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This report has been prepared by the World Health Organization Regional Office for the Western 
Pacific for Member States in the Region and for those who participated in the Fourth Hepatitis B 
Expert Resource Panel Consultation, which was held in Hanoi, Viet Nam, from 25 to 27 January 2016.  
The final day of this consultation was held jointly with the Strategic Technical Advisory Committee 
for Viral Hepatitis in the Western Pacific (STAC).  Summaries and recommendations from the ERP 
meeting on 25 and 26 January and the joint ERP/STAC meeting on 27 January will be presented 
separately. 
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SUMMARY 

The hepatitis B Expert Resource Panel (ERP) was created in 2007 to support the Region to reach the 
hepatitis B control goal.  Its primary purpose is to advise on the status and strategies for achieving the 
regional hepatitis B control goal, support the verification process, and serve on Member State 
verification panels.  Much progress has been made in hepatitis B control in the Region, including the 
achievement of the 2012 milestone of reducing chronic infection prevalence in children to less than 
2%.  Additional guidance is needed to sustain these achievements, reach the less than 1% goal by 
2017, and improve performance in priority countries. 

The objectives of the consultation were: 

1. to review the verification status by country and provide country-specific recommendations as 
necessary;  

2. to review the progress towards achieving the 2017 hepatitis B control goal; 

3.   to review and discuss developments in comprehensive viral hepatitis planning, including 
strategies for further reducing hepatitis B transmission for countries that have been verified 
and joint meetings with the Strategic and Technical Advisory Committee (STAC); and 

4.   to discuss strategies for reducing mother-to-child transmission with a focus on high burden 
countries. 

Recommendations were made in seven technical areas: adverse events following immunization 
(AEFIs); diagnostics; health-care worker (HCW) vaccinations; verification; birth dose (BD); extended 
controlled temperature chain and coordination with comprehensive viral hepatitis work.
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1. INTRODUCTION 

1.1 Meeting organization 

The Hepatitis B Expert Resource Panel (ERP) was created in 2007. A brief history of the ERP is 
available in the report of the ERP's second consultation.   The fourth ERP meeting focused on 
assessing progress towards achieving the 2017 1% goal, discussing developments in comprehensive 
viral hepatitis planning during joint meetings with the Strategic and Technical Advisory Committee 
(STAC) and discussing strategies to reduce mother-to-child transmission for high burden countries 
and countries that have met the 2017 goal but still have populations at risk of hepatitis B infection. 

1.2 Objectives 

The objectives of the consultation were: 

1) to review the verification status by country and provide country-specific recommendations as 
necessary;  

2) to address technical issues raised by the 2014 global Strategic and Technical Advisory 
Committee on Viral Hepatitis (STAC-HEP) and the 2014 WPR Technical Advisory Group 
(TAG) on Immunization;  

3) to review and discuss developments in comprehensive viral hepatitis planning and ensure that 
hepatitis B immunization strategies and plans are aligned; and 

4) to provide guidance on strategies for achieving the 2017 goal including increasing hepatitis B 
BD coverage, using antivirals to prevent mother-to-child transmission and establishing a 
hepatitis B laboratory network. 

1.3 Agenda and participants 

The consultation was attended by members of the WPRO Hepatitis B Expert Resource Panel, 
temporary advisers, observers and the WHO Secretariat.  Annex 1 includes the list of participants. 
The agenda and timetable are available at Annexes 2 and 3. 

1.4 Opening ceremony 

Dr Sergey Diorditsa delivered the opening remarks and welcomed the participants as the Responsible 
Officer for the ERP.  Dr Diorditsa also introduced Dr Ying-Ru Jacqueline Lo as the Responsible 
Officer for the STAC.  Dr Masaya Kato of the Viet Nam country office delivered opening remarks on 
behalf of Dr Shin Young-soo, WHO Regional Director for the Western Pacific.  He congratulated the 
ERP for its valuable contributions to hepatitis B control in the Region, emphasised the continued 
importance of hepatitis B vaccination, and wished the participants a successful ERP and STAC 
meeting. 

1.5 Appointment of officers 

Dr Youngmee Jee was appointed Chairperson by the Regional Director.  Rapporteurs were assigned 
for each session. 
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2. PROCEEDINGS  

2.1 Expert Resource Panel On Hepatitis B Control 

2.1.1 Western Pacific Region EPI regional framework 

Dr Sergey Diorditsa recalled that in May 2012, the World Health Assembly endorsed the Global 
Vaccine Action Plan 2011–2020 (GVAP). The GVAP sets a roadmap to achieve the Decade of 
Vaccine vision. The Regional Framework for Implementation of the Global Vaccine Action Plan in 
the Western Pacific has been prepared to translate GVAP strategies and activities in the context of the 
Western Pacific Region. The framework was endorsed by the Regional Committee in 2014. This 
Regional Framework is the product of extensive consultation with Member States and partners, 
highlighting essential strategies and priority actions for achieving regional goals and strengthening 
immunization programmes in the region. 

He noted that significant progress has been made in the control of vaccine-preventable diseases with 
the support of the EPI TAG and the Regional Committee for the Western Pacific. The Region has 
maintained polio-free status, progressed towards the elimination of measles, rubella, and maternal and 
neonatal tetanus, and accelerated control of hepatitis B and Japanese encephalitis. The momentum 
towards meeting regional vaccination coverage targets has been stepped up. The introduction of new 
and underutilized vaccines has also helped to decrease the disease burden. 

