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Abbreviations and acronyms

AIDS: Acquired Immunodeficiency Syndrome
ALT: Alanine Aminotransferase

ANC: Antenatal Care

Anti-HBe: Hepatitis B e-Antibody

Anti-HBs: Hepatitis B Surface Antibody

APRI: Aspartate aminotransferase-to-Platelet Ratio Index

ART: Antiretroviral Therapy

ARV: Antiretroviral

AST: Aspartate Aminotransferase

EPI: Expanded Programme on Immunization
EVT: Elimination of Vertical Transmission

FHB: Family Health Bureau

HBIG: Hepatitis B Immune Globulin

HBeAg: Hepatitis B e-Antigen

HBsAg: Hepatitis B Surface Antigen

HBV: Hepatitis B Virus

HBV DNA: Hepatitis B Virus Deoxyribonucleic Acid
HCV: Hepatitis C Virus

HIV: Human Immunodeficiency Virus

ICNO: Infection Control Nursing Officer.

LFT: Liver Function Test

LMP: Last Menstrual Period

MOH: Ministry of Health

MTCT: Mother-to-Child Transmission

NSACP: National STD/AIDS Control Programme
PCR: Polymerase Chain Reaction

PEP: Post-Exposure Prophylaxis

PMTCT: Prevention of Mother-to-Child Transmission
STD: Sexually Transmitted Disease

STI: Sexually Transmitted Infection

TDF: Tenofovir Disoproxil Fumarate

VDRL: Venereal Disease Research Laboratory

WHO: World Health Organization



1. Introduction

1.1 Background on Hepatitis B in Pregnancy

Hepatitis B virus (HBV) infection is a major global public health concern, especially in the Asia-
Pacific region. Vertical transmission from mother to child is a key route of HBV spread in high-
prevalence settings and accounts for a significant proportion of chronic infections. If left
untreated, chronic HBV can lead to cirrhosis, liver failure, and hepatocellular carcinoma later
in life. During pregnancy, infected mothers may remain asymptomatic, and without
intervention, there is up to a 90% risk of transmission to the infant. Timely screening and
appropriate interventions during antenatal care can drastically reduce vertical transmission
and prevent chronic HBV infections in children.

1.2 Importance of Triple Elimination (HIV, Syphilis, HBV)

The WHO global health sector strategy promotes the elimination of vertical transmission
(EVT) of HIV, syphilis, and hepatitis B as a public health priority. Integrating HBV into existing
EVT programs offers an efficient and cost-effective approach, utilizing the same infrastructure
and health system platforms. Achieving triple elimination ensures improved maternal and
child health outcomes, reduces the burden of chronic infections, and aligns with the
Sustainable Development Goals (SDGs), particularly the targets related to ending epidemics
of communicable diseases by 2030.

1.3 Goals and Objectives of the Guideline

The primary goal of this guideline is to provide evidence-based recommendations for the
prevention, diagnosis, and management of hepatitis B infection among pregnant women,
with a focus on eliminating vertical transmission. The specific objectives include:

e Standardizing antenatal HBV screening practices

e Defining clear management protocols for HBsAg-positive pregnant women

e Ensuring timely interventions such as antiviral therapy and birth-dose vaccination
e Strengthening postnatal follow-up of both mother and infant

e Supporting integration into existing MCH and EVT frameworks

1.4 Target Audience

This guideline is intended for all healthcare professionals involved in maternal and child
health, including but not limited to:

e Clinicians and medical officers at STD clinics, hospitals and maternity units

e Medical Officers of Health (MOHs) and public health midwives



e Nurses and midwives in antenatal and postnatal care
e STD clinic staff involved in EVT services

e Program managers and policymakers at national and district levels
The document aims to guide clinical decisions, program implementation, and policy
development to ensure a coordinated response to eliminate vertical transmission of

hepatitis B.



2. Epidemiology of Hepatitis B in Pregnancy

2.1 Global and Regional Prevalence

Globally, an estimated 296 million people were living with chronic hepatitis B infection in
2022, with approximately 1.5 million new infections occurring each year. The highest burden
is seen in the Western Pacific and African regions, where prevalence among the general
population often exceeds 5%. In the South-East Asia region, including Sri Lanka, HBV is
classified as intermediate endemicity (2-5%). Despite the availability of effective vaccines,
hepatitis B remains a leading cause of chronic liver disease and liver cancer worldwide.

2.2 Hepatitis B in Sri Lanka

Sri Lanka is considered to have intermediate HBV prevalence, with HBsAg positivity ranging
from 1% to 3% in various studies. Among pregnant women, surveillance data and local
studies suggest prevalence is very low but may be underestimated due to limited routine
antenatal screening. Hepatitis B remains an important public health concern, particularly in
the context of EVT. Universal infant vaccination introduced in 2003 has significantly reduced
the burden among children, but vertical transmission remains a potential risk in the absence
of birth-dose vaccination.

