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Webinar Reminders Y

Today’s webinar recording
will be available the week
of 2/24

= Will be sent via email

= Will be available on
website

(RiseTolmmunize.org - “Resources” = “Webinars")

(Q

Ask questions during the
webinar using the Q&A
feature

= Questions will be answered
at the end of the presentation



AMGA 2025 Annual Conference Is Reimagined
What’s New at AC25

Two Concurrent Learning Tracks

Health Systems or Independent Groups

Deep Dives

Focused Sessions on Critical Healthcare Topics

The Hub
@ A Bustling Exhibit Hall With Booths, Tech Demos,

and Networking Spaces

Learn More and Register Today

at amga.org/AC25

AMGA 2025 ANNUAL CONFERENCE  Tniyouomwaks 202 amial € (3 (YO
AMGA MARCH 26-29 | GAYLORD TEXAN | GRAPEVINE, TX



RIZE Meet & Greet
Breakfast

Saturday, March 29
7-8:15 am CT




Resource of the Month

Y

Creating a Pathway to Adjudicate
Medicare Part D Vaccines In-House

Tristan Sadowski
Assistant Director
Geisinger Pharmacy Retail
and Mail Order

Geisinger

RiseTolImmunize.org/RIZEVideos
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Campaign Measure Changes

Pneumococcal: Change the age group to 50+

Bundle: Change the age group to 50+

Starting Q3 2025

© 2024 Rise to Immunize® / 8
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AMGA Webinar K

AMGA: With more than 400 member health systems and medical groups, AMGA serves as a trusted network and resource for best practices and solutions to create thriving physician enterprises.

A.’N‘C-iAm Members & Partners ~+  Events ~  KeyTopics »~» Resources v
| “AMGA Maternal RSV Vaccine
o e | it Preparedness QulC Lessons

Council Events Lea r n edl'

Regional Events

Canitol Hill Day ‘ ‘

Webinars
Coveore Wed., Feb. 26th
AMGA EVENTS /| HOME WEBINARS casLrEmies 2025 Anl e .’ e e t
Confere
3:00-4:00 PM ET
A Conference Reir o o
us March 26-29, 2
Gaylord Texan in Grap
AMGA webinars offer a one-hour, live learning opportunit GGG e

LEARN MORE

Unable to participate in a live webinar? Visit AMGA's Webpinar arcnives 10 access Up 10 one year of CONtent isungs or prowse ail available webinar content by
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© 2024 Rise to Immunize® / 10

Alix Schnibben, PharmD, BCACP,

CTTS, Director, Quality and Ambulatory

Pharmacy Services, Northeast Georgia
Physician Group
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Adapting to Shifting
Immunization
Recommendations

Alix Schnibben, Pharmb, BCACP, CTTS
Director, Ambulatory Pharmacy Services & Clinzcal Quality
alix.Schnibben(@nghs.com

=V PHYSICIANS GROUP



Objectives

} Review operational strategy for immunizations
‘,' | Discuss education tools for clinical support staff

\/ Review key stakeholders for immunizations



Northeast Georgia Health System

—1

* 5 hospitals

* NGPG with 650+ providers
* 1400+ medical staff

* 860+ total beds

* 100+ primary care and specialty
offices

* 9 urgent care locations
* 8 rehabilitation locations

- 3 long-term care centers

Jackson




Background

* The Advisory Committee on Immunization
Work Groups Practices (ACIP) comprises medical and public

* Review relevant published and unpublished health experts who develop recommendations
data and develop recommendation options on the use of vaccines in the civilian
for presentation to the ACIP population of the United States.

e Goal is to increase the effectiveness of ACIP.

* ACIP’s recommendations stand as public
Meeting Cadence health guidance for safe use of vaccines and
Eeluar e ane Oeieher related biological products.
* Ad hoc meetings as needed

Vaccine Schedules

* Regular cadence




Background

* Evidence to Recommendations (EtR) Framework

EtR Domain

Public Health * Is the problem of public health importance?

Problem
Benefits and  How substantial are the desirable anticipated effects?
Harms  How substantial are the undesirable anticipated effects?

* Do the desirable effects outweigh the undesirable effects?

 What is the overall certainty of this evidence for the critical outcomes?
Values * Does the target population feel the desirable effects are large relative to

the undesirable effects?

* Isthere important variability in how patients value the outcomes?
Acceptability * |s the intervention acceptable to key stakeholders?
Feasibility * Is the intervention acceptable to key stakeholders?

Resource Use e |sthe intervention a reasonable and efficient allocation of resources?

Equity  What would be the impact of the intervention on health equity?



Background

Immunization Timeline to Vaccination

Published Insurance

in MMWR Coverage

Vaccinate




Operationalizing Immunizations

Researching,
Discussing
and
Anticipating
vaccine
approvals

Vaccine
Review and
Selection

Vaccine
Sourcing

Education
Plan
Developed
and Delivered

e Patient

e Clinical and
Office Support
Staff

e Provider

»

Go Live

Follow up and
Re-educate



Antigen research and
identification: understanding
the disease, the pathogenesis
and the immune mechanisms

of protection.

Proof of concept: vaccine can-
didate is evaluated for safety
and efficacy profile using in
vitro and in vivo tests.

On the Horizon

| - 4 years

02

PRECLINICAL
DEVELOPMENT

o @@O
A & e

Safety studies: in depth test-
ing of the vaccine candidate’s
safety in laboratory and animal
models (local and systemic tox-
icity). This is done following
regulatory guidelines.

Adjuvant(s) for the formula-
tion of the vaccine candidate
are selected.

Traditional vaccine development pipeline

During preclinical

03

SMALL-SCALE PROCES!

DEVELOPMENT

i

In parallel with the preclinical
tests, the delivery system for
the vaccine candidate is estab-
lished, and the manufacturing
is up-scaled.

