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Disclaimer

This educational presentation is for the

purpose of scientific engagement and is not
intended to be promotional




Goals & Objectives

Review hepatitis B and its epidemiology

Discuss hepatitis B elimination efforts and review ACIP hepatitis B vaccination
recommendations for adults

Highlight key considerations for successful hepatitis B vaccine implementation

ACIP, Advisory Committee on Immunization Practices



Hepatitis B: Disease and
Epidemiology




Hepatitis B Disease Overview

Hepatitis B is a serious disease of the liver caused by infection with hepatitis B virus (HBV)-3
HBV infection can result in both acute and chronic phases of disease
Hepatitis B is associated with significant morbidity as well as mortality

HBV is communicable and transmitted through exposure to bodily fluids2

Communicable via percutaneous or direct mucosal exposure to HBV-infected blood, serous fluid,
or other body fluids (saliva, tears, urine, and semen)

HBV is resilient and highly transmissible
Can survive 7 or more days on fomites?3
Transmission can occur in the absence of visible blood?

Up to 100 times more transmissible than HIV3

HBV, hepatitis B virus; HIV, human immunodeficiency virus

1. WHO. Hepatitis B fact sheet. July 2023. Available at: http://www.who.int/mediacentre/factsheets/fs204/en/. Accessed March 26, 2024. 2. Centers for Disease Control and Prevention. Hepatitis B. In:
Epidemiology and Prevention of Vaccine-Preventable Diseases. Hall E, Wodi AP, Hamborsky J et al, eds.14t ed. Washington, DC: Public Health Foundation; 2021. 3. WalayatS, et al. World J Hepatol. 5
2015;7:2503-9.



http://www.who.int/mediacentre/factsheets/fs204/en/

Hepatitis B Remains a Significant Clinical and Public Health Burden

Over 13,000
estimated acute
hepatitis B cases per
year in the US (2022)?

From 2018-2022,
more than 75%
of acute infections
occurred among people
aged 30-59 years?

» &

An estimated 2.4
million Americans are
living with chronic
hepatitis B infection*

Progression from
acute to chronic
hepatitis B varies with
age and immune
status?

(g

Chronic infection can
progress to advanced

liver disease3
(i.e., cirrhosis, hepatocellular
carcinoma, or liver failure)

1. Centers for Disease Control and Prevention. Viral Hepatitis. https://www.cdc.gov/hepatitis/statistics/2022surveillance/hepatitis-b.htm. Accessed May 29, 2024. 2. CDC. Viral hepatitis surveillance report 2022.
https://www.cdc.gov/hepatitis/statistics/2022surveillance/hepatitis-b/table-2.2.htm. Accessed May 29, 2024. 3. Centers for Disease Control and Prevention. Hepatitis B. In: Epidemiology and Prevention of 6
Vaccine-Preventable Diseases. Hall E, Wodi AP, Hamborsky J et al, eds.14™ ed. Washington, DC: Public Health Foundation; 2021. 4. Wong W/ et al. Hepatology. 2021;74:607-626.



https://www.cdc.gov/hepatitis/statistics/2022surveillance/hepatitis-b.htm

Hepatitis B Natural History & Disease Progression

Of those with chronic infection?:

Progression to Chronic Infection?! l:l;l: ~15% of adults
° >90% of infected infants

° ~5% of healthy young adults ﬁé'.' ~25% of children
° ~20% of patients with immune deficiencies die prematurely from cirrhosis or liver cancer

° ~40% of hemodialysis patients

llllllll> LiverCancer mmmmEEEEEEEREN
[} (HCC)

5-10%
of chronically infected 10-17%

within 5 years?

HCC, liver transplant
or liver-related death

~15% ]

B within 5 years? ]

Acute HBV Infection! L]
* Develops in approximately 50% adults at time of initial - . . -
infection memnmnnn liverFailure smmmmmnm

(Decompensation)
* Fulminant hepatitis occurs in 1% to 2%

¢ Fulminant case fatality rate = 63% - 93%

HBV, hepatitis B virus; HCC, hepatocellular carcinoma
1. Adapted from Centers for Disease Control and Prevention. Hepatitis B. In: Epidemiology and Prevention of Vaccine-Preventable Diseases. Hamborsky J, Kroger A, Wolfe S, eds.14th ed. Washington, DC: Public
Health Foundation; 2021. 2. Fattovich G, Bortolotti F, Donato F. J Hepatol. 2008;48(2):335-352. doi:10.1016/j.jhep.2007.11.011



Hepatitis B Complications Contribute to High Healthcare Burden

* Hepatocellular carcinoma (HCC) is one potential
consequence of chronic hepatitis B infection?