2.3 Modes of Transmission
Hepatitis B virus is transmitted through contact with infected blood or body fluids. The main
modes of transmission include:

e Perinatal transmission: From an infected mother to her newborn at the time of
delivery. This is the most common route in high-burden settings.

e Horizontal transmission: Especially among children through minor cuts, household
contact, or shared items.

e Sexual transmission: Through unprotected intercourse with an infected partner.

e Parenteral transmission: Via unsafe injections, transfusions, or intravenous drug use.
Understanding these routes is key for prevention and counseling during antenatal
care.

2.4 Risk of Vertical Transmission (VT)
Without preventive interventions, the risk of vertical transmission ranges from 10% to 90%,
depending on maternal HBV markers:

e 90% if the mother is both HBsAg and HBeAg positive

e 30-50% if HBsAg-positive but HBeAg-negative
Infants infected at birth have a 90% risk of developing chronic infection, leading to a high



lifetime risk of cirrhosis or hepatocellular carcinoma. However, this risk can be reduced to less
than 5% with timely birth-dose vaccination, hepatitis B immunoglobulin (HBIG) (if available),
and maternal antiviral therapy in late pregnancy for high viral loads.



3. Screening and Diagnosis in Pregnant Women

3.1 Timing of Screening (First ANC Visit)

All pregnant women should be routinely screened for hepatitis B at their first antenatal care
(ANC) visit, ideally during the first trimester. Early identification of hepatitis B surface antigen
(HBsAg)-positive mothers enables timely planning for appropriate management, including
referral, initiation of antiviral therapy if indicated, and arrangements for neonatal prophylaxis
at birth

3.2 Referral flow system of pregnant women from ANC clinic to STD

1. At ANC Clinic;

All pregnant women are screened for Hepatitis B, HIV, and syphilis as part of routine antenatal
care at MOH or hospital ANC clinics. (A 5-cc blood sample is sent to the STD clinic laboratory
for testing)

If a pregnant woman tests positive for Hepatitis B, HIV, or syphilis, the STD clinic immediately
informs the MOH and requests that the PW be referred to the STD clinic.

2. Client Communication:
The pregnant woman is informed sensitively and confidentially about the need for further

evaluation and management at the STD clinic.

3. STD Clinic Visit:
The STD clinic conducts a comprehensive clinical evaluation, provides counseling, initiates
partner notification, and manages the case according to national guidelines.

Referrals are arranged to gastroenterologist and VOG (obstetrics and gynecology).

3.1. Confirmatory Testing for Hepatitis B:

A repeat Hepatitis B Rapid Diagnostic Test (RDT) or enzyme immunoassay is performed,
along with Hepatitis B serology profile and molecular testing for confirmation.
3.2. Feedback to MOH or Hospital ANC Clinic:

The STD clinic provides feedback to the referring MOH regarding the diagnosis,
treatment plan, and follow-up arrangements.



Figure 1: Hepatitis-B testing algorithm for pregnant women in Sri Lanka
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The initial screening test for Hepatitis B is the hepatitis B surface antigen (HBsAg), which
indicates a current HBV infection.

3.3 Recommended Tests

For women who test HBsAg-positive, a complete Hepatitis B panel should be performed for
further evaluation and clinical management.



The panel includes:

e HBeAg (Hepatitis B e antigen): Helps assess infectivity and the risk of vertical
transmission (VT).

e HBV DNA quantification: Provides a direct measure of viral load and is critical in
determining eligibility for antiviral therapy, especially if the viral load is >200,000
U/mL.

e Anti-HBs (hepatitis B surface antibody): Used to assess immunity status.

e Anti-HBc (hepatitis B core antibody): Indicates past or ongoing HBV infection.

3.4 Interpretation of Serological Markers

Understanding the different HBV serological markers is essential for diagnosis and

management:
e HBsAg positive: Indicates current infection (acute or chronic).
e HBeAg positive: Suggests high viral replication and increased infectivity.

e HBV DNA >200,000 IU/mL: Indicates high risk for vertical transmission; antiviral
therapy should be considered.

e Anti-HBs positive: Indicates immunity (either from vaccination or past infection).

e Anti-HBc positive: Indicates past or ongoing infection.
Proper interpretation guides both clinical decision-making and counseling.

3.5 Repeat Testing in Late Pregnancy (If needed)

In settings where HBsAg testing is not done early in pregnancy, or if the mother is at
continued risk (e.g., high-risk behavior, household contact with HBV-positive individuals),
repeat testing in the third trimester (around 28-32 weeks) may be considered. This is also the
window where HBV DNA testing or HBeAg assessment is recommended for HBsAg-positive
women, to determine if antiviral therapy should be initiated for prevention of VT.



