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https://pulterproject.northwestern.edu/curations/c72-what-is-a-mountebank.html HOOLQF PH

Umm...Mountebanks ???

“l wouldn’t trust a word out of that Mountebank’s mouth. Not even televisually.”
- Irving B. (Severance s02e04 [Woe’s Hollow])
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Mountebanks...

« Old Oxford Dictionary:

* A charlatan, a person who falsely claims knowledge of or
skill in some matter, esp. for personal gain; a person who
pretends to be something he or she is not, in order to
gain prestige, fame, etc.

* An itinerant quack who from an elevated platform
appealed to his audience by means of stories, tricks, —
juggling, and the like, in which he was often assisted by a -
professional clown or fool. = X

« Italian: monta inbanco Q T
* Montare = to ascend or go up to a place, o
* Banco = a bench [“To mount on a bench”] i

n (accessed 12/4/25) html (accessed 12/4/25)
h bank htm! (accessed 12/4/25

Toady / Toadies...

« 0Old Oxford Dictionary:

* One who eats toads; originally the
attendant of a charlatan, employed to eat
or pretend to eat toads (held to be
poisonous) to enable the charlatan to
exhibit skill in expelling poison

* figurative. A fawning flatterer, parasite,
sycophant

https://www.oed.com/dictionary/toad-eater_n (accessed 12/4/25)

html (accessed 12/4/25)
https://www.amazon.com/Posterazzi-Mountebank-Engraving English-Century/dp/B07C3DZMHM (accessed 12/4/25)
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Disclosures

Disclosures, Part 2

* Dr. Aeschlimann has no relevant financial relationships to disclose
* This activity may contain discussion of unlabeled/unapproved use of drugs.

* The content and views presented in this educational program are those of
the faculty and do not necessarily represent those of the University of
Connecticut School of Pharmacy.

* Please refer to the official prescribing information for each product for
discussion of approved indications, contraindications, and warnings

*  The use of public-domain materials found on the CDC and its Advisory Committee on
Immunization Practices (ACIP) websites does not imply endorsement by CDC, ACIP, ATSDR, HHS
or the United States Government of Dr. Aeschlimann, UConn, and/or UConn School of Pharmacy

« Similarly, Dr. Aeschlimann’s use of materials from those websites does not imply his blind
endorsement of the policies and actions of those Government agencies, nor does it mean
that the inf ion on those websites is idered “evit -based” or “scientifically
correct”

Additionally, any reference to specific commercial products, manufacturers, companies, or
trademarks does not constitute its endorsement or recommendation by the U.S. Government,
Department of Health and Human Services, or Centers for Disease Control and Prevention

The public-domain materials presented have not been substantively changed, and all of the
source materials are available on the agency’s website for no charge.




12/11/2025

Learning Objectives

Pre-Test Time!

* At the conclusion of this CPE activity, participants should be able to:

1) Describe at least one important change (or proposed change) in childhood and
adult vaccination recommendations put forth by the CDC and/or ACIP

2) Given a patient who inquires about receiving respiratory virus or bacteria
vaccinations (e.g., Influenza, COVID-19, Respiratory Syncytial Virus (RSV),
Pneumococcal), outline important differences between multiple products
when they exist

3) Identify evidence-based pharmacotherapeutic treatments for common
vaccine-preventable illnesses

The U.S. Dept. of HHS, the CDC, the FDA, and the Advisory Committee on Immunization Practices
(ACIP) has been infiltrated by Mountebanks, Grifters, Frauds, Antivax Cranks, and Charlatans...

Which ONE of the following is NOT a recommendation that has been APPROVED by ACIP in 2025?

a) All adults receive seasonal influenza vaccines only in single dose formulations that are free of
thimerosal as a preservative

b) State and local jurisdictions should require a prescription for the administration of a COVID-19
vaccination

c) COVID-19 Vaccination should be based on individual-based decision-making (Shared Clinical
Decision Making) for Adults 65 and older

d) Universal Hepatitis B Vaccination at birth is no longer recommended for all newborns

e) For Hepatitis B vaccination, post-vaccine serology results should determine need for
subsequent doses (in the 3-dose series)

Vaccines used in the U.S. are
VERY SAFE and VERY EFFECTIVE

https://publications.aap.org/pediatrics/article/150/3/e2021056013/188495/Impact-of-Routine-Childhood-Immunization-in (accessed 12/5/25)
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Measles (Rubeola):

Overview and Treatment
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U.S. Measles Cases, 1919-2025

Vaccine 1%t introduced

Reported U.S. MMR Vaccine Rates, 2011-2025

MMR Combo (1971)

1989 Measles outbreak,
2" MMR dose recommended
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U.S. Community Immunization Thresholds for Cumulative Yearly U.S. Measles Cases, 2018-2025
Common Vaccine-Preventable llinesses
2025
United States Community Immunity Thresholds (CIT)s
» CIT Threshold « US Immunization Rate 2019
| — —
75-86% CIT 3-a5% v 2018
mumps. rubeila) 2024
2022
o5
2020
https://www.aap.org/en/patient-care/immunizations/immunizations-across-america/ (Accessed 12/4/25)
13 14
Cumulative Yearly U.S. Measles Cases in 2025 The Measles Outbreak Continues...
Wimported [l Local .
91 NBC NEWS —— . iwc- § X @ ———
* 1,912 confirmed cases &
" counting...
3 * 92% unvaccinated . .
South Carolina measles outbreak is
+ 218 (11%) hospitalizations ‘accelerating,’ driving hundreds into
« 21% of children <5 y.o. quarantine

wh in unvaccinated are now in 2l-day quarantine since the

beginning of the sche

* 3 confirmed deaths

= . e « 1%t pediatric death *12/9/25:
. since 2003 114 reported cases (Spartanburg county)
ttps: cidrap.umn. ‘measles/us-exceeds-1900-measles-cases-outbreaks-expand (accessed 12/11/25)
httgs “www.cdc Eov‘meas\es‘datarresearch‘mdex.html (accessed 12/10/25' nttEs “www nbcnews.com‘health‘heaIthmews{meas\es'scuthrcarohnarﬂuarantinerutahrarizonarus'rcnaMMiS (accessed 12/11/25)
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The Measles Outbreak Continues...
Measles: Key Facts

[

* HIGHLY CONTAGIOUS (~90% infection following exposure if susceptible)
« Airborne, person-to-person contact

@€ conNEcTICUT

Public Health

* Infection course: Prodrome phase — Exanthem phase — Recovery/Immunity
« Contagious + 5 days relative to rash appearance

Altention Healthcare Providers

* Complications (30% of cases):

Summary: * Immunosuppression / Secondary infections
« Acase of measles was confirmed in Fairfield County. The patient is an * Diarrhea
unvaccinated child with recent international travel.