* Data from the US Surveillance, Epidemiology
and End Results (SEER) Program estimate
>56,000 HCC cases by 20307

— Up to 50% of patients with HCC worldwide are
infected with HBV?3

1. Pan CQ, et al. Int J Med Sci. 2005;2:36-40. 2. Petrick JL, et al. J Clin Oncol. 2016;34:1787-1794. 3. Xie Y. Adv Exp Med Biol. 2017;1018:11-21. 4. Della Corte C, et al. J Gastroenterol Hepatol. 2014;29:912-919.

i

>51 billion USD spent annually on hepatitis B-
related hospitalizations, excluding indirect
costs (poor quality of life, reduced economic
productivity, long-term disability, and
premature death)*
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Acute Hepatitis B Case Rates, by Age!

Acute Hepatitis B Infections Occur More Frequently in
Age Groups Not Routinely Receiving Hepatitis B Vaccines

Incidence of Acute Hepatitis B by Age Group
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1. CDC. Viral hepatitis surveillance report 2022. https://www.cdc.gov/hepatitis/statistics/2022surveillance/hepatitis-b/figure-2.4.htm. Accessed Nov 7, 2024. 2. CDC. Viral hepatitis surveillance report
2019. https://www.cdc.gov/hepatitis/statistics/2019surveillance/Figure2.4.htm. Accessed Nov 7, 2024.



https://www.cdc.gov/hepatitis/statistics/2019surveillance/Figure2.4.htm

Adults at Risk for HBV Infection

Risk is increased by environmental factors, behavioral activities, and physiological conditions®?

Environmental Behavioral Physiological

° Jobs with blood exposure ° Injectingillegal drugs °  Hemodialysis patients

* Household contact with an ¢ Sex with an HBV-infected * Person with diabetes
HBV-positive person person mellitus

° Patients or workers in ° Sexual activity outside of °  Persons with HIV, chronic
institutions for people with a long-term monogamous liver disease, or those
developmental challenges relationship seeking evaluation or

° Inmates of correctional °  Men who have sex with treatment for a sexually-
facilities men (MSM) transmitted disease

°  Person born in Asia, Africa, ° International travel to areas
and specific nations in the with moderate or high rates
Caribbean, The Americas, of HBV infection

Europe, the South Pacific,
and Middle East

Anyone who is not vaccinated is at risk for hepatitis B infection

HBV, hepatitis B virus; HIV, human immunodeficiency virus

1. Abara WE, et al. Ann Intern Med. 2017; 167:794-805. 2. Centers for Disease Control and Prevention. Hepatitis B. In: Epidemiology and Prevention of Vaccine-Preventable Diseases. Hall E, Wodi AP,
Hamborsky J et al, eds.14™ ed. Washington, DC: Public Health Foundation; 2021. 11



GLOBAL GOAL: Elimination of Viral Hepatitis by 2030

Viral Hepatitis National Strategic Plan: Roadmap to Elimination!

Goal 1: Prevent New Viral Hepatitis Infections

Goal 2: Improve Viral Hepatitis—Related Health Outcomes of People
with Viral Hepatitis

Goal 3: Reduce Viral Hepatitis—Related Disparities and Health o
Hepatitis B is a

Inequities
vaccine preventable
Goal 4: Improve Viral Hepatitis Surveillance and Data Usage disease, and the best way
to prevent hepatitis B is to
Goal 5: Achieve Integrated, Coordinated Efforts That Address the get vaccinated?3

Viral Hepatitis Epidemics among All Partners and Stakeholders

1. Department of Health and Human Services. Viral Hepatitis National Strategic Plan: A Roadmap to Elimination 2021-2025. Available at: https://www.hhs.gov/sites/default/files/Viral-Hepatitis-National-
Strategic-Plan-2021-2025.pdf. Accessed March 26,2024. 2. CDC. Why CDC is working to prevent hepatitis B globally. https://www.cdc.gov/globalhealth/immunization/diseases/hepatitis-b/why/index.html.
Accessed March 26, 2024. 3. CDC. Hepatitis B. https://www.cdc.gov/hepatitis/hbv/index.htm. Accessed March 26, 2024.