4. Clinical Assessment and Monitoring

4.1

Clinical Evaluation of HBsAg-Positive Women

Once a pregnant woman is identified as HBsAg-positive, a detailed clinical evaluation should

be conducted to assess her overall health and identify any signs of liver disease. This includes:

A complete medical and family history, particularly of liver disease, jaundice, or cancer

Assessment of risk factors (e.g., history of blood transfusions, surgeries, IV drug use,
or sexual exposure)

A focused physical examination for signs of chronic liver disease such as jaundice,
hepatomegaly, splenomegaly, or ascites.

This evaluation helps determine if she requires further investigation, treatment, or referral.

4.2 Assessment of Liver Function and Disease Stage

Key laboratory tests to assess the infection status and guide management include:

4.3

Clinical examination and ALT levels to assess hepatic inflammation
liver function tests (LFTs) assess overall hepatic health.

Full blood count (FBC)

PT/INR

Ultrasound scan for signs of fibrosis or cirrhosis

Non-invasive fibrosis markers (e.g., APRI or FIB-4 scores), where applicable
Staging guides long-term management decisions beyond pregnancy and helps
identify women who need lifelong monitoring or treatment.

Fibro scan (when applicable)

Immediate Referral Criteria to Specialist Care

Immediate referral to a hepatologist or infectious disease specialist is recommended in the

following situations:

Elevated ALT with or without symptoms

HBV DNA >200,000 IU/mL or HBeAg positive requiring antiviral therapy
Evidence or suspicion of liver cirrhosis or liver failure

Co-infections with HIV, HCV, or HDV

Women with family history of hepatocellular carcinoma

Need for long-term HBV management beyond the postpartum period
Early referral ensures appropriate care, including antiviral treatment and monitoring
after delivery



5. Management of Hepatitis B During Pregnancy

5.1 Antiviral Therapy Indications

Antiviral therapy during pregnancy is primarily aimed at preventing vertical transmission (VT)
of hepatitis B. WHO recommends initiating treatment in HBsAg-positive pregnant women
who meet the following criteria:

e HBV DNA >200,000 IU/mL (5.3 log10 IU/mL)

e |f HBV DNA testing is unavailable, HBeAg positivity may be used as a proxy for high
viral load.

Antiviral treatment is not typically indicated solely for maternal health during pregnancy
unless there is advanced liver disease.

5.2 Recommended Antivirals

The first-line antiviral recommended during pregnancy is:

¢ Tenofovir disoproxil fumarate (TDF) 300 mg once daily
TDF is preferred due to its potent antiviral activity, safety profile, and low risk of resistance. It
is well-tolerated in pregnancy and is also effective against HIV, offering dual benefit if co-
infection is present.

Other antivirals such as lamivudine or telbivudine are considered alternatives if TDF is not
available, though they have lower resistance barriers.

5.3 Timing of Initiation (24-28 Weeks)

Antiviral therapy should be initiated between 24 and 28 weeks of gestation for women who
meet treatment criteria.

e This timing allows for sufficient viral suppression before delivery, which significantly
reduces the risk of perinatal HBV transmission.

e Therapy is usually continued until delivery or up to 12 weeks postpartum, depending
on the clinical context and specialist recommendation.



Figure 2: Algorithm on use of antiviral prophylaxis for prevention of Vertical transmission in

pregnant women with Hepatitis B (at 28 weeks POA)
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5.4 Assessment of eligibility for long term treatment in pregnant women

1. Significant fibrosis ( =F2) or Cirrhosis (F4) (regardless of HBV DNA or ALT levels)
e Clinical criteria for cirrhosis

e Non-invasive tests: APRI >0.5 or transient elastography >7 kPa (adults)
or

2. HBV DNA >2000 IU/mL and ALT level > ULN
or
3. Presence of any of the following

e Co-infection (eg: HIV, HDV,HCV) : Family history of liver cancer or cirrhosis :Immune
suppression.

e Comorbidities (eg. Diabetes, metabolic dysfunction-associated steatotic liver
disease);

e Extrahepatic manifestations (eg, glomerulonephritis or vasculitis).
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5.5 Monitoring During Therapy

Women on antiviral therapy should be monitored regularly during the antenatal period:

Adherence to therapy and side effects should be assessed at each ANC visit.

Renal functions (serum creatinine, eGFR) should be checked before starting TDF and
monitored.

ALT/ AST levels, Serum Creatinine and Serum Electrolytes need to be followed up
every 3 months during pregnancy and every 6 months post-partum.