Protocols in line with Good
Manufacturing Practices
(GMP) are established, and the
first GMP-level batches are
made and tested for safety.

5-7years

04

CLINICAL TRIALS:
PHASES 1, I, Il
194 @

6 i0d .
Vheed

Phase I: the vaccine candidate
is tested on a small number of
healthy individuals to assess
safety.

Phase II: the vaccine is tested
on a larger number of people
to evaluate safety and immune
response, and explore the opti-
mal dose.

Phase llI: thousands of people,
to assess protection against

o

B

\_the target infection & safety. )

| -2vyears
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EVALUATION AND
DECISION

Q ©) (0]

050
B X

Documentation submission,
evaluation and potential ap-
proval by the European Medi-
cines Agency or other national
competent authorities.

In case of a positive outcome, a
license to market the vaccine is
granted, and the vaccine is in-
cluded in national healthcare
systems.

\ J

Continuous process

06

MANUFACTURING

ﬂfﬁvﬁﬁﬂﬁﬂﬁﬁﬁﬂﬁﬂ °
iliflifailailifli

The manufacturing process is
established and optimised, for
the GMP-grade, large scale
production of vaccine doses.
This is to ensure that a suffi-
cient number of doses is made
available for national vaccina-
tion programmes.

Throughout
the entire life
of the vaccine

07

SAFETY MONITORING:

PHASE IV

P4
§hode
=7

Post-marketing safety and
efficacy are continuously
monitored, throughout the
entire life of the vaccine. Any
side effects or issues observed
and reported after vaccination
are carefully assessed.
Issues can be reported by pa-
tients and healthcare profes-
sionals.

\,

J

https://www.bactivax.eu/blog/the-process-of-designing-and-testing-a-vaccine

W
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Researching, Discussing and Anticipating vaccine approvals

» Vaccine Research & Development
Research * Review all vaccines available for each indication
* Cost and Coverage

e Medical Science Liaison interactions
* Pipeline vs Seeking Approval

* Providers conversations
e Safe vs efficacy

Discuss <

* ACIP meeting attendance

e Gathering Key Stakeholders
* Providers Representation
* Pharmacy*

Anticipate < * Operations
* PR
e Clinical Care Director
* Purchasing department

e Contracting

*Primary Owner of the Process



Operationalizing Immunizations

Education
Researching, Plan
Discussing Developed

and Vaccine and Delivered
Sourcing * Patient .

Vaccine
Review and
Selection

Follow up and

Lallie Re-educate

Anticipating
vaccine e Clinical and

Office Support
approvals Sttt

e Provider




Vaccine Review and Selection

Financial
Stewardship
e Contracts

* Transact Rx
e Coverage

Complexity

* Vaccine Technology
* \accine Hesitancy

Patient Safety

e Pediatrics vs Adults
e Storage

* Preparation and
Administration

Clinical Review

e Safety
e Efficacy

* Review All Available
Options




Vaccine Review and Selection

* Situation, Background, Assessment, Recommendation methodology used to present to Key

Stakeholders

Pneumococcal Conjugate Vaccine Selection
Wit the recant FDA zpproval of Two new pneumacoccsl conjugats vaccines (FCVs], POV1S and POv20, for patients 2 18

years of age, NGAG neads to make & ion for the pravention of invasive pngumococcal disease for patiants 2 18 years
of age.

Background

Twio new PCVs were spproved for use in adults 18 years of age and older in 2021, PCV15 [Vaxneuvance, Merck)
2nd PCV20 (Prevnar 20, Pfizer). Neither vaccine is approved for use in a pediatric population at this time. Bath
vaccines are indicated for the prevention of IPD in sdults; PCV20 is also indicstad for prevention of
preumoceccal pneumenis. Prior to FCV20, PCYL3 was the only pneumacoceal vaccing in which pravention of
preumonia in adults was separated out as an indication. The approval of this indication for the 7, nan-PCV13

serotypes contzined in PCV20 was granted via an sccelerated approval pathway — continued zpproval for this
indication is contingent upen the results of 2 confirmatary phase 4 trisl. PCV1S and FCY20 bath offer expandad
serotype coverage compared with PCV12. PCVLS covers 2 additional serotypes compared with PCVL3. These
serotypes, 22F and 33F, have been associated with increased rates of IPD in recent years. PCV20 covers 7
serotypes not found in PCV13, which account for approximately 30% of the overall IPD in US adults. FPSV23
contzins 4 seratypes not coverad by any of the availzble POVS. However, these serotypes (jg, 2, 9N, 17F, 20) are
less commanly assoriated with IPD in the US.

ACIP recommendatians for PCV15 and PCV20
In October 2021, ACIP voted to recammand 2 single dose of PCV20 zlone or POVLS followed by PRSV23, without
2 preference for ither optian, in the following groups:
+  Adults 2 65 years of age who have not previously received 3 PCV ar in whom vactination status is
unknown.
+  Adults between 12 and 64 years of age who have certain underlying medical conditions wha have nat
previously received = PCV or in whom vacrination status is unknown.