12



Hepatitis B Vaccination
Recommendations for US
Adults




ACIP Vaccine Recommendations Have Led to a Decrease in Acute Hepatitis B

Cases, but Numbers Have Plateaued

Hepatitis B Vaccine Recommendations,
Estimated Acute Hepatitis B Cases in the US, 1980-2019!
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Previous age-based
universal vaccination
strategies have led
to lower rates of
hepatitis B infection
among children and
adolescents of all
races and
ethnicities?

Case numbers have
since plateaued,
despite risk-based
recommendations
for adults

*Health care providers, men who have sex with men, injection-drug users, hemodialysis patients, household & sexual partners of persons with chronic hepatitis B, persons in certain

institutional settings, e.g., inmates of long-term correctional facilities.
ACIP, Advisory Committee on Immunization Practices; HBsAg, hepatitis B surface a

ntigen.

1. Doshani M. Evidence to Recommendations Framework: Should all HepB-unvaccinated adults receive hepatitis B vaccination? Presentation to ACIP.
https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-09-29/03-hepb-Doshani-508.pdf. Accessed March 26, 2024. 2. Weng MK, et al. MMWR Morb Mortal Wkly Rep. 2022;71(13):477-483.
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Hepatitis B: Racial and Ethnic Disparities

Rates of hepatitis B infection for children and adolescents of all races and ethnicities converged to a
lower rate when a universal vaccination strategy was implemented for this age group?!
Yet, racial and ethnic disparities remain for adults!?

During 2019, rates of reported acute hepatitis B ranged from a low of 0.3 cases per 100,000 among
Asian/Pacific Islander persons to a high of 1.0 case per 100,000 among non-Hispanic White persons.

The rate of hepatitis B for non-Hispanic Black American adults was up to 3x that of Asian or Pacific
Islander adults and approximately 2x the rate for Hispanic adults

As opposed to universal vaccination, risk-based strategies favor those with3:
Consistent access to preventive health services
Trust to disclose stigmatizing risk factors
Awareness of risk

Health literacy

1. Weng MK et al. MMWR. 2022.71: 477—-483. 2. CDC. Viral hepatitis surveillance report 2019. https://www.cdc.gov/hepatitis/statistics/2019surveillance/HepB.htm. Accessed March 26, 2024. 3. Weng,

M. Universal Adult Hepatitis B Vaccination: Work Group Considerations. Hepatitis Vaccines Work Group, Advisory Committee on Immunization Practices. November 3, 2021. 15



Universal Hepatitis B Vaccination Recommended in Adults

Centers for Disease Control and Prevention

Simplified adult hepatitis B vaccine
recommendations from the ACIP:12

Morbidity and Mortality Weekly Report

Weekly /Vol. 71/ No. 13 April 1,2022

All adults aged 19-59 years should

. o . . Universal Hepatitis B Vaccination in Adults Aged 19-59 Years: Updated
receive he patitis B vaccination Recommendations of the Advisory Committee on Immunization Practices —

United States, 2022

Adults aged >60 years with risk factors Mtk Nen, MDY Mons Db MD', Mlammed A Khun, PO Shaon T, MO, Ko Sl MDY Koy L Moor MD*
for hepatitis B should receive hepatitis B
vaccination

“Removing the risk factor assessment
Adults aged 260 years without known previously recommended to determine
risk factors for hepatitis B may receive vaccine eligibility in this adult age group
hepatitis B vaccination could increase vaccination coverage and

These recommendations do not apply to adults who have completed decrease hepatitis B Cases_”2
a hepatitis B vaccine series in their lifetime or who have a history of

HBYV infection

ACIP, Advisory Committee on Immunization Practices; HBV, hepatitis B virus.