2.1.2 Global overview  

Dr James Heffelfinger reported that globally, approximately 350 million people are living with 
chronic hepatitis B and an estimated 620 000 die each year as a result of hepatitis B virus infection. 
Most countries in Asia and Africa are at risk. As of 2014, hepatitis B vaccine has been introduced into 
the immunization schedule in 185 WHO Member States. Global coverage of the third dose of 
hepatitis B vaccine (HepB3) has increased steadily, reaching over 80% in recent years. The BD 
vaccine has been introduced into national immunization schedules in 96 countries as of 2014, and the 
global birth dose (BD) coverage was 38% in 2014. The Western Pacific Region has the highest birth 
coverage among all the WHO regions, reaching 81% in 2014.  

WHO Headquarters is preparing a field guide for hepatitis B BD vaccination. Other activities at WHO 
Headquarters include exploring mechanisms to monitor hepatitis B BD coverage, including hepatitis 
B immunization administered after 24 hours of birth, and facilitating approval of labelling of hepatitis 
B vaccine to be used in the controlled temperature chain (CTC). The Global Health Sector Strategy on 
Viral Hepatitis 2016-2021 is being prepared by the WHO Global Hepatitis Programme and will have 
targets for hepatitis B immunization.  

Several other WHO regions have set regional goals for hepatitis B control. The Eastern Mediterranean 
Region goal is to reduce the prevalence of chronic hepatitis B to less than 1% among children under 
the age of 5 by 2015. The African Region has set the goal of reducing the prevalence to less than 2% 
in children under the age of 5 in all Member States by 2020. Several other WHO Regions are 
considering hepatitis B control goals.  

Despite the progress in hepatitis control, millions of children remain unvaccinated and are at risk of 
hepatitis B virus (HBV) infection. In countries that have achieved high coverage at the national level, 
disparity within the country should not be overlooked. 

2.1.3 Regional overview  

Dr Joseph Woodring noted that the Regional Committee for the Western Pacific adopted a resolution 
in 2003 to have infant hepatitis B included in the national immunization programmes.  Through 
resolutions adopted in 2005 and 2013, the Western Pacific Region was also the first Region to set the 
goal of reducing the prevalence of hepatitis B infection to less than 2% among children aged at least 5 
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by 2012 and to less than 1% prevalence by 2017, through universal hepB3 and BD vaccination of 
infants. In October 2015, the Regional Committee for the Western Pacific approved the Regional 
Action Plan for Viral Hepatitis in the Western Pacific 2016-2021, which provides concrete, prioritized 
and actionable items for WPR countries to address the national burden of viral hepatitis, focusing on 
awareness, surveillance, prevention and treatment of chronic hepatitis B and C. 

Considerable progress has been made throughout the Region towards implementing universal infant 
vaccination beginning at birth.  Thirteen countries and areas have been verified as having reached the 
goal of less than 1% hepatitis B prevalence among children aged at least 5 years.  An additional seven 
countries and areas are ready for verification and eight countries have serosurveys either planned or 
ongoing.  Seven countries require programme improvements.   

The Sixty-third World Health Assembly in 2010 resolved that 28 July be designated as World 
Hepatitis Day in order to raise national awareness on hepatitis. In 2015, Regional Immunization Week 
highlighted renewed global, regional, and national efforts to improve vaccination delivery services to 
close the immunization gap with the slogan “Vaccination is everyone’s job. Protect your community.”  
Additional Regional Office for the Western Pacific communication and advocacy programs in 2015 
included the following: 

 Further development of the WPRO Hepatitis webpage at 
http://www.wpro.who.int/hepatitis/en/ which provides timely and country-specific 
information to approximately 400-500 unique visitors each month;  

 Hepatitis B Country Profiles at 
http://www.wpro.who.int/hepatitis/hepatitis_resource_publication/country_profile/en/ ; and  

 Vaccinating Health-Care Workers against Hepatitis B at 
http://www.wpro.who.int/hepatitis/hepatitis_resource_publication/vaccinating_healthcare_he
pb/en/ . 

A workshop focusing on hepatitis B BD immunization in five countries with low coverage was held 
in Lao People’s Democratic Republic on 10-12 March 2015.  The workshop reviewed the successes 
and challenges in each of these priority countries and experience in China, Indonesia and Mongolia 
was shared.  Country officials also reviewed strategies to improve birth dose coverage and 
participants formulated country plans with timelines for their own context. 

Discussion 

Participants agreed that laudable progress in hepatitis B control through immunization has been made 
in the Western Pacific Region. This achievement should be communicated to the media. While much 
has been achieved, several countries still have low timely birth dose (TBD) coverage, including 
within hospitals due to false contraindications. WPRO should work incrementally with these countries 
to ensure that “no country is left behind” and all countries are capable of reaching regional goals.  

It was noted that the age groups specified in the hepatitis control goals in Eastern Mediterranean and 
African Regions are different to those in the Western Pacific Region.  The Eastern Mediterranean and 
African Regions plan to measure the seroprevalence of hepatitis B surface antigen (HBsAg) among 
children less than 5 years of age. Serosurveys of children under 5 years of age provide information on 
the prevalence among the most recent birth cohorts and avoid the need to wait for five years to start 
verification, despite the disadvantage of some children remaining at risk of chronic infection later in 
life. 

Participants discussed the draft Global Health Sector Strategy on Viral Hepatitis, 2016-2021 which 
sets a hepatitis B elimination goal of less than 0.1% among children by 2030.  While the measurement 
method is not finalized, it was noted that if the goal is to be measured by serosurveys, very large 
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sample sizes of over 10,000 participants will be needed, thereby creating multiple logistic and 
resource challenges for resource-limited countries to conduct such large serosurveys or secure 
substantial financial assistance from agencies to do so.  