» considered infectious from 4 days before rash onset through 4 days after *  Pneumonia

with local health * Encephalitis, Acute disseminated encephalomyelitis (ADEM)

departments and healthcare providers to identify and inform identified contacts of the

case

17 18
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Treatment of Measles

Measles Treatment: Vitamin A?

* No approved antiviral therapies
* Ribavirin ???

* Supportive care:
* Antipyretics
* Fluids/Nutrition

* Serum Vitamin A levels | during measles infection

* Pre-existing deficiency + malnutrition w/ acute measles infection:
* Possible delayed recovery, T pneumonia mortality
« Xerophthalmia — Corneal dryness, conjunctival keratinization

TARLE §—Morality of children odmicied eith mecsles

* Barclay, et al. (BMJ 1987;294(6567):294.)
* 180 hospitalized children in rural Tanzania

Ase a
* Monitoring, diagnosis, & treatment of 2° infections * 90% with low serum Vit. A — B : —
* Vit. A (200,000 IU) orally x 2 doses 1] g 2 e i
5 i s Y T
) . « 1 mortality in < 2 y.0. (1/46 vs. 7/42) 23 " % lan '
¢ Vitamin A therapy ??? B z - P
hi bt d.ncbi.nlm.nih.go 101849,
19 20

Measles Treatment: Vitamin A?

Table 3. Mortality and Morbidity in 189 Children with Measles, According
olled Trial of Vitamin A in to Treatment Group.*
teasles

ARandomize
‘Children with Sev

Paceso [r—y .
o -9

Measles Treatment: Vitamin A?

~4 Cumnscressne o GRon  Pvae
Death 0 2 0N o0 oo
« Randomized, double-blind trial in South Africa "ea 1
612 1
189 children < 13 y.o. hospitalized with acute ne !

measles complicated by pneumonia, diarrhea,
or croup
Vit. A (200,000 I.U.) orally x 2 doses

023 W0s-106 008
03@13-116 013

Results:

* ~80% were < 2Y.0,v66% < 1y.0.

« Serum Vit. A | lower limit of normal in
92%

* Cochrane Systematic Review (2005):

* “To determine whether vitamin A, commenced after
measles has been diagnosed, prevents mortality,
pneumonia or other complications in children.”

* 8 studies (2574 participants) from 1932-1999, 6 blinded
* Africa (n=6), Japan (n=1), England (n=1)
* Generally heterogeneous studies

https://pme.ncbi.nim.nih.gov/articles/PMC7076287,

21
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Measles Treatment: Vitamin A?

Measles Treatment:
CDC Recommendations

* Cochrane Systematic Review (2005):

* Pooled results from 7 high-quality studies:
* No significant effect on mortality (RR 0.83, Cl 0.51-1.34)

« Results from 3 high-quality studies in hospitalized children
in high case-fatality areas:

« Significant 64% ! in mortality (RR 0.40, Cl 0.19-0.87)
* Driven by 83% | mortality in children < 2 y.o (RR 0.21, Cl 0.07-0.66)

https:, ncbi.nim.nih, ticles/PMC7076287,

* Vitamin A:

« “..does not prevent measles and is not a substitute for vaccination.”

* “..may be administered to infants and children in the United States with
measles under the supervision of a healthcare provider as part of
supportive management.”

e “..it should be administered immediately upon diagnosis and repeated the
next day for a total of 2 doses.”

= 50,000 IU for infants younger than 6 months of age
* 100,000 IU for infants 611 months of age
* 200,000 IU for children 12 months of age and older

https: d 2025/05/hcp-caring-for-p: les-fact-sheet.pdf

23

24



12/11/2025

Measles Treatment:
CDC Recommendations

Measles Treatment:
CDC Recommendations

* Ribavirin:
* “..demonstrates in vitro activity against measles virus.”

* “While ribavirin has been used to treat patients with severe
measles disease or severely immunocompromising conditions,
clinical data are lacking regarding its efficacy.”

e “..is not approved by the U.S. Food and Drug Administration
(FDA) to treat measles.”

d pdfs/2025/05/hs ing-f i les-fact-sheet.pdf

* Antibiotics:

* “There is no evidence to support routine use of antibiotics for
measles treatment.”

“Measles may be complicated by secondary bacterial infections
for which antibiotic treatment is indicated.”

d i 2025/05/h ing-f les-fact-sheet.pdf
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Measles Treatment:
CDC Recommendations

* Isolation:
* “Infected people should be isolated for 4 days after they develop a
rash; airborne precautions should be followed in healthcare settings.”

* Vaccination:

*  “MMR vaccination is the best way to prevent measles and its
complications.”

* “People exposed to measles may be eligible for post-exposure
prophylaxis with MMR vaccine within 72 hours (or immunoglobulin
within 6 days)”

https://www.cdc.gov/measles/media/pdfs/2025/05/hcp-caring-for-patients-measles-fact-sheet.pdf

Measles (Rubeola):

Prevention / Vaccination

27

Measles Prevention: Routine Vaccination Schedule

Recommended Child and Adolescent Immunization Schedule Americtn Academy of Pediatrics | @

Table1 for Ages 18 Years or Younger, United States, 2025

15585 (accessed 12/4/25)

Measles Prevention: Vaccine Products

*  MMR [Measles-Mumps-Rubella]:
¢ M-M-RII®
¢ PRIORIX®

* MMRV [Measles-Mumps-Rubella-Varicella]:
¢ ProQuad®

* ALL are FDA-approved for use in children 12 months — 12 years of age

29

30
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Measles Prevention: Measles Prevention — ACIP Changes its
CDC Recommendations (before Oct. 2025) Recommendations to CDC for Routine Vaccination

* 9/18/2025 ACIP Meeting:
* Voted (8-for, 3-against, 1-abstain) to REMOVE the option to use MMRYV in children
12-47 months old

