Pfizer-BioNTech primary series are authorizedto receive 1 bivalent Pfizer-BioNTech booster dose at least 2 months
after completion of the monovalent primary series,

* For people who previoushy received a monovalent booster dose(s) the bivalent booster dose is administered at least 2 months after the last monovalent booster dose

! A monovalent Novavax booster dose may be used in limited situationsin people ages 18 years and older who completed a primary series wsing sy COVID-1 8 vaccine, have not recehed any

previous booster dose(s) and are unable or unwilling to receive an mMRNA vacdne, The monovalent Movavax booster dose is administered at least 6 months after completion of a primany series.
¥ Janssen COVID-19 Vaccine should only be used in certain limited situations. See: hitps Mo cdc govivaccines/oovid- 1 3clinicalconsiderations Anterim-considerations

ss-appendichimlfappendin-a




COVID-19 Vaccine
Interim COVID-19 Immunization Schedule
for Persons & Months of Age and Older

Table 2. Immunization Schedule for Persons 18 Years of Age
For Mast People Severely Immunocompromised
Doses
Primary series”: MONOVALENT VACCINE (Red capped vial with a blue-bordered label)
Dose 1to 2 At least 4 weeks
18 years | Doselto2 At least 4-8 weeks? T
Modarna | and | Dose 2to 3 _Mieastimdu
older Booster dose™: BIVALENT VACCINE (Blue capped vial with a gray-bordered label)
At least 8 weeks (2 At least 8 weeks 2
Dose 2to 3 manths) Dose 3to 4 manths)
Primary series’: MONOVALENT VACCIME [Gray capped vial with a gray-bordered label)
it ) R Dose 1to 2 At least 3 weeks
se 1 1o Bast we 1
Pfizer- 18 years Dose 2o 3 At least 4 weeks
BioNTech | 2" : :
older Booster dose®: BIVALENT VACCINE (Gray capped vial with a gray-bordered label)
At least 8 weeks (2 At least 8 weeks (2
Dosze 2 to 3 months) Dose 3 to 4 months)
Primary series’: MONOVALENT VACCINE
18 years Dose 110 2 At least 3-8 weeks? Dose 1 to 2 At least 3 weeks
Novavax | and Booster dose’: BIVALENT VACCINE Moderna or Pfizer-BioNTech bivalent COVID-19 vaccine should
older be used for the booster dose.
At laast 8 weeks At least 8 weeks (2
Doze 2 to 3 manths) 2 Dose 2 to 3 months)
r{“l‘lll: MONOVALENT VACCINE Janssen COVID-19 vaccine is authorized for use in
18 certal mited situations due to safety considerations.!
Years
Tamstan and Booster dose’: BIVALENT mRNA VACCINE Modemna or Pzer-BioNTech bivalent COVID-19 vaccine
should be used for the booster dose.
older
Administer a single booster dose at least 8 weeks (2 months) after the previous dose.
* Parsons with a recent SARS-Cov-2 inflactian may consider dalaying a primary sanies or booster dose by 3 manths from m aresat or posithes test (1F infection was azympeomatic]
+ Complate the sariay with ct. i e vaccine product praviceshy admin stered cannct be determ i available age-appeopriats mancvalent
Eﬂ:ll:l-Wumnn may mmﬁ;ﬂnmp :‘w ﬂwfntﬂ:uinnunphhﬂ-:pdmaqmmdum :\t‘d' ,mﬂwﬁm‘:&hﬁWmN;hﬂM!mﬁhh boaster
diosa, regardiew of tha primary senes
# An B-waek interval batwaan the first and second primary series doses of Modama, Mo, and Pfizer-BioNTech COMD-19 vaccinas may be optimal for soma paople ages & montfe-64
ars, aspacial fnrmalnwu 33 years, 33 It may rechuce the srall sk of myocanditis and pericardits associated with these vaccines. A shorer Interval |8 weels for Modama| betwesn e
E:I: wnds dosas remaing tha mcommandad intanal forpeopla wha am medarataly o savarchy memunccompromised: adults ages €5 years and oldee; and In situations in which tham i
Icrassad concorn about COMD- 10 commarity levals or an Individual’s highar risk of severs diaass.
'JAmgnNmmbom:buunmadnflbhahmmnmbnmwdummw ﬂnmpﬂmn: :Bwnda?nnruldwmhawmrmda prewious booater dosa in limited
situations. Thess sibuabions ara 1. an mAMA vaccina b3 contraindicated, oo rod avad, ar 2. the meciplent s wwalling ko recaive an mANA vacoing and would ctherwise not recetve  bocater
dosa. kdminister tha booster dose ot laast & months after tha last primary series dosa.
¥ For gruidance on use of Janssen vacring and retrospective recond roviow, u:hod.llrlg and administration wea Inkarim Chirical Conaiderations for Use of COMID- 19 Waccines: SAppandi 3
CDC Resources
CDC COVID-19 vaccine clinical training and materials
CDC Interim Clinical Considerations for the Use of COVID-19 Vaccines Currently Approved or Authorized in the United States
CDC Vaccine administration clinical materials
CDC Vaccine Storage and Handling Toolkit
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COVID-19 Vaccination Schedule Infographic for People who ARE
Moderately or Severely Immunocompromised