Participants stated that countries should learn from adverse effects following immunization (AEFIs) 
experienced in China in December 2013 and Viet Nam in July 2013.  All deaths following hepatitis B 
vaccination were determined to be coincidental in both China and Viet Nam; however, over 90 000 
future chronic infections and 17 000 future deaths were estimated to occur in the 2013 birth cohort in 
Viet Nam due to the drop in vaccination coverage from 76% in 2012 to 56% in 2013. Noting that a 
delayed investigation in Viet Nam contributed to distrust among parents and healthcare providers 
about administering or having their children receive hepatitis B vaccination, ERP members discussed 
the role that WPRO could play in providing timely assistance for countries undergoing AEFIs. 

The WPRO secretariat affirmed that WPRO will follow the global goals endorsed by the World 
Health Assembly. ERP participants suggested the global hepatitis elimination goal broadened the 
classic definition of disease elimination to encompass removing hepatitis as a leading cause of 
mortality.  The elimination of hepatitis as a public health issue of concern is a laudable goal; however, 
the prevalence of chronic hepatitis B in young and older adults is likely to continue for decades. 

Participants discussed the quality of BD coverage data.  BD coverage relies heavily on reported 
administrative coverage, and opportunities for assessing coverage as part of representative surveys 
may be missed.  Hepatitis B BD coverage, with a specific focus on birth dose given within 24 hours, 
should be assessed as part of all routine immunization coverage surveys, including EPI coverage 
surveys, Demographic and Health Surveys, and Multiple Indicator Cluster Surveys.   

Most countries in the Western Pacific report both TBD (given within 24 hours after birth) and any BD 
(including over 24 hours).  Experience has shown that in regions where only TBD is reported, health-
care workers tend to report all doses as TBD and may not vaccinate after 24 hours if records do not 
allow vaccinators to indicate any BD. The practice in the Western Pacific to report both TBD and any 
BD has resulted in better quality of BD data. 

2.1.4 Verification status by country 

2.1.5 Sustaining the progress – verified countries/areas 

Dr Joseph Woodring pointed out that as of January 2016, 13 countries/areas have been verified as 
having reached the 2017 regional goal of less than 1% hepatitis B prevalence among children at least 
5 years old: Republic of Korea (2008), Macao SAR (China) (2008), Hong Kong SAR (China) (2011), 
Malaysia (2011), Australia (2012), China (2012), Mongolia (2012), New Zealand (2012), Palau 
(2013), Brunei Darussalam (2013), Cook Islands (2013), American Samoa (2014) and Singapore 
(2015).  The status of implementation of ERP recommendations is shown in Table 1. 

Table 1. Countries/areas that were verified and their status of implementation of ERP 
recommendations 

Country ERP Recommendations Implementation Status 
Republic of 
Korea 

1. Strengthen mother to child prevention 
2. Maintain vaccination coverage 
3. Consider catch-up vaccination 
4. Include HepB testing as part of other surveys 
5. Conduct surveillance for disease endpoints 

Has maintained high vaccination 
coverage per JRF.  Recent evidence 
that 4th and 5th ERP 

recommendations were met
1 

                                                      
1
 Kim HY, Kim CW, Choi JY, Park CH, Lee CD, Yim HW. A Decade-old Change in the Screening Rate for 

Hepatocellular Carcinoma Among a Hepatitis B Virus-infected Population in Korea. Chin Med J 2016;129:15-
21. 
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Macao SAR 
(China) 

1. Maintain high vaccination coverage 
2. Validate coverage with coverage survey 

Has maintained high vaccination 
coverage per JRF 

Hong Kong 
SAR 
(China) 

1. Maintain high vaccination coverage 
2. Consider further strengthening BD coverage 
3. Continue to monitor acute HepB, HBsAg in 

sub-populations and trends in liver disease 
4.  Consider monitoring age-specific HBsAg 

among pregnant women 

Has maintained high vaccination 
coverage per JRF 

Malaysia 1. Disseminate results of national immunization 
program 

2. Maintain high vaccination coverage 
3. Continue catch-up for older populations 
4. Conduct surveillance for disease endpoints 
 

Has maintained high vaccination 
coverage per JRF.  Of 144 
reporting districts, 44% had 90% or 
more BD coverage; 12% had 80-
89%; 28% had 50-79% coverage 
and 13% had less than 50% BD 
coverage 

Australia 1. Maintain high hepatitis B vaccination 
coverage and monitoring 

2. Document BD coverage 
3. Consider studies of HBsAg among 

indigenous and immigrant groups 
4. Consider monitoring HBsAg among 

pregnant women by race/ethnicity 

Has maintained high vaccination 
coverage per JRF.  Evidence of 
outreach to study HBsAg among 

indigenous groups
2 

China 1. Proportion of babies receiving a TBD of 
vaccine needs not only to be maintained but 
preferably increased (validate with coverage 
survey) 

2. Consider monitoring HBsAg (and HBeAg if 
feasible) positivity among pregnant women 
over time  

3. Improve surveillance of acute hepatitis to 
guide further enhancements of the hepatitis 
control programme 

 

Has maintained high vaccination 
coverage per JRF.  Subnational 
coverage shows that of 2969 
districts, 60% had 95% or more BD 
coverage, 14% had 90-94%, 13% 
had 80-89%, 6% had 50-79% and 
3% had less than 50% BD 
coverage. The 2014 serosurvey in 
China consisted of approximately 
30 000 participants. HBsAg results 
were 
1-29 years (overall): 2.64%  
1-4 years: 0.32%  
5-14 years: 0.94% 
15–29 years: 4.38% 

  