In January 2022, thess recommendztions from ACIP were published in Marbidity and Mortality Weakly Report
(MMWR]. Additional notable recommendstions provided in the Januzry 2022 MMWR include the following:
+  The recommended interval to give PRSV23 following PCV1S is = 1 year. A minimum 8-week interval may
be considered in patients wha are immunocompromised, have a cochlear implant, or have a
cerebraspinal fluid lezk.
«  Patients who previously reczived PPSV23 only may receive either PFCVIS or PCV20 = 1 year following
PPSV23 to complete their pneumococca] vaccine series.
*  FPatients who previously recaived PCV13 alone or in series with PPSV23 should complete the previously
recommended PPSV23 series.
+  FPatients who receive PCY20 zlone or PCVLS in series with PPSV23 prior to 65 years of age da not nead
to have these vaccines doses repested when they are 65 years and older

Page 1of 5
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Tabie 2. ACIP recommendations for the use of PCV13 and PPSV23 in adults'®*

Rigk Group 191064y 265y
Nene ==
ct PPS'

Cochlear implant, cerebrospinal fluid

3 {if not previously received) and

PPS'

Efficacy

The =ppraval of PCVS 2nd PCY20 were based an immunogenicity data. There are no data evalusting the
impact of the new preumococcal vaccines on clinicsl outcomes, such 25 IPD. An immune correlzte of
protection for clinical outcomes has also not been established. In the absence of such a correlste, the Center
for Biologics Evaluztion and Reszarch accepts demonstration of statistical ority of op: i
activity [OPA)] gzometric mean titers [GMT) as evidence to support the approval of new pneumaceoccal
vacdines. Patients included in trials for PCV1S 2nd PCV20 were generally excluded if they had praviously
received any other pneumacoccal vaccine, had a history of IPD, ar wers immunacompromised

PCVLS was compared with FCV13 in healthy adults 50 years of age and older in the PNEU-AGE trial.
Maninferiority was demonstrated to all 13 shared serotypes based an OFA GMTs 20 days following
vaccination. One shared serotype, and both unique serotypes in PCVLS, met the criteria for superiority
comparad with PCY13. PCV1S 2nd PCV1E, each followsd by PFSVI3 were evalusted in healthy adults 50 years
of age and clder (PNEU-PATH) and in adults 18 to 49 years of age at risk for pneumacoceal disease (PNEU-
DAY). Immune respenses were numerically similzr for most shared serotypes between PCV1S and PCV13,
while the unique serctypes in PCV15 were numerically higher 30 days following vaccination. Immune
responses for 2ll 15 serotypes in PCV1S were comparable between groups following FPSV23, administered &
to 12 months later. PCV20 was compared with PCV13, sach fallowed by placeba or PPSVZ3, respactively, 1
manth later in patients 60 years of age and older. Noninferiarity, based on OPA GMT, was demanstrated for
=11 13 shared serotypes between PCV20 and PCY13 and for 6 out of 7 shared serotypes between PCY20 and
FPSV23. Noninferiority was alzo svalusted in a post hoc 2nalysis in = phase 3 lot consistency study in 3duits 18
to 43 years of aze. PCV20 was noninferior to PCY13 for all 13 shared seratypes 30 days following vaccination.
In 2 phaze 2 trizl, 2duits 50 to 64 yaars of age received PCY0 or PCVLE 1 month later by sither placebo or

Page 2075

NGPS will need to select its influenza vaccine portfolio prior to March 31, 2020.

Background

There are multiply influenza vaccinations availzble on the market for the 2020-2021 influenza season. ACIP/CDC
does not suggest = preference toward any licensed, age-appropriate influenza vaccine.

Flublgk (RIV4) is 2 vaccine indicated for active immunization against disease caused by influenza A and B
sybstyps viruses. RIVA is 2pproved for use in persons 18 years of age =nd older. RIV4 is cell-derived
recombinant quadrivalent influenza vaccine containing 3 times the hemagglutinin compared to standard-dose
inactivated vaccine [IIV4). Cell-derived vaccine development offers a more accurate replication of wild-type
virus compared to egg-derived vaccine. RIV4 does NOT contain egg protein, gelatin, antibiotics, inactivated or

live influenza virus, latex, formaldehyde or preservatives such as thimerosal.

One randomized, double-blind controlled trial patients over 50 years of age recsiving RIV4 had 2
lower rate of confirmed influsnza comparad to standard-dose 1IV4 vaccine and showed batter protection against
the H3MNZ strain in thiz age group during 2014-15 flu season. Previous afficacy trizls for RIVE showed improved
immunogenicity and lower rate of conformed influenza

RIV4 hzs been found to efficacious and safe. RIV4 is slternative to both the Standard Quadrivalent for 218 years
old and High-Dose influenza vaccine for 265 years old. RIV4 may possible decrease vaccine errors due o
patients 50 1o 64 years receiving High-dose off label. RIV4 s spproved for use with patients with an egg sllergy.

Identify barriers and discus 2020-2021 influenza partfolic. Recommend ta considered Standard Quadrivalent (5
g, to 43 years old) and Flyklg, (50vears old and ug).
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Operationalizing Immunizations

Education
Researching, Plan
Discussing Developed

and Vaccine and Delivered
Sourcing * Patient .

Vaccine
Review and
Selection

Follow up and

Lallie Re-educate

Anticipating
vaccine e Clinical and

Office Support
approvals Sttt

e Provider




Vaccine Sourcing

Review
Contracts
and
Downstream
effects

Meet with

Vendors

Sign
contracts for
best pricing

Order
Vaccines

Deployment
to Offices




Operationalizing Immunizations

Education
Researching, Plan
Discussing Developed
and Vaccine and Delivered

Sourcing « Patient Go Live

Vaccine
Review and
Selection

Follow up and
Re-educate

Anticipating
vaccine e Clinical and

Office Support
approvals o

e Provider
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Respiratory Vaccines Season

Newsletters

Update to Pneumococcal Conjugate

Vaccine

The Advisory Committee on Immunization Practices (ACIP)
met on October 19 and 20, 2023. During this meeting, ACIP
clarified vaccination of persons who had previously received

PCV13 and may be el

gible for PCV20.