1. Weng M. CDC ACIP presentation. November 2021. https://www.cdc.gov/vaccines/acip/meetings/downloads/slides-2021-11-2-3/02-HepWG-weng-508.pdf. Accessed March 26, 2024. 2. Weng MK, et al. 16
MMWR Morb Mortal Wkly Rep. 2022;71(13):477-483.



ACIP Hepatitis B Vaccination Recommendation:
Adults 260 with Risk Factors

Persons at risk for infection by sexual exposure
* Sex partners of persons testing positive for HBsAg
* Sexually active persons who are not in a long-term, mutually monogamous relationship
* Persons seeking evaluation or treatment for a sexually transmitted infection
* Men who have sex with men

Persons at risk for infection by percutaneous or mucosal exposure to blood
* Persons with current or recent injection drug use
* Household contacts of persons testing positive for HBsAg
* Residents and staff members of facilities for persons with developmental disabilities
* Health care and public safety personnel with reasonably anticipated risk for exposure to blood or blood-contaminated body fluids
* Persons on maintenance peritoneal or hemodialysis, and persons who are predialysis
* Persons with diabetes at the discretion of the treating clinician

* International travelers to countries with high or intermediate levels of endemic hepatitis B virus infection (HBsAg prevalence of 22%)
* Persons with hepatitis C virus infection

* Persons with chronic liver disease

* Persons with HIV infection

* Persons who are incarcerated

ACIP, Advisory Committee on Immunization Practices; HBsAg, hepatitis B surface antigen

Weng MK, et al. MMWR Morb Mortal Wkly Rep. 2022;71(13):477-483.
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HEDIS Adult Immunization Status Measure

What is the Adult Immunization Status (AIS) measure??

* A HEDIS measure that tracks timely and recommended adult vaccines

* Also referred to as the adult composite measure

Vaccines included in the AlS are influenza, pneumococcal, Tdap or Td, herpes zoster, and hepatitis B
- Hepatitis B was added to the AlS as of January 1, 20252

What is the AIS measuring?!

The percentage of members aged >19 years who are up-to-date on recommended routine vaccines for
influenza, pneumococcal, Tdap or Td, herpes zoster, and hepatitis B

How is the newest component of the AlS, hepatitis B, measured??

Adults aged 19-59 are counted toward this measure if they meet any of the following:

°  Received >3 doses of the * Had a HBsAg, anti-HBs, or total anti- °  Have a contraindication for
childhood hepatitis B vaccine, OR HBc test with a positive result, OR hepatitis B vaccine

*  Received a complete hepatitis B * Had a history of hepatitis B illness,
vaccine series at age 219 years, OR OR

AIS, Adult Immunization Status measure; Anti-HBc, hepatitis B core antibody; Anti-HBs, hepatitis B surface antibody; HBsAg, hepatitis B surface antigen; HEDIS, Healthcare Effectiveness Data and Information Set.

1. Adult Immunization Status. https://www.ncga.org/hedis/measures/adult-immunization-status/ Accessed January 9, 2025. 2. HEDIS MY 2025. https://www.ncga.org/blog/hedis-my-2025-whats-new-whats- 18
changed-whats-retired/ Accessed January 9, 2025. 3. NCQA. HEDIS Measurement Year 2025 Volume 2: Technical Specifications for Health Plans.



https://www.ncqa.org/hedis/measures/adult-immunization-status/
https://www.ncqa.org/blog/hedis-my-2025-whats-new-whats-changed-whats-retired/
https://www.ncqa.org/blog/hedis-my-2025-whats-new-whats-changed-whats-retired/

Clinical Guidance for
Updated ACIP Vaccination
Recommendations




Current US Licensed Hepatitis B Vaccines for Adults!