Clinical signs of liver decompensation or drug toxicity should be monitored.

Ongoing monitoring supports safe continuation of therapy and early detection of
complications.

5.6 Safety of Antivirals in Pregnancy

Tenofovir disoproxil fumarate (TDF) is considered safe and effective during pregnancy:

It has been widely used in HIV-infected pregnant women with no increased risk of
birth defects.

TDF is classified as FDA pregnancy category B and is endorsed by WHO for use in
the third trimester.

There is no need to discontinue breastfeeding while on TDF, as drug levels in breast
milk are minimal and not harmful to the infant.

Infants exposed in utero should be followed as per national guidelines.

11



6. Management of Infant Exposed to Hepatitis B

6.1 Birth-Dose HBV Vaccination

The single most effective intervention to prevent vertical transmission (VT) of hepatitis B is
the administration of the first dose of the hepatitis B vaccine within 24 hours of birth, ideally
within the first 12 hours.

e This monovalent birth-dose vaccine acts as post-exposure prophylaxis.

e Timely birth-dose can reduce the risk of transmission by over 90%.

6.2 HBIG Administration

Hepatitis B Immunoglobulin (HBIG) provides passive immunity and is recommended in
addition to the birth-dose vaccine for infants born to HBsAg-positive mothers. HBIG should
be given as a single intramuscular dose (typically 100 1U) within 12-24 hours of birth.

6.3 Efficacy of Combination Interventions - HBV PMTCT

HBIG or no-HBIG?

WHO has no specific recommendation on the use of HBIG or targeted immunization
strategies (such as targeted birth dose or targeted childhood series

Intervention type Protective efficacy in PMTCT

HBV-TBD 70-95%

HBV-TBD + HBIG 924%

HBV-TBD + complete Hepatitis B vaccination series >95%

HBV-TBD + complete Hepatitis B vaccination series +

O,
maternal antiviral prophylaxis + HBIG >98%

>98%, studies on HBIG-free
regimens report effectiveness
and non-inferiority+

HBV-TBD + complete Hepatitis B vaccination series +
maternal antiviral prophylaxis, without HBIG

HBV-TBD = Hepatitis B timely birth dose within 24 hours; HBIG = Hepatitis BImmunoglobulin

+Pan CQ, Dai E, Mo Z, et al. Tenofovir and Hepatitis B Virus Transmission During Pregnancy: A Randomized Clinical
Trial. JAMA. 2025;333(5):390-399.

Segeral O, Keang C, et al. Inmunoglobulin-free strategy to prevent HBV mother-to-child transmission in Cambodia (TA-
PROHM): a single-arm, multicentre, phase 4 trial. The Lancet Infectious Diseases, 2022, Volume 22, Issue 8, 1181 - 1190
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Maternal antiviral prophylaxis with Tenofovir during pregnancy plays a critical role in
preventing mother-to-child transmission (MTCT) of hepatitis B, particularly among women
with high viral loads. The randomized clinical trial by Pan et al. (2025) demonstrated that
initiating Tenofovir in the third trimester significantly reduces vertical transmission, even when
standard infant prophylaxis (hepatitis B vaccine with or without HBIG) is provided. The study
also confirmed the safety of Tenofovir for both mother and infant, supporting its use as a
standard intervention for high-risk pregnancies.

Complementing this, the TA-PROHM study by Segeral et al. (2022) showed that an
immunoglobulin-free strategy can be effective in preventing MTCT. The combination of
maternal Tenofovir and timely birth-dose hepatitis B vaccination resulted in very low
transmission rates, suggesting that HBIG may not be essential in settings where it is
unavailable or unaffordable, provided that antiviral therapy and vaccination coverage are
optimized.

Overall, these findings support the initiation of Tenofovir for all pregnant women with
hepatitis B where HBIG is not available, along with ensuring a timely birth-dose vaccination
and completion of the full vaccination course.

6.4 Routine Childhood HBV Immunization Schedule

After the birth dose, the infant should complete the full hepatitis B immunization schedule,
which in Sri Lanka is part of the pentavalent vaccine (DTP-HepB-Hib) given at the age of:

e 8 weeks (2 months),
e 16 weeks (4 months),

e 24 weeks (6 months).
Completion of this 4-dose schedule (birth dose + 3 pentavalent doses) provides over 95%
protection against HBV.

Timely and complete vaccination is essential, especially for infants born to HBsAg-positive
mothers.

6.5 Breastfeeding Recommendations
Breastfeeding is safe and strongly encouraged for all mothers, including those who are
HBsAg-positive:

e There is no evidence that breastfeeding increases the risk of HBV transmission to the
infant, provided the infant receives the birth-dose vaccine.

e Antiviral therapy (e.g., Tenofovir) in the mother does not contraindicate breastfeeding,
as drug levels in breast milk are low and not harmful to the baby.

e Breastfeeding offers significant health benefits and supports maternal-infant bonding.