People ages 6 months through 4 years

Moderna Pﬂzer—lﬂoHTech
NOTE: For people who
Primary Primary Primary m -QR-  Primary Primary previously received a
p-lr-ry monovalent third
At least 3 weeks At least primary series dose,
nu.lu 2 months 8 weeks see footnote®

People age 5 years

Moderna 1 Pfizer-BioNTech
Bivalent Bivalent
Primary —( T—) Primary —-( }—} Primary mRNA -QR-  Primary —T—) Primary —T—) Primary Wllnnn
booster
4 weeks At least At least 3 weeks At least At least
4 weeks 2 months ) . 4 weeks 2 months

.

People ages 6 through 11 years

F S

Moderna or Pfizer-BioNTech
Bivalent
Primary —T—) Primary —?—) Primary —T—) mRNA
booster”
3 weeks (Pfizer) or At least At least
4 weeks (Moderna) 4 weeks 2 months

People ages 12 years and older

.

Moderna or Pfizer-BioNTech Novavax
Bivalent Bivalent
Primary Primary Primary mRNA -QR-  Primary Primary mRNA
booster'? booster'
3 weeks (Pfizer) or At least 3 weeks At least
4 weeks (Moderna) hnqlu 2 months J | 2 months

People ages 18 years and older who previously received Janssen primary series dose$

- A

Addl. Bivalent
Primary —T—) mRNA mRNA
dose booster'*

4 weeks At least

2 months

J

* Paople ages 6 months-4years who previously completed o 3-dose monovalent Plizer-BioNTech primary series are authorizedto receive 1 bivalentPlizer-BioNTech booster dose at least 2 months after completion of the
monovalent primary sevies.

! Far peaplewhao predously recelved a monovalent booster dose(s), the blvalentbooster dose s sdministered at least 2 months after the last monovalent booster dose.

* A monovalent Novavax booster dose may be used in limited situationsin peopls ages 18 years and obder who completed a primary series using any COVID-19 vaccine, have not received any previous booster dasels), and are
unable or unwillingte receive an mRNA vaccine, The monovalent Novavax booster dose is administered at least & menths after completion of 3 primary series.

¥ janssen COVID-19 Vacdine should only be used in certaln imited situstions. See: hipa:/ v cde govivaccines/covid- 1 9/ dinical-c onsiders tionsAnterm-considerations-us-appendix mivappendix-a




COVID-19 Vaccine

Interim COVID-19 Immunization Schedule

for Persons & Months of Age and Older

Table 3. COVID-19 Vaccine Products Summary

= Age
Prndlh-t m USE F
& months . .
MONOVALENT Moderna: dosea in the primal
Blus capped vial with magenta-borderad label ;,';f;gﬂ“ = Hoea pek o sk
& months
BIVALENT Moderna:
Dark pink capped vial with yellow-bordered label ;';’;?9“ = MOMNE Booster dose 10 g/ 0.2 mL
MONOVALENT Moderna: & throwgh 11 dase in the prima
Blue capped vial with purple-bordered label yESTS MOMNE ﬁl:?les : 50 pg/0.5 mb
BIVALENT Moderna: & throwgh 11
Blue capped vial with gray-bordered label VeSS, NONE Booster dose 25 pg#0.25 mL
MONOVALENT Moderna: 12 and Any dose in the prima
Red capped vial with blue- bordered label i L seres g JET e AL
BIVALEMNT Moderna: 12 rs and
Blue capped vial with gray-bordered label older MOMNE Booster dose 50 pg/0.5 mb
Vacrine | MONOVALENT Pfizer-BloNTech (O e i chjoride
waccine zer-BloMTech: chlor ) .
Maroon capped vial with maroon-borderad labsal 'Ii'ur\crq:gh-i {rormial saling, Primary series Doses 1and 2 | 3 pg/0.2 mL
yea preservative-frea)
22 ml 0.5%
BIVALENT Pfizer-BioNTech: g‘m""‘r':'i sodium chloride | po L ey o —
Maroon capped vial with maroon-borderad label r!:[q:g imormal saline, Iy Hg/o.
yea preservative-frea)
13 ml 0.5%
MONOVALENT Pfizer-BloMNTech: . . -
Orange capped vial with orange-borderad 5 through 11 sn-ﬁ.l';chipnde Any dose in the primary 10 prgdo.z mL
label ears (normial saline, safies
preservative-freal
BIVALENT PFIZER-BIONTECH 13 ml 058
Orange capped vial with a orange-bordered FlwErr i mg:ﬂm Booster dose 10 prg0.2 mL
label years ey
preservative-freal
MONOVALENT Pfizer-BloMTech: 12 and Amny dose in the prima
Gray capped vial with a gray- borderad label older LI saries & R
BIWVALEMNT Pfizer-BloNTech: 12 =
Gray capped vﬁlwiﬂtﬂrjﬁorﬂerﬂd label ‘*Eﬂ“ MOME Booster dose 30 pgn.3 mL
Single-dose Vials and idose Vials
dose in the primal
Protein flary ] ry
. saries or s a single booster | Spgriand 50ug
ot | Royal Dlue capped v s Jayearsand | yong dose, in limited situations, | of Matrix-M™
p P for parsons 18 years of age adjuvant’n.5 ml
waccine or older
Viral Janssen _CO":"II'::J? dia
Iral waccine is autharized for ;
wector auﬂglgﬂhé;gllanmm ;?.ﬁars and | yonE use in certaim limited o “.“':""'"‘?5! L
waccine L situations dus to safety [l