Recommended doses and schedules of hepatitis B vaccines for adults aged > 18 years, by vaccine type and age group

Dose (ug) Schedule

Recombivax HB

18-19 5) 0.5

>
220 = 1 3 doses at 0, 1, and 6 months

Adults on hemodialysis and other

immunocompromised adults aged >20 40 !
Engerix-B
18-19 10 0.5

3 doses at 0, 1, and 6 months
>20 20 1
Adults on hemodle?ly5|s and other 40 2 4 doses at 0, 1, 2, and 6 months
immunocompromised adults aged 220
HEPLISAV-B*
>18 20 0.5 2 doses at 0 and 1 months
Twinrix (HepA-HepB combination vaccine)

3 doses at 0, 1, and 6 months (standard) or 4 doses at day 0, 7, 21-30,

218 20 1

and 12 months (accelerated)
PreHevbrio*"
>18 10 1 3 doses at 0, 1, and 6 months

ACIP, Advisory Committee on Immunization Practices; HepA, hepatitis A; HepB, hepatitis B
*Safety and effectiveness have not been established in adults on hemodialysis.
"Not recommended in pregnancy due to lack of safety data in pregnant persons.?
1. Weng MK, et al. MMWR Morb Mortal Wkly Rep. 2022;71(13):477-483. 2. CDC 2025 Adult Immunization Schedule. https://www.cdc.gov/vaccines/hcp/imz-schedules/adult-age.html, Accessed Dec 20, 2024.

20


https://www.cdc.gov/vaccines/hcp/imz-schedules/adult-age.html

Clinical Guidance — Pregnhancy & Breastfeeding'*

Pregnancy

On September 11, 2024, the FDA approved a request to update the labeling for HepB-CpG
to include human pregnancy datal?

On December 5, 2024, the CDC published updated recommendations for hepatitis B
vaccination in adults?

CDC recommends that providers should vaccinate pregnant persons needing hepatitis B
vaccination with HepB-alum, HepB-CpG, or HepA-HepB!

Data on 3A-HBV are currently insufficient to inform vaccine-associated risks in pregnancy?
Pregnancy testing prior to administration of these products is not recommended*

Breastfeeding3#

Data are not available to assess the effects of HepB-CpG and 3A-HBV on the breastfed
infant or on milk production and excretion3#

However, there is no theoretical risk to the infant and vaccination with any hepatitis B
vaccine product is acceptable®

1. Sandul AL, et al. MMWR Morb Mortal Wkly Rep. 2024;73:1106. 2. HEPLISAV-B [package insert]. Emeryville, CA: Dynavax Technologies Corporation; 2024. 3. Weng MK, et al. MMWR Morb Mortal Wkly 21
Rep. 2022;71(13):477-483. 4. Immunize.org Ask the Experts. https://www.immunize.org/askexperts/experts _hepb.asp, Accessed 25 Apr 2023.



https://www.immunize.org/askexperts/experts_hepb.asp

How Do We Define Seroprotection Following HepB Vaccination?

Vaccine-Induced Seroprotection: a surrogate of clinical protection?

e Persons who have vaccine-induced anti-HBs
levels of >10 mIU/mL after completing a HepB

series are considered seroprotected Vaccine Test Correlate of
o ) Protection
* Immunocompetent persons initially responding Hepatitis B ELISA 10 miu/mL

to a full HepB vaccine series who are later found
to have anti-HBs <10 mIU/mL are thought to
remain protected

* Current data suggest protection from
disease lasts at least 35 years in persons
who achieved seroprotection after
vaccination3

Anti-HBs: antibody to hepatitis B surface antigen
1. Schillie S, et al. MMWR Recomm Rep 2018;67(No. RR-1):1-31. DOI: http://dx.doi.org/10.15585/mmwr.rr6701al 2. Vaccines, CID, 2008:47 (August 1) 3. Bruce MG, et al. Hepatology 2022.

PMID:35320592 https://doi. org/10.1002/hep.32474.
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Antibody (anti-HBs) testing following vaccination: WHO?

Testing for anti-HBs after vaccination is recommended for the following adults?

Health care workers and public safety workers
‘T’ Chronic hemodialysis patients

HIV-infected persons and other immunocompromised individuals

Not recommended following routine adult vaccination

: % ' Sex partners of HBsAg-positive persons

Anti-HBs, antibody to hepatitis B surface antigen; HBsAg, hepatitis B surface antigen
Schillie S, et al. MMWR Recomm Rep 2018;67(No. RR-1):1-31. DOI: http://dx.doi.org/10.15585/mmwr.rr6701al.
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Screening and Testing™® for Hepatitis B Virus Infection
2023 CDC Recommendations