                                                      
2
  Davies J, Bukulatjpi S, Sharma S, Caldwell L, Johnston V, Davis JS.  Development of a Culturally 

Appropriate Bilingual Electronic App about Hepatitis B for Indigenous Australians: Towards Shared 
Understandings. JMIR Res Protoc 2015;4(2):e70. 
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Mongolia 1. Maintain high vaccination coverage 
2. Conduct ongoing coverage surveys 
3. Prevent vaccine freezing in winter 
4. Vaccinate health-care workers  
5. Prevent transmission during medical and 

cosmetic procedures 
6. Consider initiating antenatal screening 
7. Build surveillance system  

Has maintained high vaccination 
coverage per JRF   

New 
Zealand 

1. Introduce universal BD vaccination 
2. Evaluate program of pregnant women 

screening and vaccination +HBIG for infants 
born to infected mothers 

3. Conduct national vaccination coverage 
survey 

Has maintained high vaccination 
coverage per JRF  

Palau 1. Strengthen mother to child prevention 
2. Maintain high vaccination coverage 
3. Resume and maintain vaccination of health 

workers 

Has maintained high vaccination 
coverage per JRF   

Brunei 
Darussalam 

1. Investigate low anti-HBs in children 
2. Maintain high vaccination coverage 

 

Has maintained high vaccination 
coverage per JRF   

Cook 
Islands 

1. Maintain high coverage 
2. Consider catch-up vaccination 
3. Conduct a repeat serosurvey before 2017 
4. Examine vaccination strategies for non-

Maori and individuals born overseas 
5. Case management of people living with 

HepB 

Has maintained high vaccination 
coverage per JRF 

 

2.1.6 China post-verification 

Dr Fuqiang Cui presented results from a national hepatitis B serosurvey in 2014 and the status of the 
hepatitis B control programme since verification. China was verified as having reached the regional 
target of less than 1% in 2012. High BD and HepB3 coverage have been maintained since 
verification. HBsAg testing for all pregnant women has been integrated into antenatal screening 
throughout China. Hepatitis B immunoglobulin (HBIG) is recommended to infants born to HBsAg-
positive mothers, in addition to TBD.  The most recent national survey was conducted in 2014 when 
31 024 people aged 1-29 years from 160 counties in 31 provinces were sampled. The survey 
suggested that a low prevalence of chronic hepatitis B infection has been achieved among children 
born after the immunization program was scaled up nationally. Despite the achievement, an estimated 
50 000 perinatal infections still occur each year, due to the large numbers of births in China. In 
addition to maintaining high coverage of hepatitis B vaccination, post-vaccination serologic testing 
(PVST) may be a suitable method to determine if perinatal infections are caused by vaccine failure 
related to high viral load during pregnancy, or delayed BD. 

2.1.7 Documenting impact 

Dr Minal Patel reported that Guam, Commonwealth of Northern Mariana Islands, French Polynesia, 
Niue, Tokelau, Wallis and Futuna have conducted surveys that found less than 1% prevalence of 
chronic hepatitis B among children. These countries/areas are ready for verification that they have met 
the 2017 regional hepatitis control goal. Having completed the serosurveys that indicate their country 
has met the 2017 regional goal, some have nonetheless delayed application for verification for reasons 
that are unclear, and this despite encouragement to submit their verification paperwork.  Serosurveys 



 

13 
 

that are currently being planned for 2016 include Cambodia, Federated States of Micronesia, Fiji, 
Nauru, Tonga, Tuvalu and Solomon Islands. 

Discussion 

Participants discussed the importance of maintaining high BD coverage in verified countries and 
areas, and ERP's potential roles in monitoring immunization coverage for them. Although no evidence 
was presented of significant decreases in national vaccination coverage for verified countries and 
areas, suboptimal district coverage data per 2014 JRF was discussed.  Participants noted that BD 
coverage or HepB3 coverage data has been missing in some cases in recent years (see Table 1). 
Mechanisms for data sharing between WHO and relevant agencies need to be set up. Participants 
discussed previous examples of verifying countries that lacked BD vaccination data.  

The Panel congratulated China on the great achievement of reducing the prevalence of chronic 
hepatitis B to less than 0.5% among children less than 5 years of age. This contributes significantly to 
the regional goal.  

Participants suggested benefits from PVST need to be balanced against the resources needed to 
conduct these studies. China has made great progress in improving facility delivery. However, China 
still has an estimated 50 000 new perinatal infections every year. Countries need to analyse the major 
causes of perinatal transmission and understand the attributable risk of perinatal infection from non-
vaccination and from vaccine failure due to high viral load. The analysis of the serosurvey in China in 
2014, which is still ongoing, may provide additional information on the timeliness of BD among all 
participants and the effectiveness of HBIG. 

Participants referred to several studies in Australia, China and the United States which investigated 
the probability of breakthrough infection among women with a very high viral load. Participants 
acknowledged the risk of vaccine failure among women with a very high viral load and suggested that 
in addition to BD vaccination of newborns to mothers with high viral loads, antiviral treatment during 
pregnancy could be part of the strategy to eliminate hepatitis B perinatal infection. Close collaboration 
between immunization programmes and treatment programmes and, similarly, between the ERP and 
STAC, will be necessary if antiviral treatment during pregnancy is recommended.  

Antenatal screening of HBsAg has been performed nationally in China since 2010, with screening 
coverage now reaching 96%. This program is integrated with HIV and syphilis screening, with all 
testing offered at no cost to pregnant women. Testing kits are available at health facilities of all levels, 
although quality differs with some facilities using ELISA testing and others using rapid tests. 
Participants discussed the situation in Viet Nam, where financial burdens played their part and 
possible vaccine refusals were probably related to antenatal screening, noting that the hepatitis B 
experience of China may not be readily transposed to Viet Nam. 