considerations*?

=* fgdminkter the 2ppropriaie vacdne product based onthe redplent’s age and the vacoire product's indications.

++ COVID- 19 wacrines may b administored on tho same day a5 other rnuunu? recomamiend
#+ For guidance on usa

127082022

waccines, Induding influenza vacoine.
lansson vaccing and rotroapectiv record raviow, schaduling arvd adminkstation see inferim dinkal Considerations forUse of COMDC 19 Vacdnas: Appendlx A&

CDC COVID-19
Vaccination Schedule
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Ending of the Public Health Emergency?

Based on current COVID-19 trends, the Department of Health and Human Services
(HHS) is planning for the federal Public Health Emergency (PHE) for COVID-19,
declared under Section 319 of the Public Health Service (PHS) Act, to expire at the
end of the day on May 11, 2023

Feb 9, 2023

FDA's EUAs for COVID-19 products (including tests, vaccines, and treatments) will not be
affected. The ending of the COVID-19 PHE will not affect the FDA's ability to authorize various
products, including tests, freatments, or vaccines for emergency use. Existing EUAs for COVID-19
products will remain in effect under Section 564 of the Federal Food, Drug, and Cosmetic Act,
and the agency may continue to issue new EUAs going forward when the criteria for issuance
are met.

Content created by Assistant Secretary for Public Affairs (ASPA)

Content last reviewed February 22, 2023
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The Power of
Touch

Physical, Emotional and Spiritual

ML

Masks May Disappear
While Collaboration
B Remains
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Community Trust for
COVID-19 Boosters
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Questions?
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Nursing Home and Partnership
for Community Health:

CMS 12th SOW GOALS

OPIOID
UTILIZATION
AND MISUSE

Promote opioid
best practices

Reduce opioid
adverse drug events
in all settings

PATIENT
SAFETY

Reduce hospitalizations
due to c. diff

Reduce adverse
drug events

Reduce facility
acquired infections

CHRONIC DISEASE

SELF-
MANAGEMENT

Increase instances of
adequately diagnosed
and controlled
hypertension

Increase use of cardiac
rehabilitation programs

Reduce instances of
uncontrolled diabetes

Identify patients at high-
risk for kidney disease
and improve outcomes

CARE
COORDINATION

Convene community
coalitions

Reduce avoidable
readmissions,
admissions to hospitals
and preventable
emergency department
visits

Identify and promote
optimal care for super
utilizers

COVID-19

Support nursing
homes by establishing
a safe visitor policy
and cohort plan

Provide virtual events
to support infection
control and prevention

Support nursing
homes and
community coalitions
with emergency
preparedness plans

IMMUNIZATION

Increase influenza,

pneumococcal,
and COVID-19
vaccination rates

TRAINING

Encourage completion
of infection control and
prevention trainings by

front line clinical and

management staff
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Program

W Ma king Health Care Better Together

Julie Kueker
Julie . Kueker@AlliantHealth.org
Alabama, Florida and Louisiana

Leighann Sauls
Leighann.Sauls@AlliantHealth.org

Georgia, Kentucky, North Carolina and Tennessee
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Alliant Health Solutions

This material was prepared by Alliant Health Solutions, a Quality Innovation Network-Quality Improvement Organization (QIN — QIO) under contract with the Centers for
A"iq ni-QlO Medicare & Medicaid Services (CMS), an agency of the U.S. Department of Health and Human Services (HHS). Views expressed in this material do not necessarily reflect the

official views or policy of CMS or HHS, and any reference to a specific product or entity herein does not constitute endorsement of that product or entity by CMS or HHS.
Publication No. 12SOW-AHS-QIN-QIO TO1-NH TO1-PCH--3513-04/04/23



http://www.linkedin.com/company/alliant-quality
https://www.facebook.com/alliantqualityorg/
https://twitter.com/alliantquality
https://www.youtube.com/channel/UC9mITtil3mHpVNd87vaxD6w
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