Population

Pneumococcal
vaccine history

Vaccine(s)
recommended to
complete
pneumococcal series

Formulary Review

Respiratory Syneytial Virus vaceines (RSV): Options for Infant RSV Prevention

1cation

journal club

Respiratory Syncytial Virus vaccines (RSV): Options for Infant RSV Prevention

Pharmacy Team
Support including

Adults with an
Immunocompro-
mising condition,
cochlear implant,
or cerebrospinal

PCV13 and

one or more
PPSV23

doses (before age
65), but have not

Option A: PCV20 at
least 5 vears after

the most recent
prneumococcal
vaccine dose

prevent serious llness from flu, GOVID-19, peumania, and Rsv. All four vaccines, in general, are s
recommended for their respective populations. After last winter's fiu, COVID-18, and RSV tripleden
public heaith and the stabilicy of the U.s. health care system, doctors are urging virtuzlly evaryone ©
vaccinated against the flu and COVID 2nd for people to talk to their hasith care providers about wh

I, the risks of resp rise. This year, thera are

recom: ded to
receive PCV13
followed by

fluid leak completed all
previously Option B: PPSV23
recommended as previously
doses of PPSV23 recommended
>65 yo PCV13 and PCV20
PPSV23 may be given 25 years
after most recent
pneumococcal dose
(shared clinical
decision making)
219 yo previously PCV13 only Option A; PCV20

>1 year after PCV13

Option B: PPSV23

Svaiabia for savers Vit (V] TRataa RSV Uy, Wother — Acte s prrr
d one p
= = = The Duration of ‘Apprarimately  to & manthy for WFant ArpraRmately S manths o
nistration of both products is not needed for mo: protaction
Fiow SUppied S pretied S0 dacage] or Rt s fFor 100 mg dorage ]
Ery e rm dikvent, and a vial adapter. plunger rod. needed.
pregnancy, nfants I civical triak, | the fellowing ENE e
increase n the [ o infams 8 asm . i e
vacginstion. it is nat clear if thi d ° Doszge far administration Risnat .
e T T et e dases might be neeced n later pregnancies. 5 kg and greater: 100 mg {1}
i Age 8 through 19 monthst.

Infant was barn less than 14 days after materal RSV vaceinationt
I are cifcumstances, nirsevimab may be consiceres for

infants born ta mothers vaccinated 14 or more days before

bisth whe the health care provider believes the potental

Infants borm response
e with

+ 200 my (sdministeres

Number of Doses | Gae [
Fow et W mection
Administersd
Estration | Canbe Suding Smultaneous | Can ba admin thout ragard to timing ine iz s, inchudi

administration

“Gestation or Age.
For Immunization

32 thraugh 36 weeks

o Infants bor
antibady transler (o.5, peagle Iing with HIV infectian)
experenced loss

(Eca0)
visk far severe RSV &

oxygen at hospital discharge)
o some
disease entaring their second RSV season
o American IndianfAlasks Native children
P ung disease v
the six manths before the start of their second RSV seasan
o Children with severe immunccomararmise
P

support during

Deseription

BErvaceine
Trace brysvor

Generie name nirsevimab
Trade

avalable RSV vaccine is ngnt for them, PPSV23, but who as previously
. have received only recommended
Vatdne | AGE Recommendation Whar
Type PCV13
nfluenza | ACIP recommends that 2l persans aged 26 mantha who do nat have
contreindications, raceive a licensed and age-approprist ssasanal
influenza vaccine o
vaccination should continus
ace . years ;. sny | ater october znd throughout
ona of the following higher dose or adjuvanted influsnz : the season g Jong 2
quadrivalent high-dose insctiatad influenza vaccine (HD-11va), influznzz v
quadrivalent recombinant influsnzs vaccing (RIVa], or quadrivalent circulating, &nd an unexpired
adjuusnted inscti vaccine (zIni2) o ailable.
Couns | ace = TCOVIGE | 28 weaks sher lzst o3z
5 EUA or spproved by BLA I persons 26
months of sge
] Fizer RSV vaccing, Abrysvo, or 7 =7 = most
g=station to prevent RSV-associated LRTI in infants aged <6 months. of the United Sttes
Nirsevimak for nfants aged <8 menths barn during or entering their first | Octobar through the snd
RS sesson and for nfants and chldren aged B-19 months whozre st | March
incrassd rik of severs RSV diseass entering their sscond RSV ssasan,
Persons aged 275 yesrs or 60-74 years old with certain chronic conditions | Befors the onset of the RS
may receive & single dose of RSV vaccine, using shared clinical deckien- | season
making. sufficient evidenca does not exit currently to dstermine the
Preumana | POV of PGVZ0to Infants 25 3 52res of & 3oses, on Base st 23ch of these | &3 dtermingd by the

‘ges: 2manths, 4 menths, § MEnths, and 42 through 15 months.

VS Tollowsa by 1 Goses of FRSVZS of FCVZD For Indiduals 5223 2 10 66
years with certain risk conditions

{hteps://wiw.cdz.gov/vaccines/ved/peum hemi)

Edfpneume/hcp
Preumococcal conjugate vaccing (PCVLS or AOV20} for all adults 85 years

¥
‘whose previous vaccination history is unknown: If PCV1S s used, this
should be followed by  dose of PPSV23 one year later.

patient's vaccine history

- mother
« Ages 8 through 19 months if at ineressed rick for severe RSV disexe £

i end of Tamary T st
Adminiseer luding | I United States,
{seasonality] Alaska, southern Florida, Guam, Hawal, Puerts Rica, L.S--affkated Paciic lands, and LS. Virgn including Alasks, southern Florids, Guam, Nawith, Puerta Rics, LS.~ filisted Pacific slands, ané .S,
P lacal on timing of matemal | Virgin slans, lecal
RSV uaeination
TR 8
{Froduct should nisevimab
Not e
Precautions Wi i
{Administration
should Typically
Be Deferred)
Cost 555 per done 425 por duse 1% smaron[SR00 per duse T season
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Hepatitis B Serologic Testing vs Vaccination

Priorix: MMR Vaccine

2020 Recommend ations:
+  Pregnant women: The USPSTF recammends screening for hepatitis B virus (HBV) infection in pregnant wamen at
their first prenatal visit.
COd | n g T| p S h eet »  Adalescents and adults at increased risk far infection: The USPSTF recammends screening for hepatitis B virus
{HEV} infection in adolescents and adults at increased risk for infection.
o Thase at increased risk for infection:
v Parsans born in countries with a prevalencs of hepatitic B surfacs antigen (MBsAg) of 2% or

CPT Code (Vaccine): 90707 .