Routine Vaccination Recommendations to Protect against Measles

Chitdren Or. Marin KutkGorfl (AP Ghair)rea e folowng proposed AGH votng beguage fo
) MR vacioas (0 e e
CDC r two doses of les-containing vaccine routinely for children, starting with the first dose at age 12 Hillary Blackburn, PharmD, M.B.A. Toa e vocco sheddeshorki b ot o et b ey harcs
through 15 months and the second dose at age 4 through 6 years before school entry. This can be administered as et of Medication Adcess snd Affordstibity, Ascensionfls, Terrs: 9/1172025- mﬁ?ﬂ?:é,:;:,ﬁ&;“ln:m._ mension, musncs, sod kel
Vaccion e vcicat vaccis (MRS V)
IMMR or MMRV vaccine. Children can receive the second dose of MMR vaccine earlier than 4 through 6 years, as long as| e
it is at least 28 days after the first dose. A second dose of MMRV vaccine can be given 3 months after the first dose up Wilarsy Stacktnurn, Phamb, MAA. MR V;
to 12 years of age. O Levi mckoned 0 apiov e recamesecid votng e, Vot
£l mbses, e Eada ARG Vel BB, e BHITS 838 4 e (o COmined

DC recommends that separate MMR and varicella vaccines be given for the first dose in children aged 12-47 months; zrg-:«ﬁ:;";k o s,
owever, MMRV may be used if parents or caregivers express a preference. - . ik 1 e
SFavorsd:  Pagano, ihown Stan, Gaffi, Polak, Petsacr®h, Levi Kuldart

3Opposed: Blackbum, Heoen, Memsner

hitps://www.cdc.gov/vaccines/vpd/mmr/hcp/recommendations.html (accessed 12/4/25) de cov/y 2025:9.18:19:508 pdf (Accessed 12/5/25
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Measles Prevention — ACIP Changes its ProQuad® Fever & apara e 1 Vacene Rlated nfocton Ste and Systomic Adverso Resctons
. . . . Eebrile Seizures at 12 to 23 Months of Age (0 to 42 Days Postvaccination)
Recommendations to CDC for Routine Vaccination o W and VAR
Adverse Reactions (n=4424) (n=1997) .
% %
. i Site®
+ 9/18/2025 ACIP Meeting: Pre-Marketing e eTeores 55 %7
R . . . . ive Data: 144 158
* Voted (8-for, 3-against, 1-abstain) to REMOVE the option to use MMRYV in children Comparative Data “1, /»:
12-47 months old Rash 23 15
* Two children (of ~2,700) Spteme % i
« Why?2??2?? had febrile seizures Nionsion B et 7 o
) . . . X after ProQuad dose #2 Varicella-like rash’ 21 22
* Original CDC recommendations (from 2009 ACIP) based off slightly higher risks of D a ) 18 14
ipper respiratory infection 13 11
fevers/febrile seizures for MMRYV vs. separately-administered doses of MMR & g-va:namhama : g : ;
. i harrhea
VARIVAX [evaluated at 5 & 12 days]... These children * Injection-site adverse reactions for M-M-R 11 and VARIVAX are based on occurrence with ether of
the dministered
* ~1 extra febrile seizure for every 2,300-2,600 administered MMRV doses appeared to havg ’D:s;‘fi::saasu'\:‘clzfde;dvefsa reaction. Injection-site adverse reactions were solicited only from
. L . concurrent viral illness _ Days 0o 4 postvaccination.
* No significant new scientific data presented at Sept. 2025 ACIP meeting... during vaccination ;Jempe:me' reubune:d as e\eva:h;d (2102°F, oral equivalent) o abnormal
= number of subjects vaccinate
https:, id mn. -cdc-advisers-scale-back- ine-young-kids (accessed 12/5/25) n = number of subjects with safety follow-up.
https://www.cdc.gov/vaccines/vpd/mmr/hcp/vacopt-fags-hcp.html (accessed 12/5/25) https://www merck com/product/usa/pi_circulars/p/proquad/proguad_pi.pdf
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Measles Prevention — ACIP Changes its

ProQuad® Fever & Febrile Seizures . . L.
Recommendations to CDC for Routine Vaccination

* Post-Marketing Observational Safety Surveillance Study: +  What does this mean practically???
* Age-, gender-, and date-of-vaccination- (day and month) matched subjects + CDC adopted the ACIP recommendations on 10/6/25
* Given M-M-R Il and VARIVAX concomitantly
* Differences only observed following Dose #1 within the 5-12d evaluation range: * Two separate injections now required for the first MMR / Varicella vaccinations...
Table 11: Confirmed Febrile Seizures Days 5 to 12 and 0 to 30 After Vaccination with ProQuad (dose 1) Compared to . i B : "
Concomitant Vaceination with M-M-R Il and VARIVAX (dose 1) in Children 12 to 60 Monihs nf]Age ® MMRV may not be covered for children under 4 y.o. in the Vaccines for Children
Time Period ProQuad cohort Relative risk (95% Cl) program...
8]
n | Incidence per | n | Incidence per * But...only ~¥15% of parents opt to use MMRV for the 12-15 month dose
51517 Dave 7] :)“?g 0 :]D‘.?g 370104 465) « State Medicaid programs & Private Insurers may still choose to cover MMRV
[Oto 30Days a3 T4l a0 1.28 110 (0.72. 1.69)
https: idrap.umn. -vaccines/new-cdc-advisers-scale-back rv-vaccine-young-kids (accessed 12/5/25)
th fects-of-cdc-ad (accessed 12/5/25)

https://www.merck.com/product/usa/pi_circulars/p/proguad/proguad Ei.gdl
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Measles Prevention: Outbreak Situations

¢ 2022 ACIP Recommendations:

* General recommendation:
* Infants aged 6-11 months should receive a single dose of MMR