13



7. Postpartum Follow-Up

7.1 Discontinuation or Continuation of Antivirals

For mothers who received antiviral therapy during pregnancy (e.g., Tenofovir):

e In most cases, treatment can be discontinued after delivery or within 12 weeks
postpartum, especially if started solely for prevention of VT.

e However, if the mother has evidence of active liver disease or meets criteria for chronic
HBV treatment, ongoing therapy may be needed.

e In special cases where HBIG is not given to the baby, continuation of maternal
treatment can be considered until the infant completes hepatitis B immunization (at 6
months of age).

All HBsAg-positive women should receive continued follow-up postpartum with linkage to
gastroenterologist care for long-term hepatitis services for regular monitoring and treatment.

7.2 Infant Follow-Up

7.2.1 Serological Testing (Anti-HBs, HBsAg) at 12 Months

All infants born to HBsAg-positive mothers should undergo post-vaccination serological
testing at 12 months of age to assess the success of immunization:

e Anti-HBs =10 mlU/mL: Indicates protective immunity
e HBsAg negative, Anti-HBs negative: Non-responder — revaccination recommended

e HBsAg positive: Indicates infection — refer to pediatric evaluation and care

7.2.2 Management of Infants who test HBsAg positive
Infants who test HBsAg positive should be:
e Referred to pediatric or gastroenterologist care for monitoring and follow-up

e Enrolled in long-term care to assess for liver disease for infants with no or inadequate
response to the vaccine, a 3-dose revaccination series should be given, followed by
retesting

7.3 Immunization Catch-Up for Missed Doses

If an infant misses any scheduled hepatitis B vaccine dose:
e The missed dose should be given as soon as possible, without restarting the series.
e Ensure the child completes all required doses to provide long-term protection.

e Record keeping and follow-up reminders are essential to ensure full immunization,
especially for infants born to HBsAg-positive mothers.

14



8. Infection Prevention and Control

8.1 Universal Precautions During Delivery
All healthcare providers should follow standard (universal) precautions during labor and
delivery, regardless of a woman'’s HBV status.
e Use of personal protective equipment (PPE) such as gloves, gowns, and eye protection
e Safe handling of sharps and disposal of contaminated materials

e Immediate cleaning of spills with disinfectants (e.g., 0.5% chlorine solution)
These measures help prevent the transmission of HBV and other bloodborne
infections to healthcare workers and other patients.

8.2 Safe Handling of Blood and Body Fluids

HBV is present in blood, vaginal secretions, and other body fluids.
e All body fluids should be treated as potentially infectious.

e Proper hand hygiene, safe venipuncture techniques, and disinfection protocols should
be strictly followed in all maternity and clinical settings.

e Sterile equipment must be used for all procedures, and contaminated items must be
disposed of or sterilized properly.

8.3 Counseling to Reduce Horizontal Transmission
HBV can be transmitted through close contact within households, especially when personal
items like razors or toothbrushes are shared.

e Mothers should be counseled to avoid sharing personal items and to maintain good
hygiene practices.

e All household members should be screened for HBV and vaccinated if susceptible.

e Special attention should be given to siblings and other caregivers of the infant.
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9. Counseling and Education

9.1 Pre- and Post-Test Counseling

Counseling should be provided before and after HBV testing to ensure understanding and
support:

e Pre-test counseling includes information on HBV, transmission, testing process, and
implications of results.

e Post-test counseling should include interpretation of results, emotional support, and
discussion of next steps (e.g., referral, infant vaccination, follow-up). This process
helps reduce anxiety, promote informed decision-making, and encourage adherence
to care.

9.2 Disclosure, Stigma, and Confidentiality

HBV-positive women often fear stigma and discrimination.
e They should be assured of strict confidentiality regarding their diagnosis.

e Counseling should help them make informed choices about disclosure to partners
and family, when they are ready.

e Healthcare workers must be trained to provide non-judgmental, respectful care and
to combat stigma.

9.3 Education on Transmission and Prevention

Patients and families should be educated on:
e Modes of HBV transmission (perinatal, sexual, blood)
e Prevention strategies, including vaccination, safe sex practices, and hygiene measures
e The importance of timely infant vaccination and follow-up testing.

e Education improves understanding, reduces fear, and empowers women to take
preventive actions.

9.4 Partner and Household Screening and Vaccination

All sexual partners and household contacts of HBsAg-positive women should be:
e Offered HBV screening (HBsAg, anti-HBs)
¢ Vaccinated if they are non-immune (anti-HBs <10 mIU/mL)

This helps prevent horizontal and sexual transmission of HBV and protects other family
members, contributing to broader public health goals.