Universal hepatitis B virus (HBV) screening

* HBV screening at least once during a lifetime for adults aged >18 years (new recommendation)
e During screening, test for hepatitis B surface antigen (HBsAg), antibody to HBsAg, and total antibody to
HBcAg (total anti-HBc) (new recommendation)

Screening pregnant persons

e HBV screening for all pregnant persons during each pregnancy, preferably in the first trimester, regardless
of vaccination status or history of testing

e Pregnant persons with a history of appropriately timed triple panel screening and without subsequent risk
for exposure to HBV (i.e., no new HBV exposures since triple panel screening) only need HBsAg screening

Risk-based testing

e Testing for all persons with a history of increased risk for HBV infection, regardless of age, if they might
have been susceptible during the period of increased risk"

* Periodic testing for susceptible persons, regardless of age, with ongoing risk for exposures, while risk for
exposures persists’

*“Screening” refers to conducting serologic testing of asymptomatic persons not known to be at increased risk for exposure to HBV, while “testing” refers to conducting serologic testing of
persons with symptoms or who are identified to be at increased risk for exposure to HBV. "Susceptible persons include those who have never been infected with HBV and either did not
complete a hepatitis B vaccine series per Advisory Committee on Immunization Practice recommendations or who are known to be vaccine nonresponders.

HBsAg, hepatitis B surface antigen; HBcAg (hepatitis B core antigen); HBV, hepatitis B virus.
Conners EE, et al. MMWR Morb Mortal Wkly Rep. 2023:72(1):1-25.



Screening and Testing™® for Hepatitis B Virus Infection
2023 CDC Recommendations

Universal hepatitis B virus (HBV) screening

* HBV screening at least once during a lifetime for adults aged >18 years (new recommendation)
e During screening, test for hepatitis B surface antigen (HBsAg), antibody to HBsAg, and total antibody to
HBcAg (total anti-HBc) (new recommendation)

Screening |n addition, anyone who requests HBV testing should be tested,
regardless of disclosure of risk, because many persons might be
reluctant to disclose stigmatizing risks (new recommendation)

Risk-based testing

e Testing for all persons with a history of increased risk for HBV infection, regardless of age, if they might
have been susceptible during the period of increased risk"

* Periodic testing for susceptible persons, regardless of age, with ongoing risk for exposures, while risk for
exposures persists’

*“Screening” refers to conducting serologic testing of asymptomatic persons not known to be at increased risk for exposure to HBV, while “testing” refers to conducting serologic testing of
persons with symptoms or who are identified to be at increased risk for exposure to HBV. "Susceptible persons include those who have never been infected with HBV and either did not
complete a hepatitis B vaccine series per Advisory Committee on Immunization Practice recommendations or who are known to be vaccine nonresponders.

HBsAg, hepatitis B surface antigen; HBcAg (hepatitis B core antigen); HBV, hepatitis B virus.
Conners EE, et al. MMWR Morb Mortal Wkly Rep. 2023:72(1):1-25.
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I EEE———————————————S
Risk-Based Testing for Hepatitis B Virus Infection
2023 CDC Recommendations

Risk-based testing

 Testing for all persons with a history of increased risk for HBV infection, regardless of age, if they might have been susceptible* during the period

of increased risk

e Periodic testing for susceptible persons*, regardless of age, with ongoing risk for exposures, while risk for exposures persists. Frequency of periodic

testing should be a shared decision between the patient and provider and based on individual risk factors, including age and immune status.

Persons and activities, exposures, or conditions associated with an increased risk for HBV infection

Infants born to pregnant persons who are HBsAg positive
Persons born in regions with HBV infection prevalence of 22%

U.S.-born persons not vaccinated as infants whose parents
were born in regions with HBV infection prevalence of 28%

Injection drug use

Incarceration in a jail, prison, or other detention setting
(new recommendation)

HIV infection
Hepatitis C virus infection (new recommendation)

Men who have sex with men

Sexually transmitted infections or multiple sex partners
(new recommendation)

Household contacts of persons with known HBV infection

Needle-sharing or sexual contacts of persons with known HBV
infection

Maintenance dialysis, including in-center or home
hemodialysis and peritoneal dialysis

Elevated alanine aminotransferase or aspartate
aminotransferase levels of unknown origin

Persons who request HBV testing (new recommendation)

*Susceptible persons include those who have never been infected with HBV and either did not complete a hepatitis B vaccine series per Advisory Committee on Immunization Practice
recommendations or who are known to be vaccine nonresponders.
ACIP, Advisory Committee on Immunization Practices; HBsAg, hepatitis B surface antigen; HBV, hepatitis B virus; HIV, human immunodeficiency virus.
Conners EE, et al. MMWR Morb Mortal Wkly Rep. 2023;72(1):1-25.