* Post-Exposure prophylaxis (“PEP”):
* Unvaccinated persons should receive 1 dose of MMR within 72 hours of

exposure to a person with infectious measles

* Complete the 2-dose MMR series > 28 days later

* Product labelling “Fascinoma”:
* M-M-R Il use in measles PEP is “ON-label”
* PRIORIX® use in measles PEP is “OFF-label”

https:, dc.gov/mmwr/volumes/71/wr/mm7146al.htm

What could be next for MMR Vaccines???
L el TR

W Corr

Pregnant Women, DON'T USE TYLENOL UNLESS ABSOLUTELY ks
NECESSARY, DON'T GIVE TYLENOL TO YOUR YOUNG CHILD FOR US. TWO
VIRTUALLY ANY REASON, BREAK UP THE MMR SHOT INTO THREE MONTHS
TOTALLY SEPARATE SHOTS (NOT MIXED!), TAKE CHICKEN P SHOT AGO

SEPARATELY, TAKE HEPATITAS B SHOT AT 12 YEARS OLD, OR OLDER,
AND, IMPORTANTLY, TAKE VACCINE IN 5 SEPARATE MEDICAL VISITS!
President DJT

(TS: 26 Sep 10:45ET) 9 Deputy Secretary Jim O'Neill & B

25 - 417,
Thank you for your leadership,

I call on vaccine manufacturers to develop safe monovalent vaccines to
replace the combined MMR and “break up the MMR shot into three
totally separate shots.”

37
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What could be next for MMR Vaccines???

By Aria Bendiox

Acting CDC director calls to 'break up' the R
measles, mumps and rubella vaccine into manuf
three shots Tubell ins

b imps.rubella-vaccine-acting;cde-director.rcna235971 (accessed 12/5/25

December 5, 2025:
Changes in ACIP Hepatitis B
Vaccination Recommendations

40

12/5/25 ACIP Meeting Addressing Universal
Hepatitis B Vaccine Birth-Dose for Infants

Results of the 12/5/25 ACIP Meeting & Vote Details

* Vote#1:

* For infants born to HBsAg-negative women:

* ACIP recommends individual-based decision-making, in consultation with a health
care provider, for parents deciding when or if to give the HBV vaccine, including
the birth dose. (1) For those not receiving the HBV birth dose, it is suggested that
the initial dose is administered no earlier than 2 months of age. Y/N

* (1) Parents and health care providers should consider vaccine benefits,
vaccine risks, and infection risks. Parents and health care providers should
also consider whether there are risks, for example, such as a household
member is HBsAg-positive or when there is frequent contact with persons
who have emigrated from areas where Hepatitis B is common.

https: m/health/live-news/cdc-vaccine-meeting-hepatitis-b-12-05-25 (accessed 12/5/25)

41

* Vote #2:

*  When evaluating the need for a subsequent HBV vaccine dose in children, parents
should consult with health care providers to determine if a post-vaccination anti-
HBs serology testing should be offered. Serology results should determine
whether the established protective anti-HBs titer threshold of 210 mIU/mL has
been achieved. The cost of this testing should be covered by insurance. Y/N

https: n.com/health/live-news/cdc-vaccine:meeting:hepatitis-b-12:05-25 (accessed 12/5/25)
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Hepatitis B Prevention: Routine Vaccination Schedule

Hepatitis B Infe ction : Key Fa cts Recommended Child and Adolescent Immunization Schedule r.\uxh-my of Pediatrics @

Table1 for Ages 18 Years or Younger, United States, 2025 " R MEALTIH OF ALY CHIORER®

* Incurable viral infection

* Transmitted through blood & various body fluids

* High risk for perinatal transmission (up to 90%) ey

= P
————— (-1 1. (G -~ G
[ = ]

* Can survive on surfaces for weeks
[ —— O

Jcovio-19 vcov mana 1oovaPs)

*  ~90% of infants infected with HepB will develop chronic infection

e

g, 4 el RS St

* Chronic infection leads to:
« Liver cirrhosis, hepatocellular carcinoma, death

s vAR)

aap. 15585
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Hepatltls B Prevention: Perinatal Hepatitis B Prevention: History and Progress
VaCC| ne PrOd u Cts ACIP hepatitis B screening recommendations for pregnant women and p

i perinatal p p recommendations for infants, United States
* Recombivax HB (1986) I Date
. Recommendation
* Engerix-B (1989) Date of Initial Superseded or
R lati Current? | R dati Modified
Perinatal strategies
* Protective antibody responses [anti-Hbs > 10 mIU/mL]: Screening and testing for preguant women |
~ Universal HBsAg screening in first trimester Yes 1988'
* ~25% after 1*t dose Test for HBsAg later in pregnancy for risk behaviors Ve 1ogg!
~ED0, nd or acute hepatitis ot
* ~63% after 2" dose Test for HBsAg at delivery if status is unknown Yes 1988!

~95% after 3™ (final) dose
* [HBsAg = Hepatitis B Surface Antigen]

b.com/doi/10.11 175548 (accessed 12/5/25)
de 02! . hep:b:508.pdf (accessed 12/5/25)
Perinatal Hepatitis B Prevention: History and Progress Perinatal Hepatitis B Prevention: History and Progress
Date
Recommendation Date
Date of Initial Superseded or Recommendation
¥ lati Current? | F dati Modified Date of Initial Superseded or
Perinatal strategies R lati Current? | R lati Modified
Post-exposure prophylaxis for infanis born fo Perinatal strategies
HBsAg (+) pregnant women Infants born 1o HBsAg siatus unknown pregnani
Administer HBIG within 12 hours of birth and HepB N 5 . women
- No 19842 1987 : e
vaccine simultaneously or within 7 days of birth 1 | In populations where screening is not feasible, N 19914 2018
Administer HBIG and HepB v 1 at birth® No 19873 1988! admimster HepB vaccine within 12 hours of birth* ° -
er HepB v- . 3 Wi 3
.—\‘_lmnn.m HBIG and HepB vaccine within 12 hours Yes 1988! :\lf‘l""“]":’“’ HepB vaceine and HBIG within 12 hours Yes 2018%
of birth* of birth
b.com/doi/10.11 175548 (accessed 12/5/25) i b.com/doi/10.11 175548 (accessed 12/5/25)
d 025-09-18-19/02.1; hep:b:508.pdf (accessed 12/5/25) de 025-09-18-19/02-1; hep:b:508.pdf (accessed 12/5/25)
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Perinatal Hepatitis B Prevention: History and Progress

For 2 decades, ACIP has recommended that the first dose of universal infant hepatitis B
vaccination among infants born to HBsAg(-) women occur close to birth:

E
£
§
s

ACIP h itis B infant vaccinati d. United States
Date
Recommendation
Date of Initial Superseded or
Current? | Recommendation | Modified
ving the birth o 19974 2008
| hospital* or months of age . -
| Universal HepB vaccine at the bixth hospital | N | 2005 | 2018
Universal HepB vaceine within 24 hours of birth Yes 2018

1980-2023

Hepatitis B Prevention:
History and Impact of Birth-Dose Vaccination

WhcaeneveEs NS
population, total
Acute HBV cases in US

months of age
Perinatal HBV cases in
us

99% 1 in HBV infection from 1991,
< 20 infants infected per year

b.com/doi/10.11 175548 (accessed 12/5/25)

2025.09-18-19/02 langer. 08.pdf (accessed 12/5/25)
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Why is it important to continue

50

Jpttos:2/www cidrap umn.edu/sites/default/files/searchable-download/Universai%2OHepatitis%208%20Vaccination%20at%20Birth%202Dec2025 pd (accessed 12/5/25)

Universal Birth Dose HepB
Vaccination?

HBV infections are missed among some pregnant women and
can result in catastrophic outcomes.

Reasons for Gaps
In Post-Exposure
Prophylaxis

No prenatal care
Gaps in prenatal
HBV screening
Incorrect screening
tests performed

Michigan, 1999

“On December 14, 1999, a previously healthy 3-month-old infant was admitted to a hospital with
diarrhea and jaundice, and acute hepatic failure attributed to HBV infection was diagnosed. The
infant died on December 17, 1999. The infant had not received her first dose of hepatitis B vaccine
until age 2.5 months.

The infant's mother was found to be HBsAg-positive at the first of 10 prenatal visits.
However, the prenatal-care record provided to the birth hospital indicated that the mother
was hepatitis-negative. Neither the provider nor the laboratory reported the mother's test results to
MDCH as required by law.”

The Immunization Action Coalition documented
more than 500 transmissions of HBV in these
types of situations from 1399 to 2002

48 (accessed 12/5/25)
langer-hep-b-508.pdf (accessed 12/5/25)
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Unvaccinated infants remain at risk of non-perinatal HBV acquisition.

+ HBV transmission occurs through percutaneous or mucosal exposure to infectious blood or body
fluids

HBV can remain viable for over 7 days on environmental surfaces at room temperature.’

Household and Community Transmission: Unvaccinated children living with a person with

chronic HBV infection in a household or community setting are at risk for becoming infected.

- Prior to HepB BD, some U.S.-born children born to immigrant mothers without HBV infection had hepatitis
B prevalences of 7-11%2 attributable to community or household exposures.

In the United States, up to 2.4 M people are estimated to have hepatitis B4, and about 50% of
people with hepatitis B are unaware of their infection®.

Children who receive HepB BD have higher rates of hepatitis B childhood vaccine series
completion and had a positive impact on rates of being up to date for other age-appropriate
vaccines 578

may result in more cases of perinatal HBV infection.

Rescinding Universal HepB BD vaccination recommendations among infants born to HBsAg (-) women

Potential Risks of Potential Benefits of Rescinding
Universal HepB BD dati iversal HepB BD dati
cases of HBV i in of B birth dose

and failure points
for providers and health systems.

Lack of safety net given gaps in access to prenatal care,
HBV screening, and HBIG access

Disproportionate harm to patients without insurance or
low healthcare engagement

Lower rates of hepatitis B childhood vaccine series
completion

Higher lifetime healthcare costs from missed
opportunities to prevent and eliminate hepatitis B

b.com/doi/10.11 175548 (accessed 12/5/25) b.com/doi/10.11 175548 (accessed 12/5/25)
g 025:00:18-19/02-Ianger-hep-b-508.pdf (accessed 12/5/25) d 025:09-18-19/02:Ianger-hep-b-508.pdf (accessed 12/5/25)

vaccination adverse events
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Adverse Effect Assessment for HepB Vaccination...

An independent evidence review of the safety, effectiveness, and
public health impact of universal hepatitis B vaccination at birth to
compare current recommendations with a delayed first hepatitis
vaccine dose at one month or more after birth.

D
INTEGRITY “» CIDRAP
PROJECT Canter for Infectious Dissase Ressarch and Policy

Usrvemsry o Mivwisors

The Vaccine Integrity Project is supported by an unrestricted gift from Alumbra
Innovations Foundation to the Center for Infectious Disease Research and Policy
(CIDRAP) at the University of Minnesota; n funds from pharmaceutical companies or
any other public of private Sources were used to support this project. Each member of
the research team completed a declaration of interest form, which was reviewed and
confirmed by an independent source not related to the project. No members reported a
personal or financial interest of relationship related to the content of the report.

ttps://www.cidrap.umn.edu/sites/default/files/searchable-download/Universal%20He atitis%20B%20Vaccination%20at%20Birth%2020ec2025.pdf (accessed 12/5/25)
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Adverse Effect Assessment for HepB Vaccination...

Safety of the hepatitis B birth dose

Results of randomized trials, large national safety monitoring programs, and long-term follow-up
studies consistently demonstrate that the hepatitis B vaccine is safe regardless of vaccine
timing. No safety benefits were identified for a delayed first dose versus vaccination at birth.

*  Key Summary Findings:
¢ Mild-to-moderate short-term reactions:

« tenderness, redness and swelling at the injection site, fussiness, transient low-grade
fever

* Noincreased incidence of long-term AEs, SAEs, deaths:

« “..rare deaths following hepatitis B vaccination at birth have been extensively
studied and found not to be causally associated with vaccination.”

« 4 studies directly compared safety for birth dose and delayed dose:

« “..no increased risk of any short- or long-term AE or SAE in infants administered the
vaccine at birth compared with delayed administration.”

Jpttos:2/www cidrap umn.edu/sites/defaul/files/searchable-download/Universal%2OHepalitis®208%20Vaccination%20at%20BIrth%202Dec2025 pdf (accessed 12/5/25)
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Adverse Effect Assessment for HepB Vaccination...

* Key Findings:

Safety of the hepatitis B birth dose

Results of randomized trials, large national safety monitoring programs, and long-term follow-up
studies consistently demonstrate that the hepatitis B vaccine is safe regardless of vaccine
timing. No safety benefits were identified for a delayed first dose versus vaccination at birth.