Persans born in the US with parents from regions with higher prevalence are also at increased

Arexvy Arerny Arexvy risk of HBV infection during birth or early childhaod, particularly o they do not receive
. H . appraprizte passive and active immunoproghylass (and anthiral therapy for pregnant
CPT Codes (Administration): : ; w ‘ ‘ <8
— women with a high viral load) and adolescents and adults born in the US whoe did not receive
Immunization administration through 18 80450 Immunization administration via any route, first vaccinefiexoic the HBY vaccine as infants and "“hf’“"_“""‘_"“ were born in regions with an HBsAg prevalence
oy i e S comgonen: af B% of preater [regardless of thair biolgical mather's HBsAg status).
nthar qualified healthcans professionsl ~a0aa1 IMIMURIZAEION a0 NS ATION Vis any 1OULS, EaCh 00 lonal vaccinenoxet ®  Persans fram such risk groups include persans who have injected drugs in the past ar
currently; men who have sex with men; persons with HIV; and sex partners, needle-sharing
{List separately in addition to codo for primaiy procogura) cantacts, and househald contacts of persans known to be HBsAg pasitive.
Immunization adinisation of eny vaccine | 80471 Immunization i (includes e, ints "
Ter a patient througn 18 years of agathat is subeutananug, of INtramuscular injactions), one vaccine (Single or *  Spreening test- Screening for hepatitis B shauld be performed with HBsAg tests approved by the US Foad and

nt eccompanied by couns
administration of vaccines to patiznts over
1Byears of ags +90472 Immunization fincl s,

Arexvy Questions?

Drug Administration, followed by a confirmatory test for initially reactive results.

At il i e L +  Sereening interval: For patients with negative MBsAg results whe have nat received the HBY vactine series,
Al G R e : periodic screening may be ussful far those who repart continued risk for acquiring HBY transmissian, such as
LISL SEparBIEly i 40U 10 COOB fov HMALY DOCEIE) persans whe cantinue to inject drugs and men whe have sex with men. Clinical judgment shauld be used ta
d seresning Freauency, The USPSTE found ne evidenes to determing aptimal seresning intervsks,
_— General 2023 Recommendatians:

Recommendations +  Adults: CDC recommends screening all adults aged 18 years and older for hepatitis B at
NDC (outer carton): 58160-0824-15 Jeast Dinee in thei lifetime using 3 triple paned test, Te ensure increased actes to testing,

anyane who requests HBV testing should receive it regardiess of disclosure of risk. Many

Char ge Amount: $119.00 penple might be reluctant to disdase stigmatising risks.

«  Infants: COC recommends testing infants bam to HBsAg pasitive peaple for HbsAg and
anti-HBe seramarkers.
Dose: 0.5mL +  Pregnant people: COC recommends HBY screening far hepatitis B surface antigen (Hbsdg)

far all pregnant peaple during each pregnancy, preferably in the first trimester, regardless
af vaccination status or history of testing. Pregnant peaple with a histary of appropriately
Who: 12 months of age and older timed trigle panel screening withaut subsequent risk far exgasure b HBY (e, no new
— HEW expasures since triple panel screening) enly need HisAg screening.
- People at increased risked: COC recommends testing susceptible peaple periodically,
regardless of age with ongoing risk for expasures, whils risk for eqposures persists.

Indications: PRIORIX is a vaccine indicated for active

Inclui

immunization for the prevention of measles, mumps, and rubella in o Pecple with # history of sexually transmitted infections ar multiple sex partners
! ! & Pecple with hepatitis € infection ar & histery of hepatitis C virus infertion

Pecale i 4 o farmery inc ed i & jail, prisen, o ather detenti

individuals 12 months of age and older. o s::‘;:uz incarcerated or farmerly incarcerated in a jail, prison, or ather detention

o Infants barn ta HbsAg-positive people

N o Pesple bam in regions with HEV infection revalence of 221
Medicare Part D Vaccine Eligible—utilize T t Rx! 'Q’ o USharn peopk not vaccinated as infants whase parents were barn in
gible—utilize Transac : ,||"||... geagraphic regions with Hbsfg prevalence of 56%
= o Pecglewho inject drugs or have a histary of injection drug use

o People with HIV infection
o Men who have sex with men




Letters to Providers

2, Northeast Georgia
£ PHYSICIANS GROUP

To NGPG Providers
From: Alix Schnibben, PharmD, BCACP, CTTS

Director, Clinical Quality and Ambulatory Pharmacy Services
Re:  Prevnar 20™ [Pneumococcal 20-valent Conjugate Vaccine] Formulary Information

Dear NGPG Providers

| am pleased to share that Northeast Georgia Physicians Group has placed Prevnar 20™ [Pneumococcal 20-valent
Conjugate Vaccine) on farmulary. Approved by the US Food and Drug Administration (FDA] an June 8, 2021,
Prevnar 20 is indicated for the prevention of invasive pneumacoccal disease and pneumacoccal pneumonia in
adults_ The indication for the prevention of pneumonia caused by 5. pneumoniae serotypes 8, 104, 114, 12F, 158,
23F, and 33F is approved under accelerated approval based on immune responses as measured by
opsonophagocytic activity (OPA) assay. Continued approval for this indication may be contingent upon verification

and description of clinical benefit in a confirmatory trial.!