16



10. Health System Strengthening

10.1 Integration with Maternal and Child Health (MCH) Services

Integrating hepatitis B screening and management into existing MCH services ensures
efficient use of resources and wider coverage.

e HBV screening should be part of the routine antenatal care package alongside HIV
and syphilis testing.

e Integration supports timely diagnosis, maternal care, birth-dose vaccination, and
follow-up of both mother and infant.

e Collaboration between STD clinics, MOH offices, and maternity units is essential for
continuity of care and successful EVT.

10.2 Capacity Building of Health Workers
Effective hepatitis B prevention and management requires ongoing training of healthcare
workers, including:
e Midwives, nurses, and MCH staff on screening protocols, counseling, and vaccination
e Clinicians on antiviral management during pregnancy

e Laboratory staff on test handling and interpretation
Building capacity at all levels ensures quality services and empowers staff to deliver patient-
centered care.

10.3 Laboratory Capacity and Supply Chain for HBV Tests and Antivirals

Robust laboratory infrastructure and uninterrupted supply chains are essential for:
e Timely testing (HBsAg, HBeAg, ALT, HBV DNA)
e Availability of birth-dose vaccines, HBIG, and antiviral drugs like Tenofovir

e Systems must be in place for forecasting, procurement, and distribution to ensure no
stockouts occur, especially in high-burden areas.
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11.

Epidemiology Linkages in Hepatitis B Pregnancy Care

11.1 Activities to be done in the event where pregnant mothers found to be

18

positive for Hepatitis B

Please notify the area MOH (pregnant mothers’ residence) using the Notification of
communicable disease form (H544) format.

. At the same time inform the ICNO of the hospital where pregnant mother is going

deliver her baby.

a. ICNO is expected to make sure the Hepatitis B vaccine is available in the hospital
at the time of delivery, to provide to the newborn within first 24 hours. If the
Hepatitis B vaccine is not available at the hospital, ICNO is expected to liaise with
the Regional Epidemiologist (RE) and organize to get the vaccine to the hospital
well ahead of the delivery from the National Epidemiology Unit.

b. Once the mother is admitted to the hospital (for delivery or for other reason),
ICNO is expected to collect the details to the hospital-based quarterly Hepatitis
B return and send them to the Epidemiology Unit.



12. Monitoring and Evaluation Indicators

Establishing and tracking key indicators is crucial for program improvement and
accountability. Examples include:

e Proportion of pregnant women screened for HBsAg

e Percentage of HBsAg-positive women receiving antivirals (if eligible)
e Rate of birth-dose vaccination within 24 hours

e Percentage of exposed infants tested at 9-12 months

Regular data collection, analysis, and feedback support evidence-based policy and resource
allocation.

19



13.

Legal and Ethical Considerations

13.1 Informed Consent for Testing and Treatment

Women must be provided with clear, understandable information about HBV testing and

treatment options.

Informed consent should be obtained before testing.
Counseling must explain implications, benefits, and follow-up needs.

Consent for treatment (e.g., Tenofovir) must also respect the woman'’s autonomy and
rights.

13.2 Rights of Women and Confidentiality

All services must uphold the privacy and dignity of pregnant women:

Test results and health information must be confidential and shared only with consent.
Care must be provided in a non-discriminatory and respectful manner.

Women should feel safe to disclose their status without fear of social or legal
consequences.

13.3 Protection Against Discrimination

Women living with hepatitis B are vulnerable to stigma and discrimination, which can

discourage care-seeking.

20

Health systems must ensure equity in access to screening, treatment, and support.

Policies and training should promote inclusion, reduce bias among healthcare
workers, and protect women from violations of rights in healthcare or community
settings.
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Annexure 1: ANC blood request form

NATIONAL STD/AIDS CONTROL PROGRAMME, MINISTRY OF HEALTH.

REQUEST FORM FOR SYPHILIS/HIV /HEPATITIS B TESTING IN PREGNANT WOMEN .

Institution/clinic

MOH area e
Patient No Age Parity POA HIV Results | Syphilis HBsAg
(ANC). Results
Name of collecting officer Designation Signature.
Name of Medical officer Designation Signature
Lab use only.
Date/Time of receipt of sampleS....ccceveuveieeen cevvennnnnnn. am/pm ...ceeeeeieeeieeennnnns

Medical officer STD/Lab

........................