Conclusion

This review found no benefit related to vaccine safety or protection of a delayed first dose
compared with vaccination at birth, but identified critical risks of changing current US
recommendations.

Jpttos://www.cidrap.umn. edu/sites/default/files/searchable-download/Universal%2OHepatitis%208%20Vaccination%20at%20Birth%202Dec2025pdf (accessed 12/5/25)
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65%
o
97% e
84%
Recee s
gt
35%
Figure 2: Continuum of care for g and care of prag:
before and aftor delivery,
35%
follow-up HBY testing and care; 65% do not recerve recommended follow-up and care.

ttps://www.cidrap.umn.edusites/default/files/searchable-download/Universal%20He patitis%20B%20Vaccination%20at%20Birth%202Dec2025.pdf (accessed 12/5/25)
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Key Findings
Pre—— Delays Increase Preventable Hepatitis B Infections

a Modeling sl
e n: ’

¢ for gach year the delayed birth dose policy is in place for
[ . 8

Delaying the birth dose to 2 months results in at least 238 additional
infections ameng children.

Delaying to 7 months results in at least 438 additional infections.

1 701 additional infections.

Delaying to 4 years results

Delaying to 12 years results in at least 740 additional infections.

These data show that providing the birth dose for infants whose mothers test
negative during pregnancy s critical. Mothers sometimes become infected
between hepatitis B testing and delivery.

If the birth dose was also delayed for ts of mothers with unknown
hepatitis 8 status, there would be st 1,437 (2-month delay) to 2,726
(12-year delay) additional infections for cach year the delayed birth dose
policy is in place.

HepVu
P n DELAY TO ADDITIONAL DELAY TO
2 MONTHS 12 YEARS

1,437 @ 2,726

INFECTIONS

+$222 +$313
MILLION MILLION

Delaying the hepatitis B
birth dose s to
thousands of preventable DELAY TO
Infections and hundreds ZRONTSY
of preventable deaths
for each year the "
recommendation Is in place. 482

PREVENTABLE

DEATHS

304 er

LIVER CANCER CASES

i dable-health 10.1101/2025.11.24.25340907v1 (accessed 12/5/25]

il dable-health 1101/2025.11.24.25340907v1 (accessed 12/5/25)
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Hepvul)

Delaying the HepB birth
dose dramatically increases
pre\rentabte healthcave spendmg

HepVu ]

Every delayed vaccination scenario ot ”
leads to more preventable hepatitis B status s unknown.
infections, deaths, and liver cancer. ADDITIONAL CASES

CAUSED BY DELAYS.
€2 MOS. - 12 YRS)

n delaying the hy

Impact of delaying the hepatitis B birth dose for (]
o
s who test nega

bables born to mothers who test negative for hepatitis B.
MILLION ADDITIONAL CASES RESULTING FROM EACH YEAR THE DELAYED RECOMMENDATION IS IN PLACE®
[ —————
'Y B - i

]
Dasths from

hepatitis B
Infections hepatitis 8 frreds

-
‘P‘
-8 o

L ]

+$24.5 mu.mn '+$222

+$21.6 MILLION Mm.ron
e on i . l I MILLION

Delsy2months  Delsy7monthe  Delsydyesrs  Dolsy12yesrs

MINIMUM ESTIMATE OF MINIMUM ESTIMATE OF MINIMUM ESTIMATE OF
Daaths from

The bath dose prevents expensive, el loess. Dloys sl the burden 10 amilies #nd the hesRhcars system NVHR St
the 10,1101/2025.11.24.25340907v1_(accessed 12/5/25) [the i 10,1101/2025.11.24.25340907v1_(accessed 12, 5‘15
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Results of the 12/5/25 ACIP Meeting & Vote Details Results of the 12/5/25 ACIP Meeting & Vote Details
*  Vote #1:
+  For infants born to HBsAg-negative women: *  Vote #2:
« ACIP recommends individual-based decisio king, in ion with a health care * When evaluating the need for a subsequent HBV vaccine dose in children, parents
provider, for parents deciding when or if to give the HBV vaccine, including the birth dose. (1) should consult with health care providers to determine if a post-vaccination anti-HBs
For those not receiving the HBV birth dose, it is suggested that the initial dose is administered serology testing should be offered. Serology results should determine whether the
no earlier than 2 months of age. Y/N established protective anti-HBs titer threshold of 210 mIU/mL has been achieved. The
cost of this testing should be covered by insurance. Y/N
* (1) Parents and health care providers should consider vaccine benefits, vaccine risks, and infection
risks. Parents and health care providers should also consider whether there are risks, for example,
such as a household member is HBsAg-positive or when there is frequent contact with persons who +  Vote Results:
h, i fi here Hepatitis B i 3 . "
ave emigrated from areas where Hepafitis B is common * 6-Yes (Dr. Retsef Levi, Dr. Vicky Pebsworth, Dr. Robert Malone, Dr. James Pagano,
Dr. Evelyn Griffin and Dr. Kirk Milhoan)
+ Vote Results: 4-No  (Dr. Cody Meissner, Dr. Joseph Hibbeln, Dr. Raymond Pollak and
. 4
* 8-Yes (Dr.Catherine Stein, Dr. Retsef Levi, Dr. Vicky Pebsworth, Dr. Robert Malone, o (Dr. ?“ \ ellsslr(\sr, r.Josep tbbein, Dr. Raymond Pollak an
Dr. Hillary Blackburn, Dr. James Pagano, Dr. Evelyn Griffin and Dr. Kirk Milhoan) Dr. Hillary Blackburn)
* 3-No (Dr. Cody Meissner, Dr. Joseph Hibbeln and Dr. Raymond Pollak) * 1-Abstained (Dr. Catherine Stein)
iy dc_vaccine:meeting:hepatitis-b-12-05-25 (accessed 12/5/25) https: cr [cdc;vaccinemeeting:hepatitisb-12-05:25 (accessed 12/5/25)
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Post ACIP-Meeting Responses from Healthcare Organizations,
Policy-Makers, & State/Local Health Departments

Selection of Vaccines against
Respiratory Viruses
(Influenza & COVID-19)

* [Add CT DPH Meeting 12/9/25 Statements]

65 66
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Case Example:
Seasonal Influenza Vaccine