Prevnar 20 delivers the most serotypes in a pneumococeal conjugste vaccine by adding 7 serotypes to Prevnar 13
[Preumococcal 13-valent Conjugate Vaccine [Diphtheria CRMusr Protein]].** Prevnar 13 and Prevnar 20 are the

only conjugste vaccines that are FDA-approved for the prevention of pneumoceccal pneumonia. >

On October 20, 2021, the CDC’s Advisory Committee on Immunization Practices {ACIP) voted to revise its adult

pneumococcal vaccination recommendations.

l vaccination r dations

ACIP adult
Aged E5 years or older Vaccination recommendations

Adults who have not previously received a Prevnar 20

pneumacoccal conjugate vaccine or whose oR

previous vaccination history is unknown PCY15 followed by PPSV23

Aged 19 to 64 years old Vaccination recommendations

Adults with certain underiying medical
conditions or other risk factors® who have Prevnar 20
not previously received a pneumococeal conjugate oR

vaccine or whose previous vaccination history is PCVIS followed by PPSV23

unknown

“Blcsholizm, chramic heart/lwer/lung disease, cigarette smoking, diabetes mellives, chronic renal failure, nephrotic syndrame,
immunedeficiency, istrogenic immunesuparession, generalized malignancy. human immunodeficiency virus, Hodgkin disease. leskemia
lymphomsz, multiple myeloma, solid argan transplants, congenital ar acquired asplenis, sickde cell disease or ather hemoglobinopathies, CSF

lesk, or cochlear impiant.

CDC= Canters for Disease Contrs: ans Sravention: €572 i Fovis=p jug #R5U23.% 23mvatent preumozocesl

Polyseccnarice vacgine.
As 3 healthcare provider, you play 3 vital role in educating your adult patients. The Centers for Disease Control and
Prevention recommends that all healthcare providers assess immunization status of all patients at every visit and
recommend vaccines that patients need. Your recommendation can help make a difference.®

Know Do Say

Provider Communication

Quality

Vaccines: Vaccine Updates ACIP October 2024 vote
Things to Know, Do and Say

Initiatives/Measures

KNOW

* COVID 2024-2025 Formulation

o On October 23, 2024, CDC Director Mandy Cohen endorsed the CDC Advisory Committee on Immunization Practices' (ACIP) recommendation for
people 65 years and older and those who are moderately or severely immunocompromised to receive a second dose of 2024-2025 COVID-19
vaccine six months after their first dose.

=  ACIP recommends a second dose of 2024-2025 COVID-19 for adults ages 65 years and older
=  ACIP recommends a second dose of 2024-2025 COVID-19 vaccine for people ages 6 months-64 years who are moderately or severely
immunecompromised

o These updated recommendations also allow for flexibility for additional doses (i.e., three or more) for these who are moderately or severely
immunecompromised, in consultation with their healthcare provider (a strategy known as shared clinical decision making).

= ACIP recommends additional doses (i.e., 3 or more doses) of 2024-2025 COVID-19 vaccine for people ages 6 months and older who are
moderately or severely immunocompromised under shared clinical decision making

o If previously unvaccinated and receiving Novavax, 2 doses are recommended as initial vaccination series followed by a third dose of any age-
appropriate 2024-2025 COVID-19 vaccine 6 months (minimum interval 2 months) after second dose.

o If previously unvaccinated or receiving initial vaccination series, at least 2 doses of 2024—2025 vaccine are recommended, and depending on
wvaccination history more may be needed. This additional 2024-2025 vaccine dose is recommended 6 months (minimum interval 2 months) after
completion of initial vaccination series.

*  Pneumococcal

o On October 23, 2024, CDC Advisory Committee on Immunization Practices' (ACIP) recommendation for lowering the age for pneumococeal

wvaccination from 65 to 50 years old.
= ACIP recommends a pneumococeal conjugate vaccine (PCV) for all PCV-naive adults aged 250 years

o Lowering the age for pneumoceccal vaccination gives more adults the opportunity to protect themselves from pneumococcal disease at the age
when risk of infection substantially increases. Pneumococcal bacteria can cause serious illnesses, including pneumenia, meningitis, and bloodstream
infections, and older adults are at increased risk for pneumococcal disease.

o Adults 50 years or older should talk with a healthcare provider to make sure they're up te date with pneumecoccal vaccination. Now is a great time
to get vaccinated against pneumococcal disease in preparation for the winter respiratory season.

o Currently, ACIP has made no preferential vote for PCV15, PCV20, or PCV21. NGPG will continue to use PCV20 at this time as it is still recommended

by ACIP for pediatrics and adults.

= Meningococcal

o

ACIP recommends MenB-4C (Bexsero®) be administered as a 2-dose series at 0 and 6 moenths when given to healthy adolescents and young adults
aged 16—23 years based on shared clinical decision-making for the prevention of serogroup B meningoceccal disease

ACIP recommends MenB-4C (Bexsero®) be administered as a 3-dose series at 0, 1-2, and 6 months when given to persons aged 210 years at
increased risk for serogroup B meningococcal disease (i.e., persons with anatomic or functional asplenia, complement component deficiencies, or
complement inhibitor use; microbiologists routinely exposed to N. ingitidis i: ; and persons at increased risk during an outbreak)

It will take several weeks for Epic to update health maintenance to reflect these votes.

Do

+ Inform, offer, and vaccinate patients who are eligible for updated recommendations for 2024-2025 COVID 19 formulation and pneumococcal.