2.1.8 Increasing hepatitis B birth dose (BD) coverage 

2.1.9 Reviewing findings from the 2015 Workshop on Improving and Monitoring Hepatitis B 
Birth Dose Vaccination 
 
Dr Tilman Ruff reported on the follow-up workshop on Hepatitis B BD immunization which focussed 
on five priority Western Pacific countries with low coverage.  This meeting was held on 10-12 March 
2015 in Vientiane, Lao People's Democratic Republic, three years after the first such workshop. The 
workshop reviewed the successes and challenges in each of the priority countries; shared experiences 
from China, Indonesia and Mongolia; and reviewed strategies to improve both dose coverage. 
Participants formulated country plans with timelines suitable for their own context.  

A number of recommendations were made to Member States, and requests directed to WHO (both 
Western Pacific Regional Office and HQ) on continuing support for improving hepatitis B BD 
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coverage. While they share common features, the situations and challenges differ among the five 
priority countries, reflecting a range of health service, EPI, Maternal and Child Health (MCH) and 
broader social and geographic factors in each of the countries concerned. Progress towards improving 
TBD coverage was generally patchy in these countries and is most striking in places where there has 
been a substantial increase in the proportion of births occurring in health facilities, particularly China 
and Cambodia. There has been success in a field trial in Lao People's Democratic Republic with CTC 
use of the vaccine, but this and UnijectTM remain greatly underutilised throughout Western Pacific 
Region due to various factors including the absence of formalized guidance, regulatory gaps, and lack 
of interest and consistency among manufacturers to relabel monovalent hepatitis B vaccine to include 
CTC information. Continued WHO support and delineated guidance from WHO HQ on CTC is 
needed in the priority countries.  Western Pacific Regional Office also needs to provide continued 
emphasis and follow-up on BD delivery in these priority countries. 

2.1.10 Viet Nam hepatitis B prevention activities 

Dr Duong Thi Hong said that hepatitis B vaccine was introduced into Viet Nam in 1997. Since 2005, 
BD vaccination is recommended to be administered within 24 hours of birth. BD coverage increased 
in the early 2000s, but large drops in coverage were seen after media reports on Adverse Events 
Following Immunization in 2007 and 2013.  In addition, a long vaccine stock-out occurred in 2010. 
Three deaths after immunization occurred in 2013 as a result of programme error.  These deaths were 
widely publicized by the media and the ensuing investigation took over 12 months to complete. This 
resulted in a drop in BD coverage from 76% in the previous year to 56% in 2013. A paper by Li et al. 
estimated that an excess of 90 137 future chronic infections and 17 456 deaths would occur in the 
2013 birth cohort due to the drop in vaccination coverage. The Third Hepatitis B ERP Consultation 
recommended a proactive media campaign to regain public and health-care workers’ confidence in the 
BD vaccine in Viet Nam.  

To improve birth dose coverage, efforts have been made to improve immunization safety. The 
Minister of Health approved the Plan of Improvement of Immunization Safety in 2015. Meeting 
among the Ministry of Health and 63 provincial Population Committees were also held. Every 
immunization centre nationwide was inspected and verified. The Ministry of Health published 
procedures on how to screen and when to consider consulting health authorities before vaccinating. 
All health workers from the 63 provinces were trained on immunization safety and AEFI 
investigations. Provincial review committees were trained on how to conduct proper and timely AEFI 
investigations. The Ministry secured additional supplies of monovalent hepatitis B vaccine, and 2-
dose vials were replaced by single dose vials. New cold chain equipment was supplied to a number of 
hospitals. Additionally, nurses and doctors from hospitals were trained to integrate BD vaccination 
into their practice. As a result of these efforts and the continued attention to the importance of 
hepatitis B vaccination, the national coverage of BD increased in 2015 to 64.8%. The coverage varies 
by region, the highest being 69.8% in Central Region and the lowest 49.9% in Highland.  

A BD improvement project is under way in Yen Bai Province, a mountainous province in Highland, 
where two districts have been chosen for the high rates of delivery at commune health centres and 
polyclinics. Currently vaccine is supplied solely to hospitals and not to the commune health centres 
and polyclinics, and the project aims at improving access to vaccination for infants born outside 
hospitals. After holding meetings with health workers, immunization posts will be set up in 
polyclinics and commune health centres, and cold chain equipment and vaccines will be supplied to 
them. 

2.1.11 Birth dose improvement activities 

Dr Joseph Woodring presented three BD improvement activities in Kiribati, Cambodia and Papua 
New Guinea.  A 2014 serosurvey conducted in Kiribati among children in school grade 1 showed the 
overall HBsAg prevalence adjusted for non-response and population size to be 3.28%.  
Approximately 90% of all births occur with a skilled birth attendant (SBA), with 85% of births 
occurring in hospitals and a further 5% at home with a SBA. From November 2014 to April 2015, a 
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project was carried out to discover whether a package designed both to train infant caregivers and 
strengthen ties between communities and health workers could improve BD coverage in hard-to-reach 
areas of Kiribati.  Caregivers, village health volunteers and health workers were interviewed at 
baseline and six months after project implementation. From baseline to follow up, TBD coverage 
significantly increased in both South Tarawa (89% to 95%) and Outer Islands (57% to 83%).  TBD 
coverage among home births significantly increased in the Outer Islands from 49% to 75%. Linkages 
were effectively strengthened between health workers and village health volunteers.   

Significant improvements in knowledge between the two survey periods among 759 caregivers 
included the following: knowing the timing of the BD, having heard of HepB vaccine, and knowing 
that HepB can cause jaundice. However, most questions still had follow-up response rates of well 
below 50%.  Only 50% of surveyed health facilities had hepatitis B vaccine in good condition at 
follow-up, an increase from 28% at baseline. 90% of health facilities experienced stock-outs at 
baseline versus 27% at follow-up. 