Selection of Influenza Vaccines

¢ A 70-year-old male (he/him) comes to the consultation window of your pharmacy
* He would like to receive a vaccination for the Flu

* His only chronic health issues are hypertension and hypercholesterolemia (both
effectively managed)

*  Which of the following products would be PREFERRED to administer to this patient?

a) Inactivated influenza vaccine (11V3, Afluria)

b) High-dose inactivated influenza vaccine (HD-11V3, Fluzone High-Dose)
c) Adjuvanted inactivated influenza vaccine (allV3, Fluad)

d) Live Attenuated Influenza Vaccine (LAIV3, FluMist)

* Main patient considerations for selection of product [not exhaustive list]:
* Age (above/below 65 y.0.)
* Immunosuppression / Receipt of Immunosuppressive medications
* Pregnancy status

« Allergic reaction to previous Influenza vaccinations

https://www.cdc.gov/flu/hcp/acip/index.html
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Selection of Influenza Vaccines

Influenza Vaccine Selection ~

Selection of Influenza Vaccines

Adults Aged 265 Years ~

= Available vaccines, approved ages, and dose volumes are listed in Table 1

= ACIP recommends all recipients receive seasonal influenza vaccines only in single
dose formulations that are free of thimerosal as a preservative (Table 1).

All persons should receive an age-appropriate vaccine, with the exception that
solid organ transplant recipients aged 18 through 64 years who are receiving
immunosuppressive medication regimens may receive HD-IIV3 or allV3 as

acceptable options (see Inmunocompromised Persons).

>65 Years HD-

hor

there are no prefer

propriate product is av

https://www.cdc.gov/flu/hcp/acip/index.html

* ACIP recommends that adults aged 265 years preferentially receive any one of the
following

* If none of these three vaccines is available at a vaccination opportunity, then any
other age-appropriate influenza vaccine should be used.

* Data support greater potential benefit of high-dose inactivated, adjuvanted
inactivated, or recombinant vaccines

elative to standard-dose unadjuvanted IIVs in

this age group, witlf the able for HD-IIV3;|but comparisans of these

vaceines with ene another are Gmited.

d ip/index htm!
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Selection of Influenza Vaccines
Updates for the 2025-2026 Flu Season

(6/26/25)

have been published. A ary of

<& recommendatior

0 is available.

o RRKNQTES***;

* IntheU.S., < 5% of all
administered flu vaccine

* In September 2024, the FDA approved F

the live attenuated influenza vaccine, for

self- or caregiver administration.

containing thimerosal

+ On March 13, 2025, the U.S. Food and Drug Administration (FDA) made

recommendations 1o update the composition of 2025-2026 U.S. influenza vaccines.

* In March 2025, the FDA approved k. the recombinant influe accine for use in

people ages 9 and older. Previously this vaccine was approved for
older, thimerosal as used in
contemporary vaccines
presents any significant
harm...

* Health care providers can support

s in making informed decis

d index htm!

New ACIP recommendation

doses in recent flu seasons
were from multi-dose vials

There are NO DATA / NO
s 18 years and NEW DATA indicating that

Case Example:
Seasonal Influenza Vaccine

¢ A 70-year-old male (he/him) comes to the consultation window of your pharmacy
* He would like to receive a vaccination for the Flu

* His only chronic health issues are hypertension and hypercholesterolemia (both
effectively managed)

*  Which of the following products would be PREFERRED to administer to this patient?

a) Inactivated influenza vaccine (11V3, Afluria)
||)'\ High-dose i vated influenza vaccine (HD-11v 2, Fluzone
c) Adjuvanted inactivated influenza vaccine (allV3, Fluad)

3, AluMist) ‘

h-Dose)

|c|g Live Attenuated Influenza Vaccine (L
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Case Example:
Seasonal COVID-19 Vaccine

Selection of COVID-19 Vaccines

*  A10-year-old girl (she/her) is brought to your pharmacy by her mother; they come to the
consultation window of your pharmacy

* Mom indicates that her daughter is on chronic immunosuppressive medications.
«  She would like her daughter to receive her yearly vaccination for COVID-19
*  You note that she has received a “complete” 3-dose initial COVID-19 vaccine series last year

*  Which of the following vaccine products could be administered to this patient?
a) Moderna Spikevax
b) Moderna mNexspike
c) Pfizer-BioNTech Comirnaty

d) Novavax Nuvaxovid

*  What should the administration schedule be?

73

* Main patient considerations for selection of product and administration schedule
[*not an exhaustive list]:

* Age
* Immunosuppression / Receipt of Immunosuppressive medications
* Risk of Severe COIVD-19 infection

¢ Pregnancy

https://www.cdc.gov/covid/hcp/vaccine-considerations/index.html#toc
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Selection of COVID-19 Vaccines

Who needs a COVID-19 vaccine

Selection of COVID-19 Vaccines

*]

€OC recommends the 2025-2026 COVID-19 vaccine for people ages 6 months and

Reminder

older based on individual-based decision making. This includes people who have
received a COVID-19 vaccine, people who have had COVID-19, and people with long
covip.
* Getting the 2025-2026 COVID-19 vaccine is especially important if you:
Never received a COVID-19 vaccine

Are ages 65 years and older

Are at high risk for severe C

Are living in a long-term care facility

Want to lower your risk of getting Long COVID

https://www.cdcgov/covid/vaccines/stay-up-to-date-htm!
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Vaccine Can be given to

2025-2026 Moderna Anyone ages 6 months and older
COVID-18 Vaccine:

Spikevax

2025-2026 Moderna
COVID-19 Vaceine:
miiexspike

2025-2026 Pfizer- Anyone ages § years and older
BioNTech COVID-19
Vaccine: Comirnaty

2026-2026 Novavax Anyone ages 12 years and older
COVID-18 Vaccine:
Nuvaxovid

hitps://www.cdc.gov/covid/vaccines/stay-up-to-date htm!

76

A quick and important side-note before continuing
with the case...

PHARMACY PRACTICE NEWS

ACIP Pharmacist Helps Defeat
COVID Vaccine Rx Plan

By Gina Shaw

Hillary F. Blackburn, PharmD, the first pharmacist voting member of the ‘s Advisory Committee on Immunization
Practices (ACIP)—a position that pharmacy leaders had advocated for—wasted no time in making her mark on the
committee.

ptions f The me imat ed by the narrc marg

https: idse.net/Policy-Public-Health/Article/08-25/Pharmacist-Blackburn-CDC-Role-ACIP/78338 (accessed 12/10/25)
https://www.pharmacypracticenews.com/Clinical/Article/10-25/Pharmacist-Advocacy-COVID-19-Vaccinations/78600 (accessed 12/10/25)
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A quick and important side-note before continuing
with the case...