........
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Annexure 2: Hepatitis B case investigation form

EMTCT HIV: Case Investigation Form

5
National STD/AIDS Control Programme, Ministry of Health HIV_V 11.10.2018

Name of the STD clinic: Pregnant Woman'’s file number & PHN No:
Baby’s file number & PHN No: Pregnant Woman’s HIV clinic registration date:
Filled by(name & designation): Pregnant Woman referred from:

Note: Fill this form for all HIV confirmed pregnant women registered in the clinic

Details of the pregnant woman with HIV

1. Ageinyears

District of residence

Nationality 1. Srilankan 2. Foreign (country: )

Ethnicity

ik iwinN

Risk & vulnerability factors (e.g. FSW, DU,
Psychosocial etc)

6. KP Status

7. Parity 8. Past obstetric history

9. Date of HIV confirmation

Details of the current pregnancy

10. LRMP 11. EDD
. . 13. POAwh istering for EMTCT
12. POA at ANC registration .W en registering for
services
14. 1% CD4 count during this 15. 1% VL during this pregnancy
pregnancy(Result & date) (Result & date)

16. Other relevant diagnoses

(*TB/Syphilis/Other) 17. Date of ART initiation

18. ART regimen during this pregnancy

19. Adherence (>95%, 80-95%,

20. CD4 count at third trimester
<80%)

21. Viralload closest to 36

Weeks of POA 22. Number of ANC visits

23. Post-partum family planning method

Details of the sexual partner/s

24. Partner’s HIV status { 25. File no.(STD or HIV) & PHN No. |

26. Partner’s ART regimen

27. Partner’s KP status

28. Partner’s occupation

Details of the baby

29. Date of birth 30. Facility/Place of birth
31. Mode of delivery .
If LSCS — Em/El 32. 3:Isitaet|onal age at
indication v
33. Birth weight 34. Infant feeding (exclusive

formula/breastfeeding)

35. ARV prophylaxis

(Type/dose/duration)
36. DNA PCR at birth (date & result)
37. DNA PCR at 8 weeks Date
38. DNA PCR at 16 weeks Date
39. HIV ELISA around 18 months Date

40. Final diagnosis

41. If miscarriage — Date & POA of miscarriage

Remarks
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Annexure 4: Notification of communicable disease form (H544)

ecedzs [ asngrge / Health - 544

oicd» coim B¢ Sodcann
CHIPHICHTU P syfeliny
NOTIFICATION OF A COMMUNICABLE DISEASE
g3 / BEneOWDd / INSULVIL ......ooeoeviemeririnssres cimssssssssmesssssssssssssas sessasss odina 7 Ounll T IR N s
odiBed me* g e
Gpperus efiuSeir Gucua} ............. aviss Hag }
Name of Patient Date of Onset
*e® odlBmod $0/Bm/mxdndied m8 ool sqwst Boxin qnes og §nc
Cprwrefl Agagruia GupBpri/urgpsTani Guwy oproBidd M}
Peaditric Patients-Name of Mother/Father/Guardian Date of admission
@ poos goms 200 &8/acs 08
siye AleL Bw. } RN I } ................................................. ured } :
B.H.T. No. Ward Sex
Genememd Dibim: (Bedm ol
Laboratory Results (If available)
0diBued Hoed E8mw (Swdm 9013s clikend B0 soin A0 HBE» o)
Cprwrsfuiar & B slensd (Corwrsiuian adlmL soLwTmMd STeLEDES sHuns)
Home address of Patient (for the Public Health Inspector to trace the patient’s residence)
0diBed Bbed ¢dodm geoo
Cprwrefulear ol G QprensoCudl M}
Patient's Home Telephone No.
e == g e e~ B gm .......
Signature of Notifier Name Status Date

e*distn odiv BRag C10<d30 nem ad s opBO Scsin

wpussiBenciar syiclsaiu Gamingu Sprisdfear L gumal uT)isepd

Please see overleaf for the list of Notifiable Discases.
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Annexure 5. Hepatitis-B testing algorithm for pregnant women in Sri Lanka

Rapid Hep B Surface Ag

( HBsAb )

Repeat Rapid Report as Hepatitis B
HBsAb negative

AND

HBV serology
profile and

Molecular tests
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Annexure 6: Algorithm on use of Antiviral prophylaxis for prevention of Vertical

transmission of Hepatitis-B in pregnant women

ALGORITHM ON USE OF ANTIVIRAL PROPHYLAXIS FOR PREVENTION OF

MOTHER-TO-CHILD TRANSMISSION IN PREGNANT WOMEN AND ADOLESCENT GIRLS
WITH CHB AND ASSESSMENT OF TREATMENT ELIGIBILITY FOR THEIR OWN HEALTH