Say

= Providers are responsible for the shared decision-making conversation.
* NGPG will continue to follow FDA/CDC/ACIP for guidance.
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Clinical and Front Office Education Plan

¥ Nor st Geo 2
<8 PHYSICIANS GROUP

Newsletters
Nirsevimab (Beyfortus™)
* Published in Pharmacy and Staff Newsletter about the vaccine added (Respiratory Syncytial Virus Vaccine,
to formulary and what to expect Monoclonal Antibody) Formulary

Information
Alix Schnibben, PharmD, BCACP, CTTS

Pharmacy Team Support

* On-call pharmacy team to answer all questions about vaccine roll-out
* Support with tip sheets and at the elbow support

E I eCt ro n iC Ed u Cati O n Nirsevimab (Beyfortus) Resource Center

m;— Two-immunization- % Beyfortus: RSV prevention Nirsevimab-Vaccine-
—' products-are-available-for... in Infants *-%  Formulary-Information-fo...

* Centralized repository of education on SharePoint
* Mandatory online education model

. Vaccine-Storage-Label- “  Use-of-Nirsevimab-for-the-
Cn

w  Nirsevimab-FA i i
=l irsevimab-FAQs Beyfortus ®-*  Pprevention-of-Respiratory...

“  Immunization-Information- % Frequently-Asked- 5 Beyfortus-Formulary-Kit-
"% statement "% Questions-About-RSV-... "% MAT-US-230648

Town Halls Gy sonmcamos

* Multiple town halls help to review new vaccine and what to expect and
how to prepare

* Talking points for patients, Cost, Storage, etc. are reviewed
* Recorded and shared online
NGPG Annual Competency:

Vaccines
* Mandatory vaccine annual education with competency check

Vaccine Annual Competencies




Clinical and Front Office Education Plan

Educational Handouts

* Tip Sheets about the vaccine along with FAQ includes pricing
* VIS is stored within electronic health record

In-service with a Pharmacist

* Offices can request an on-site In-service and support for go-live

Pre-visit planning

* Prior to appointment staff reviews the chart for appropriate
vaccines (open care gaps)

* Checks state vaccine registry
* Review health maintenance

Vaccine Labels

* Implement new vaccine label in fridge

* |ncreases vaccine scan rate

Quality Initiatives/Measures

* Education about quality measures involving vaccine

* Strategy on how to succeed
* Data sharing

Priorix (MMR)
Recommended ages: 12 months ofage and older

Prezentation: Reconstitute the Lyophilized Antigen Component-vial,
Live only with the accompanying Sterile Water Diluent Component-
syringes {pmk when mixed)

Usze for: I doszeseries

Route: Suboutaeons (S0 injaction

Store refrizerated between 36°and 46°F (2° and 5°C).

Beyond Use Time: Discard if notu sed within 8 hours. Mu st be protected
from light

Mirsevimab-alip {Beyfortus ™)

What is Nirsevimah?
is a monoclonal antibody used for the prevention of Respiratory Syncytial Virus (RSV).

What is RSV?
RSV is 2 common respiratory virus that usually causes mild, cold-like symptoms.

What age group is Nirsevimah recommended for?
Nirsevimah is recommended for all infants younger than & months of age who are born during or are entering their
first Respiratory Syncytial Virus (RSV) season. Nirsevimab is also recommended for some children aged 8 through 13
manths who are at increased risk for severe RSV disease and entering their second RSV season.

What conditions are defined as high risk?
*  Premature infants

Those with underlying chronic lung or heart disease

Severe immunocompromise

Cystic fibrosis with severe disease

.
.
.
*  American Indian/Alaska Native (A/AN) children

How many doses of Nirsevimab will my child receive?
Itis a single dose.

When should my child receive Nirsevimah?
For neonates and infants born during or entering the RSV season, administer Nirsevimab starting from birth. For
infants born outside the RSV season, admini imah once prior to the start of the RSV season.

How is Nirsevimah administered?
It is an intramuscular (IM] injection, usually in the thigh.

What are the possible side effects?
Most common side effects are rash, pain, swelling or hardness st the injection site.

Are there any possible serious allergic reactions?
+  swelling of the face, mouth, or tongue
*  difficulty swallowing or breathing
*  unresponsiveness
*  biuish color of skin, lips or under fingernails
*  muscle weakness
* _severs rash, hives or itching

Are there any contraindications with Nirsevimah?
It is contraindicated in infants and children with a history of serious hypersensitivity reactions, including anaphylaxis
10 Nirsevimab or to any of the excipients.

Can an infant who is born at the end of the RSV season receive Nirsevimab?

Yes. The optimal time for admini of Nirsevimab is within 1 week after birth during the RSV season.
Can Nirsevimah be co-administered with other vaccines?
Yes. According to the CDC best practices for i izati istering Ni with other age-appropriatz

wvaccines is re

How long does Nirssvimab protect against RSV?
i protection lasts at least 5 months, about the length of an RSV season.

Should an infant receive Nirsevimab if the mother was vaccinated for RSV during pregnancy?
No. Infants whose mothers got the RSV vaccine don't need to get Nirsevimab, too. It is recommended for infants
*  whose mother did not receive RSV vaccine during pregnancy.
*  Mother's whose RSV vaccination status is unknown.
¢ Infants born within 14 days of maternal RSV vaccination.

References:
+  Beyfortus.com
+  American Academy of Pedistrics
. P ic/chid _btmi
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Patient Communication

EHR direct
messaging

Televox

Vaccine Information
Sheets

Social Media
Outreach

Shared-Decision
Making




Operationalizing Immunizations

Researching,
Discussing
and
Anticipating
vaccine
approvals

Vaccine
Review and
Selection

Vaccine
Sourcing

Education
Plan
Developed
and Delivered

e Patient

e Clinical and
Office Support
Staff

e Provider

Go Live
e Technology

Follow up and
Re-educate



Technology
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C" A ol Part D Vaccine Manager

~ WWW. Iransactix.com

Complete Claims and Payment
Management Solution

The TransactRx Part D Vaccine Manager pro-
vides all the features necessary fo manage the
reimbursements for Medicare Part D covered
vaccines.