Hepatitis B Vaccination & Screening
Considerations for Implementing ACIP & CDC Recommendations

Vaccination for Adults?

The ACIP recommends hepatitis B vaccination for all previously unvaccinated adults 19-59 years of age, and
for adults 60 years and older with risk factors. Adults 60 years and older without risk factors should be
offered vaccination.

Persons who have not completed a hepatitis B vaccine series or with unknown status should be vaccinated

One-Time Screening for Adults?

The CDC recommends that all adults 18 years and older should be screened for hepatitis B virus once during
a lifetime. During screening, test for HBsAg (hepatitis B surface antigen), anti-HBsAg (hepatitis B surface
antibody), and total anti-HBc (antibody to hepatitis B core antigen).

If screening and vaccinating at the same visit, providers should draw blood before vaccination
Providers do not need to wait for the serologic testing results to administer the first or next dose of vaccine

In settings where screening is not feasible or the patient declines, vaccination should be provided according
to ACIP recommendations. Screening should continue to be offered at future visits.

Screening should not be a barrier to hepatitis B vaccination, especially in populations that have decreased
engagement with or access to health care
ACIP, Advisory Committee on Immunization Practices

27
1. Weng MK, et al. MMWR Morb Mortal Wkly Rep. 2022;71(13):477-483. 2. Conners EE, et al. MMWR Morb Mortal Wkly Rep. 2023;72(1):1-25.



Universal Hepatitis B
Vaccine Recommendations:
Considerations for
Implementation




Majority of US Adults Are Missing Routine Vaccinations

DEhEh

Just over half (56%) of general
internists and family physicians
reported assessing vaccination
status at every visit, according to
a survey of US HCPs!?

HCP, healthcare provider

L

At least 3 out of every 4 adults
are missing one or more
routinely recommended

vaccines, a rate made worse by
the COVID-19 pandemic?

~37.1/

Million doses of recommended
vaccines missed by adolescents
and adults in one analysis from
January 2020-July 2021, during
the COVID-19 pandemic3

1. Hurley LP, et al. Am J Prev Med.2020;59(3):e95-e103. 2. CDC. Strategies for Increasing Adult Vaccination Rates. https://www.cdc.gov/vaccines/hcp/adults/for-practice/increasing-vacc-rates.html. Accessed
March 27, 2024. 3. Avalere Health. Declines in Routine Adult and Teen Vaccinations Continued in 2021. January 10. 2022. https://avalere.com/insights/declines-in-routine-adult-and-teen-vaccinations-
continued-in-2021. Accessed March 27, 2024. 29



Adult Hepatitis B Vaccination Coverage Rates Are Low

Approximately 30% of adults aged 19 and older have received a hepatitis B vaccine series

Hep B vaccination coverage among Hep B vaccination coverage among persons at increased
adults, by age (>3 doses), 2018* risk, by risk factor (>3 doses), 2018*
100 Adults with Diabetes, age 19-59

years

Chronic Liver Disease ﬂ
Travelers to HBV endemic m
30 settings
19.1
. Health Care Personnel

19-49 years >50 years >19 years

50 40.3

Vaccine coverage rate

(@]

Vaccine coverage rate

*Hepatitis B vaccine coverage rates among US adults were estimated based on the results of the 2018 National Health Interview Survey that sampled 25,207 adults.
Weng MK, et al. MMWR Morb Mortal Wkly Rep. 2022;71(13):477-483.