Forty village health volunteers (VHV) were interviewed at baseline, and 54 were interviewed at 
follow-up. The percentage of VHV who maintained a pregnancy registry climbed from 5% at baseline 
to 72% at follow-up, and the percentage who shared pregnancy information with health workers 
increased from 5% to 74% at follow-up. During the project, 83% of VHV reported having held 
education sessions with pregnant women, among whom 69% made home visits to pregnant women, 
and 22% organized community meetings. Interviews among health facilities and VHV indicated that 
health workers should be instructed to use the vaccine outside the cold chain for outreach vaccination 
for home births. 

In Cambodia, among neonatal deliveries in 2012, 54% occurred in health facilities, 29% at home with 
no SBA and 17% at home with a SBA.  Training of health-care workers, especially among midwives 
who had not previously received HepB training, was singled out as a potential shortcoming. The 
objective of the project was to determine whether health worker training and community education 
would improve BD coverage in Cambodia.  Interventions included distributing BD guidelines to all 
national and provincial referral hospitals and health centres that provide vaccine.  Additionally, 
midwives were trained on BD, injection techniques, safe immunization practices, and cold chain, 
vaccine and logistics management. A video on BD was made and 230 000 copies of a brochure and 
2000 posters were distributed on HepB symptoms and transmission and the importance of 
vaccination.  Field visits revealed a marked improvement of midwives’ understanding of 
immunization practices and cold chain handling, and improved coordination between EPI and MCH 
units. 

In a 2012–2013 serosurvey conducted in Papua New Guinea among over 2000 children of 4–6 years 
of age, 2.3% were HBsAg positive, 28% received a TBD and 81% received HepB3.  From the 
evidence of the 2103 caregivers reporting location of the child’s delivery, it emerged that 64% were 
born in a health facility, 31% were born at home without a skilled birth attendant and 3% were born at 
home with a skilled birth attendant. A BD project was performed to develop strategies for improving 
the BD coverage by conducting a field assessment of the BD vaccination program.  Five high and low 
seroprevalent provinces were selected based on the aforementioned 2013 serosurvey. Health 
knowledge, attitudes and practices surveys were completed among health-care workers along with 
questions on vaccine management and data recording and reporting. Overall timely BD coverage was 
31% and BD vaccination was taking place in 81% of sampled health facilities. A lack of cold chain 
and vaccine were the two major reasons for not providing the BD. Insufficiencies in supervision, 
vaccine management, community outreach, and data management were identified as obstacles to 
achieving high timely hepatitis B BD coverage. Good supervision, knowledge of hepatitis B and 
hepatitis B vaccination, antenatal care including information about the hepatitis B BD, provision of 
vaccine refrigerators in maternity wards, and outreach vaccination for home deliveries were 
associated with higher timely BD coverage. 
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2.1.12 Lao People’s Democratic Republic cell phone study 

Dr Minal Patel presented the situation in Lao People's Democratic Republic, where only 38% of 
mothers deliver in a health facility. This directly impacts BD dose coverage as well as maternal and 
neonatal morbidity and mortality.  There are multiple barriers to reaching home births.  Anecdotally, 
health-care workers (HCWs) reported before this study that they were unaware of births occurring in 
the home.  In 2014, Lao People's Democratic Republic conducted an intervention pilot study in four 
districts whereby HCWs and VHVs received training on postnatal care, including the need to give a 
BD, and were given cell phones/air time along with per diem to conduct outreach postnatal care visits.  
In four comparison districts, HCWs and VHVs received the same training and per diem but did not 
receive cell phones nor airtime.  After six months of implementation, a survey compared children 
born during the pilot project to children born one year prior to it in the intervention and comparison 
districts.  Hepatitis B BD coverage improved in both arms over time, but the improvement was greater 
in the intervention arm (intervention arm: median change in village HepB-BD coverage was 57% 
(IQR 32–88%); comparison arm: median change of 20% (IQR 0–50%), p=0.0009).  In both arms, 
improvement was seen in fixed villages (where villages are in close proximity to the health centre), 
outreach villages (where villages are within 5-10 km of the health centre), and mobile villages (where 
the village requires a full day of travel from the health centre and the need to stay overnight after 
reaching the village). 

Health facility births were not able to achieve 100% BD coverage.  Improvement in BD coverage is 
likely to depend on a number of factors, with increased notification due to VHV education, cell phone 
provision, better HCW knowledge, increased prenatal care visits due to increased notification and per 
diem, and the Hawthorne effect.  The greater degree of improvement in the intervention arm was 
unexpected, but this increase may have been attributable to the lack of airtime in the comparison arm 
and/or the increased motivation and community credibility among VHVs in the intervention arm.  
Discussions are ongoing about how to scale up these findings in a cost-effective manner. 

Discussion 

Participants emphasized the importance of delivering hepatitis B vaccine in controlled temperature 
conditions as a strategy to improve BD coverage. Currently hepatitis B vaccine does not indicate CTC 
use on labels on the vaccine vials. Although use of hepatitis B vaccine in CTC has been recognized by 
regulatory authorities in several countries, health-care workers are often reluctant to use the vaccine in 
CTC off-label. Relabelling of the vaccine is necessary, but the process has been slow with little 
financial incentive for manufacturers to incorporate CTC-researched information. One of the greatest 
bottlenecks is caused by the need to rely on vaccine manufacturers to apply to regulatory authorities 
for labelling changes. The countries where vaccine is used in CTC are poor in resources, and 
manufacturers generally lack incentives to apply for relabelling.  