PHARMACY PRACTICENEWS ~ EE=mEm

SECTIONS *  CLMICAL*  DIGUALISSUE  CONFERENCES =  EDUCATION =  VIDEOS  SUPPLEMENTS *  SUBSCRIBE =  CONTACT

Pl are licensed pi .. one of the only clinician types to complete a stand-alone nationall
immunization delivery certificate,” said Dr, Blackburn, the director of medication access and affordability at Ascension,
in Nashville, Tenn. “According to claims data for the 2024-2025 season, 90% of COVID-19 vaccines were given at
pharmacies: 27,569,515 doses out of 30,775,189. Requiring a prescription would create barriers for patients and risk
deterring people who seek vaccination.”

https: idse.net/Policy-Public-Health/Article/08-25/Pharmacist-Blackburn-CDC-Role-ACIP/78338 (accessed 12/10/25)

https://www.pharmacypracticenews.com/Clinical/Article/10-25/Pharmacist-Advocacy-COVID-19-Vaccinations/78600 (accessed 12/10/25)
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Case Example:
Seasonal COVID-19 Vaccine

Case Example:
Seasonal COVID-19 Vaccine

* A 10-year-old girl (she/her) is brought to your pharmacy by her mother; they come to the
consultation window of your pharmacy
+ Mom indicates that her daughter is on chronic immunosuppressive medications.
+ She would like her to receive her yearly vaccination for COVID-19
*  You note that she has received a “complete” 3-dose initial COVID-19 vaccine series last year

*  Which of the following vaccine products could be administered to this patient?

d) Novavax Nuvaxovid

*  What should the administration schedule be?

A 10-year-old girl (she/her) is brought to your pharmacy by her mother; they come to the
consultation window of your pharmacy

* Mom indicates that her daughter is on chronic i

«  She would like her to receive her yearly vaccination for COVID-19

*  You note that she has received a “complete” 3-dose initial COVID-19 vaccine series last year

Which of the following vaccine products could be administered to this patient?

a) Moderna Spikevax

b) Moderna mNexspike

c) Pfizer-BioNTech Comirnaty
d) Novavax Nuvaxovid

What should the administration schedule be?
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Selection of COVID-19 Vaccines

COVID-19 Vaccination Guidance for People Who
| Are Immunocompromised |

*+ COVID-19 vaccination is recommended for people ages 6 months and older who are moderately or severely immunocompromised

based on individual-based decision-making (also known as shared clinical decision making)
+ There is a modified COVID-19 vaccination schedule for people who are moderately or severely immunocompromised.
+ People can self-attest to being moderately or severely immunocompromised and receive COVID-19 vaccination

* Administering COVID-19 vaccines should not be delayed in patients taking immunosuppressive therapies.

Selection of COVID-19 Vaccines

Table 2: 2025-2026 COVID-12 vaccination
schedule for people who are moderately
or severely immunocompromised,
November 4, 2025

2b: Ages 5-11 years
NOTE B

Moderna (Spikevax) and Pfizer-BioNTech vaccines are approved for this age group. In
Table 2b, Moderna refers to Spikevax.

See footnote*® for guidance on children who transition from age 4 years to age 5 years

during the initial vaccination series.

. gov/covid/hcp/vaccine-considerations/immunocompromised.html

Selection of COVID-19 Vaccines

COVID-19 vaccination history before  Number of 2025-2026  Recommended 2025-2026 vaccine? and interval between doses
2025-2026 vaccine' doses indicated

Completed the 3-dose initial series before 2025-2026 vaccine: ‘

3 or more doses Moderna or 3 or more 2 2025-2026 Dose 1

doses Pfizer-BioNTech weeks after last

2025-2026 Dose 2 (M,

vaccination series should complete the 3-dose series using the dosage for children

Children who tran: to age 5 years during the init

hges 5-11ye 1 or after turning

no dosage change
10 ug

5ug

ccine from any manufacturer received before the availability of the 2025-2026 COVID-19

Case Example:
Seasonal COVID-19 Vaccine

A 10-year-old girl (she/her) is brought to your pharmacy by her mother; they come to the
consultation window of your pharmacy

Mom indicates that her daughter is on chronic immunosuppressive medications. She would like her
to receive her yearly vaccination for COVID-19

You note that she has received a “complete” initial COVID-19 vaccine series in the past year

Which of the following vaccine prod could be ini: to this patient?

What should the administration schedule be? ~ ©

[rpe——
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Post-Test Time!

Conclusions, Final Thoughts, and
Personal Expert Opinions...

¢ The U.S. Dept. of HHS, the CDC, the FDA, and the Advisory Committee on Immunization Practices
(ACIP) has been infiltrated by Mountebanks, Antivax Cranks, Grifters, and Charlatans...

¢ Which ONE of the following is NOT a recommendation that has been APPROVED by ACIP in 2025?

a)  All adults receive seasonal influenza vaccines only in single dose formulations that are
free of thimerosal as a preservative

c)  COVID-19 Vaccination should be based on individual-based decision-making (Shared
Clinical Decision Making) for Adults 65 and older
d)  Universal Hepatitis B Vaccination at birth is no longer recommended for all newborns

e)  For Hepatitis B vaccination, post-vaccine serology results should determine need for
subsequent doses (in the 3-dose series)

Based on what appear to be “vibes”, the current group of Mountebanks at
HHS, FDA, CDC, ACIP have initiated a dangerous erosion of logical U.S. public
health policies that was based on decades of high-quality scientific evidence

In the near future, it is very likely that we will have to start suboptimally
treating various vaccine-preventable infectious diseases that were once
considered “eradicated” or “rare” in the U.S.

We as Pharmacists can play an important and significant role in:
* The “Shared Decision Making” for Influenza and COVID-19 vaccination for patients

* Countering medical misinformation currently emanating from once-respected and trusted
U.S. Government Health Agencies
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Thank you!!!

* Questions???

SESSION CODE:
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