» Check patient eligibility and determine the
appropriate Part D Plan to bill

* The system displays the amount of
co-payment the patient needs to make

* With one click the claim is submitted in real
time to the Part D Plan

+ Acceptance of the claim and amount to
paid to provider is displayed in real time

* Check on the status of payments for
outstanding claims

* Payments are made to providers twice a
month via check or ACH

+ Complete reporting is available to track and
manage clims and payments

Copyright 2018 POC Network Technologies, Inc. dba TransactRx | 5975 Sunset Drive, Suite 501 | South Miami, FL 3343

Transact Rx

* A web-based system used to help
overcome the challenges with billing and
reimbursement of vaccines covered by
Medicare Part D

* All ACIP approved vaccines

TransactRx Tip Sheet

Vaccines for Medicare Patients

Disclgimers:

= TransactRx is the vendor to process vaccines for Medicare Part D or Medicare
Advantage members. Do not use if the patient does not have Medicare pharmacy
benefits.

* [fno pharmacy benefit coverage returns for the patient, stop do not process the vaccine
in TransactRx and discuss the patient alternative location to receive the vaccine or
alternative pharmacy coverage such as Tricare or the VA,

s |fthe vaccing returns @ cost, the patient must sign the TransactRx ABN if they would like
to receive the vaccine in clinic as the patient will be charged the cost shown in
TransactRx. A cost the vaccine generally means the patient must receive the vaccine at
their preferred pharmacy in order not to be changed.

= Patient must sign and date all forms, then they are to be scanned as immediately as

possible.
Process in TransactRx Vaccines that may be Medical Benefits
(Part D- Pharmacy processed with (Part B)
coverage) TransactRx or Medical
benefits
HIB Td Pneumococcal
Hepatitis A Hepatitis B Influenza
HPV CoviD 19
MIMR *Always complete

Meningecoccal ACWY
Meningococcal B

medication Prior Auth on
the vaccine in order

Polio receive instruction on
RSV which benefit to bill
Tdap
Varicella
Zoster
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GRITS (Georgia Registry PP e s 8
of Immunization b e AT

o ":“:un““":"'“" Patient Search
TI' aﬂ S ﬂC th fl S aﬂd oo T ——

S€IV1C€S> is interfaced - 7 —

Birth Date = GRITS ID

Wlth our €1€Ct1’ O ﬂiC o e
medical record




verride ‘ = Add Topic  # Edit Modifiers [5] Report {¥ Refresh | @ Guidelines

Due Date Frequency  Date Completed
@ Overdue - never done Once
2ning @ Overdue - never done Once
ine (1) @ Overdue - never done Imm Details
ccines (1 of 2 - Risk 2-dose series) @ Overdue - never done Imm Details
:ines (1 of 2 - 2-dose childhood series) @ Overdue - never done Imm Details
(] 1l Vaccine (1 - PCV) @ Overdue - never done Imm Details
ning @ Overdue - never done 1 year(s)
CCtronicC rica CCOTY R
ne (1) @ Overdue since 9/1/2022 Imm Details  1/1/2014 - Influen._. 1/1/
o - o o ation Intervention Next due on 8/25/2023 1 year(s) 8/25/2022 - Toba.
[ } I m m u n I Zatl O n d OC u m e n ted d I re Ct I y I n Jisit Non Medicare - Required) Next due on 2/15/2024 Tyearls)  2M&/2023-PRP
~ines (7 - Td or Tdap) Next due on 5/18/2028 Imm Details  5/18/2018 - Tdar
- Recommended
E H R Completed Imm Details 6/1/1994
Completed Imm Details  11/7°
Completed Imm Details

* Health Maintenance Overview o
(2 Immunization Report [ Query Imm Registry (¥ Reiresh [ Storage Unit
* Medication Scanning to increase safe A T

.red

vaccine practices

MAR administrable only

* Order Sets for providers to easily order
vaccines (preventative and disease

Vaccine Admin Dates
.
Sta te S p e C Ifl C ) DTaP 3/23/1999, 6/1/1994, 3/11/1994, 1/14/1994

Hep B, Unspecified 6/1/1994, 12/14/1993, 11/12/1993

[ ] Wel I n eSS VlS |tS HiE 1111011994, 6/1/1994, 3111/1994, 1/14/1994
Influenza, Seasonal, Injectable, Preservative Free 1/1/2014

- CO P D D M H T N etC [l Influenza, Unspecified 1172014

7 7 7

MMR 3/23/1999. 11/10/1994
Palio, Unspecified 3/23/1999, 11/10/1994, 3111/1994, 1/14/1994
Rho (D) Immune Globulin 6/24/2018
‘dap 5/18/2018, 21112014

orgia Immunization Registry (GRITS)

“tions as of 4/26/2023 at 2:57 PM
Admin Dates
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Operationalizing Immunizations

Researching,
Discussing
and
Anticipating
vaccine
approvals

Vaccine
Review and
Selection

Vaccine
Sourcing

Education
Plan
Developed
and Delivered

e Patient

e Clinical and
Office Support
Staff

e Provider

Go Live
e Technology

Follow up and
Re-educate



Strategies for Success to Increase Adult Vaccinations

Balance is
Key!




(Questions




Adapting to Shifting
Immunization
Recommendations

Alix Schnibben, Pharmb, BCACP, CTTS
Director, Ambulatory Pharmacy Services & Clinzcal Quality
alix.Schnibben(@nghs.com
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Upcoming Webinar

Topic: Operationalizing the CD(C's 2025 Adult
Immunization Schedule

‘ Date/ Time: Thursday, March 20 at 2pm ET

‘ Presenters: L.). Tan, PhD, MS, Immunize.org

© 2024 Rise to Immunize® / 42



Questions? %

Submit your
guestions using the
Q&A feature at the
bottom of the screen

© 2024 Rise to Immunize® / 43
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