While new technologies (e.g., micro-needle and UnijectTM) are providing innovative approaches, 
programmes should maintain the focus on improving access to services.  

Implementation of recommendations from ERP meetings and BD improvement plans should be 
monitored. MCH programmes should work in close collaboration with national immunization 
programs (NIPs) to improve BD coverage. Senior leaders from Ministries of Health should work to 
gain political commitments and secure funding for the programme. Discussion also focused on 
inviting participants from MOH and MCH programmes in high-burden countries to the next ERP 
meeting.  Additionally, these invitees could update the ERP on developments in the country plans 
originally formulated during the 2015 BD workshop. 

Participants emphasized the importance of swift response after AEFIs. Countries should have well-
established plans to communicate with the media about AEFIs and should budget for such 
communication activities. China offers a good example of a response to adverse events following 
hepatitis B immunization in 2013. Vaccination coverage was restored after the events in China 
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following a thorough and proactive investigation whose findings were widely disseminated, ensuring 
that public trust was maintained and the public health message to get vaccinated against hepatitis B 
was promulgated.  

Participants from Viet Nam discussed the current government policy of providing the vaccine in 
hospitals but not in commune clinics or polyclinics, and current measures to ensure vaccine safety in 
hospitals. Nurses can only administer vaccine with an order from a doctor. ERP members suggested 
there should be a standing order to administer the vaccine as part of the standard package of care to 
avoid missed vaccination opportunities when doctors are not available. 

2.1.13 Controlled temperature chain 

2.1.14 Out of cold chain pilot projects 

Dr Patel stated that the hepatitis B vaccine has been shown repeatedly to be extremely heat stable.  
This property makes it eminently suitable for relabelling for use in a controlled-temperature chain.  
However, this process has been ongoing for more than five years, and many children who could 
benefit from hepatitis B BD stored outside of the cold chain (OCC) are not being vaccinated.  The 
Western Pacific Region endorses the use of hepatitis B vaccine OCC.  Four countries have shown 
interest in using hepatitis B vaccine OCC off-label.  Papua New Guinea conducted a successful pilot 
in East Sepik in 2008-2011 using UnijectTM.  The cost of importing UnijectTM prohibited wide-scale 
use.  However, the country has many health facilities without cold chain (~58%) and has expressed 
interest in implementing OCC using a traditional vial single-dose formulation.  Discussions are 
planned for the second half of 2016.   

In Lao People's Democratic Republic, a successful pilot in 2 districts in 2012-2013 has been scaled up 
in 2 provinces (Bolikhamxay and Khammouane).  This was approved by the National Immunization 
Technical Advisory Group (NITAG), with the thermostability results being shared with the National 
Regulatory Authority and NITAG.  Scaling up to a country level may occur pending the outcome of 
the provincial implementation.   

Kiribati has had a national OCC policy since 2010, but its implementation has been limited.  In 
December 2015, a nationwide course was held for all nurses for training on the use of hepatitis B 
vaccine OCC. 

The Solomon Islands has run a pilot project in three provinces since September 2015, attempting to 
understand the costs and the challenges to implement a national OCC policy.  The study is scheduled 
to be completed in March 2016, at which point there will be focus groups with health-care workers 
and a data review in order to assess provincial results and challenges.   

Overall, OCC use has been limited in the Region. However, a number of countries are interested in 
using vaccine OCC, but they would prefer, or require, relabelling prior to implementation 

2.1.15 Global developments in WHO prequalification application of controlled temperature 
chain labelling for hepatitis B monovalent vaccine 
 
Dr Andrew Meek compared the definitions of Controlled Temperature Chain (CTC) and Extended 
Controlled Temperature Conditions (ECTC). For CTC, assessments should be limited to a single 
planned excursion from the cold chain up to 40 °C for at least 3 days prior to use.  ECTC, on the other 
hand, does not apply to implementation but to the regulatory pathway.  From a regulatory perspective 
alone, ECTC could refer to any temperature outside of the traditional 2-8 °C. CTC has very specific 
conditions (40 °C) and should be reserved for programmatic recommendations. 

The objective of CTC and ECTC is to have on-label use of vaccines outside the normal cold chain 
requirements for as long as possible, provided there is no clinically significant impact on the quality 
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of the product. While off-label use can be legal, labelling under CTC/ECTC can increase acceptance 
in countries. On-label usage should be supported by stability evaluation of the vaccine concerned. 
Several vaccines have been labelled under ECTC/CTC, including a meningitis A vaccine and a 
pneumococcal conjugate vaccine.  Barriers for labelling hepatitis B vaccine under ECTC/CTC include 
concerns from manufacturers over resources required to establish compliance with an ECTC label 
claim, and the possibility of an increase in the vaccine unit cost with ECTC indication. 

Discussion 

Participants discussed the lack of incentives for manufacturers to apply for relabelling of vaccine to be 
used OCC. ERP requests WHO Headquarters to have vaccine manufacturers include information on 
CTC on package inserts. 