50 100
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Strategies to Support Adult Hepatitis B Vaccine Implementation

el Patient Identification

¢ With the universal recommendations for hepatitis B vaccination in adults, patient identification is no
longer primarily linked to high-risk behaviors or underlying medical condition?

ey Minimize Missed Opportunities

e Utilize standing orders, reminders in electronic health records, and immunization information systems to
ensure patients initiate and complete a hepatitis B vaccine series?*

Strong Recommendation from Health Care Provider

* A recommendation from a trusted healthcare provider is a key driver for vaccine receipt?*

mmme A Focus on Series Completion

* Hepatitis B vaccination schedules are multi-dose series, and completing the series is important to achieve
protective immunity?!

* When needed, leverage alternate vaccination providers including pharmacies, public health clinics, and
community health centers*

1. Weng MK, et al. MMWR Morb Mortal Wkly Rep. 2022;71(13):477-483. 2. CDC. Overview: a series on standards for adult immunization practice. https://www.cdc.gov/vaccines/hcp/adults/downloads/standards-
immz-practice.pdf. Accessed March 27, 2024. 3. CDC. Strategies for increasing adult vaccination rates. https://www.cdc.gov/vaccines/hcp/adults/for-practice/increasing-vacc-rates.html. Accessed March 27, 202431
4. Anderson EL. Mo Med. 2014;111(4):344-348.



HepB Vaccine Series Completion Rates
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Studies on 3-dose HepB vaccines

Y

Y

Studies on 2-dose & 3-dose HepB vaccines

For most people, seroprotection is not achieved until the series is completed

*N=134 for HepB-CpG and N=99,560 for 3-dose HepB vaccine. After 1 year, 42.5% of HepB-CpG initiators and 33.2% of 3-dose HepB vaccine initiators had completed the series.

Adherence (receipt of all doses within the timeframes specified by the vaccine label’s dosing schedule) was 32.2% for HepB-CpG and 14.3% for 3-dose HepB vaccine.

tAt 3 months following recommended dosing schedule, 44.7% of HepB-CpG initiators and 26.1% of HepB-alum initiators completed the series

1. Gunn RA, et al. Sex Transm Dis. 2007;34(9):663-668. 2. Nelson J, et al. Am J Public Health. 2009;99:5389-5397. 3. Trantham L, et al. Vaccine. 2018;36(35):5333-5339. 4. Bridges CB, et al. Vaccine. 2019;37(35):5111-
5120. 5. Ghaswalla PK, et al. Hum Vaccin Immunother. 2018;14(11):2780-2785. 6. LaMoriJ, et al. PLOS One. 2022;17(2):e0264062. 7. Bruxvoort K, et al. JAMA Netw Open. 2020;3(11):€2027577. 8. Mast EE, et al.
MMWR Recomm Rep. 2006;55(RR-16):1-33.



Conclusions




Why Catch Adults Up on Hepatitis B Vaccination Now?

The US Department of Health and Human Services has a goal to eliminate viral hepatitis as
a public health threat by 20301!

Routine vaccination of children has significantly reduced the rates of hepatitis B infection
in children and adolescents in the US?

Most of the remaining hepatitis B disease burden in the US rests in adults aged 30-593

For about 75% of acute hepatitis B cases in 2022, there were no identified risk factors.*

Vaccination is the best way to prevent hepatitis B>

Catch-up vaccination of adults can prevent new cases of hepatitis B,

help reduce the burden of disease, and bring the US closer to its elimination goals

1. Department of Health and Human Services. Viral Hepatitis National Strategic Plan: A Roadmap to Elimination 2021-2025. https://www.hhs.gov/sites/default/files/Viral-Hepatitis-National-Strategic-Plan
2021-2025.pdf. Accessed Oct 16,2024. 2. Weng MK, et al. MMWR Morb Mortal Wkly Rep. 2022;71(13):477-483. 3. CDC. Viral hepatitis surveillance report 2022.

https://www.cdc.gov/hepatitis/statistics/2022surveillance/hepatitis-b/table-2.2.htm. Accessed Oct 16, 2024. 4. CDC Viral Hepatitis Surveillance Report, 2022. 35
https://www.cdc.gov/hepatitis/statistics/2022surveillance/hepatitis-b/figure-2.7.htm. Accessed Oct 16, 2024. 5. CDC. Hepatitis B. https://www.cdc.gov/hepatitis/hbv/index.htm. Accessed Oct 16, 2024.
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