HBsAg TESTING IN PREGNANT WOMEN AND ADOLESCENT GIRLS

-
S (using RDT or laboratory-based immunoassay)?
Gz
1 Bl
o
A I |
2 HBsAg +ve HBsAg -ve
7
ASSESSMENT OF ELIGIBILITY FOR ANTIVIRAL PROPHYLAXIS
“wn
ZEx
2 = E = HBV DNA OR HBeAg TESTING
0 z |
LEL: ' |
= AVAILABLE NOT AVAILABLE
|
N WV
zo HBV DNA HBV DNA
= g <200,000 IU/mL =200,000 1U/mL or
< = or HBeAg negative, HBeAg positive
>
b8 ! y
3 % ; * NO MATERNAL TENOFOVIR e START MATERNAL * OFFER MATERNAL
Sia PROPHYLAXIS TENOFOVIR PROPHYLAXIS TENOFOVIR PROPHYLAXIS
& E (from at least second TO ALL HBsAg +ve pregnant
= Z trimester of pregnancy women and adolescents
= until at least after delivery)®
| | |
N2 N7 %
ASSESSMENT OF ELIGIBILITY FOR LONG-TERM TREATMENT IN PREGNANT
= WOMEN AND ADOLESCENT GIRLS FOR THEIR OWN HEALTH
o
ZE
E E SIGNIFICANT FIBROSIS (=F2) or CIRRHOSIS (F4) (regardless of HBV DNA or ALT levels
=2 ¢ Clinical criteria for cirrhosis o Non-invasive tests: APRI >0.5 or transient elastography>7 kPa (adults)
i o8
4 BEE HBV DNA>2000 [U/mL AND ALT level > ULN
22 "
= PRESENCE OF any of following
E u Colnfection (eg. HIV, HDV, HCV); Family history of liver cancer or cirrhosis; Immune suppression;
=0 Comorbidities (eg. diabetes, metabolic dysfunction-associated steatotic liver disease);
5 Extrahepatic manifestations (eg. glomerulonephritis or vasculitis);
ar OR
PERSISTENTLY ABNORMAL ALT LEVELS ALONE (In absence of access to HBV DNA assay)
|
N2
5 HEPATITIS B BIRTH DOSE VACCINATION OF THE

INFANT
INTERVENTIONS

INFANT FOLLOWED BY 2 OR 3 DOSES OF VACCINE®

Abbreviations: ALT alanine aminotransferase, HBsAg hepatitis B surface antigen, HBeAg hepatitis B e antigen, HBIG hepatitis B immune globulin

* At least once and as early as possible in the pregnancy. HBsAg testing should be undertaken as part of triple testing for HIV, syphilis and HBsAg toward

triple elimination initiative.

Hepatitis B timely (within 24 hours) birth dose vaccination of the infant followed by 2 or 3 doses of hepatitis B vaccine should be given regardless of HBsAg
status of the pregnant mother. HBIG (if available) is also offered mainly in high income settings for infants born to HBsAg positive mothers, especially with

high HBV DNA.
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Annexure 7: Hepatitis B Immunization Programme Sri Lanka

Age

0-4 weeks

Standard schedule
BCG

Infant with HIV

HIV infected infants
should not receive
BCG vaccine. BCG
should be avoided till
HIV is excluded in
HIV exposed infants

Remarks

On completion of

2 months

OPV & Pentavalent

Inactivated Polio

When Inactivated Polio vaccine

vaccine,
Hep A 1st dose (2nd
dose in 6-12 months)

(DPT-Hep B-Hib) (1st | vaccine + is not available giving OPV can
dose) Pentavalent (DPT- be considered when the child
Hep B-Hib) is not severely immune
(1st dose) suppressed
4 months OPV & Pentavalent Inactivated Polio
(DPT-Hep B-Hib) (2nd | vaccine +
dose) Pentavalent (DPT-
Hep B-Hib)
(2" dose)
6 months OPV & Pentavalent Inactivated Polio
(DPT -Hep B-Hib) (3rd | vaccine +
dose) Pentavalent (DPT-
Hep B-Hib)
(3rd dose)
9" month MMR MMR MMR- should be postponed
in severe immune deficiency
12" month Live JE Inactivated JE If using live attenuated should

not be given to severely
immune compromised children
Hep A- patients with severe
immunosuppression may have
a suboptimal response

13-15 months

Varicella -2 doses 3
months apart

Patients who are severely
immunosuppressed should not
receive the

(0, 6 months)

vaccine.

18" month OPV & DTP (4th dose) | Inactivated Polio

vaccine +DTP
3" year MMR 2"¢ dose MMR 2"¢ dose
5 years OPV+DT Inactivated polio+DT
12 years aTd aTd
12-13 years HPV (Gardasil)
(females, males) 2 doses
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For more information, Contact

National STD / AIDS Control Programme
29, De Saram Place, Colombo 10.
Sri Lanka
E-mail : info@aidscontrol.gov.lk
Web: http://www.aidscontrol.gov.lk