2.1.16 Communication 

2.1.17 Communicating the impact of meeting the 2017 goal 

Dr Joseph Woodring outlined a study submitted for publication titled Progress towards Hepatitis B 
Prevention through Vaccination in the Western Pacific, 1990-2014 by co-authors Eric Wiesen, Sergey 
Diorditsa and Xi Li.  This study was conducted to measure the progress in hepatitis B prevention and 
assess the status for meeting the 2017 Regional hepatitis B control goal.  Literature was reviewed to 
identify studies of hepatitis B prevalence in the countries and areas of the Region, both before and 
after vaccine introduction.  A mathematical model was applied to assess infections and deaths 
prevented by hepatitis B vaccination and hepatitis B prevalence in countries without recent empirical 
data.  The majority of countries and areas (22 out of 36) were estimated to have over 8% prevalence 
of chronic hepatitis B infection before vaccine introduction.  After introduction of hepatitis B 
vaccination, most countries (22 out of 36) had chronic infection prevalences of less than 1%.  It was 
estimated that in the past 25 years, 7 167 128 deaths related to hepatitis B among children born 
between 1990 and 2014 were averted by immunization programmes. Regional prevalence among 
children born in 2012 was estimated to be 0.94%, indicating that the Regional hepatitis B control goal 
was achieved.  While additional efforts are needed to further reduce hepatitis B transmission in the 
region, this study demonstrates the noteworthy success of hepatitis B vaccination efforts in the 
Western Pacific Region. 

2.1.18 Update on communication activities 

Dr Samuel So described social mobilization activities conducted in China by the Asian Liver Center 
(ALC) at Stanford University and partners to increase hepatitis B awareness and to eliminate disease 
stigma. On World Hepatitis Day, a short movie was posted on popular video websites. Over 2 million 
people viewed the video. Two celebrities were invited to speak on hepatitis B, and they disseminated 
hepatitis messages via their social media network (Weibo).  Posters were put up in 25 subway stations 
in Beijing where 3 million passengers travel each day. Media reports were made by over 47 news 
websites and newspapers. A college fund was set up in 2013 to support college students to launch 
creative activities on campus and reach out to communities. A project to educate and train health-care 
workers and pregnant women on hepatitis was carried out in Qinghai and Gansu Provinces to 
eliminate mother-to-child transmission. The project showed promising results with increased coverage 
of antenatal HBsAg testing. ALC engaged 22 corporations in the JoinJade campaign to integrate 
hepatitis B education into their wellness strategies and to assess and revise company policies to 
eliminate any hepatitis B discriminatory practices. 

Discussion 

Participants saluted the drop in the chronic hepatitis B prevalence among children in the Region to 
less than 1% as a commendable public health achievement. Media announcements should be planned 
to broadcast this achievement widely.  However, chronic hepatitis B prevalence among adults remains 
high in many Western Pacific Region countries. ERP members said that the message to the media 
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should include both the success of reaching the regional 2017 goal of less than 1% prevalence among 
children at least 5 years of age and the persistently high burden of chronic hepatitis B among adults. 
The message should clearly state that the estimated over 7 million deaths averted are future hepatitis 
B-related deaths among the vaccinated cohorts born between 1990 and 2014.  It was noted that 
although the Region as a whole has met the 2017 goal, many countries will have high prevalence 
among adults for many decades and in fewer countries, among children as well. The concern for 
health equity should be paramount to ensure that no country is left behind with vaccine-avoidable 
hepatitis B infections and subsequent morbidity and mortality. 

Challenges in applying rigorous methods to assess the impact of communication programmes were 
discussed.  Most current assessments utilize indicators such as online comments following a media 
release.  Using these comments without being able to determine the true impact of the media releases 
is not satisfactory.  

With only 37% of Western Pacific Region countries having a national policy to vaccinate health-care 
workers as per the 2014 JRF, participants suggested that health-care worker vaccination should be the 
subject of a future Western Pacific Regional Office communication message. 

2.1.19 Global and regional hepatitis B targets 

2.1.20 Setting hepatitis B control goals and evaluation methods beyond 2017  

Dr Eric Mast reviewed the existing hepatitis targets at global and regional levels, and considered 
whether a new target beyond 2017 would be beneficial to country programmes. Several possible 
targets were proposed, including lowering the regional prevalence target to 0.5%; targets that focus on 
achievement by all countries; developing subnational targets in addition to new or current national 
targets; or targeting high-risk populations like health-care workers or people who inject drugs 
(PWID). Methods to assess the achievement of new targets were briefly discussed. Alignment 
between global and the regional targets needs to be considered when setting a new target.  

Discussion 

Vaccination coverage should be inherent in the verification process. Participants noted that 
documentation of the verification process may warrant more explicit explanation by countries seeking 
verification. Verifying each country is a means by which to promote health equity across all countries. 
Measurement of immunization program impact at subnational level was discussed and methodological 
research was flagged for further development. Health equity among ethnic minorities and aboriginal 
communities also deserved more attention.  

With respect to countries that have reached the goal of less than 1%, setting a target of 0.5% by 2020 
or later was broached as a means to mobilize resources for NIPs to sustain the momentum of hepatitis 
B control. However, there were concerns that creating a new target of 0.5% may discourage countries 
from completing plans for upcoming serosurveys aimed at reaching the 2017 1% goal among children 
at least five years of age.  In addition, recently verified countries may be reluctant to plan for a repeat 
serosurvey to reach a 0.5% goal. 

Aside from the global targets, several WHO regions have set hepatitis B control goals which suit their 
epidemiological situations. In low-endemic settings, countries can be verified on good performance of 
prenatal screening, hepatitis B BD coverage to exposed infants and universal hepatitis B infant 
vaccination.  

The Regional Action Plan for Viral Hepatitis in the Western Pacific (RAPVH) was adopted by the 
Regional Committee Meeting in October 2015. Interagency collaboration in programmes within 
Ministries of Health is important to implementation of RAPVH.  
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Participants said that regional and global goals should be aligned. Several goals were proposed in 
Member State Consultations held by Western Pacific Regional Office in 2015 but were not adopted in 
RAPVH, including antenatal screening coverage, BD coverage and PVST among exposed infants.  

Not all Western Pacific Region countries will conduct serosurveys before 2017. If a 2020 goal aims to 
measure improvement in the immunization program in future years, the measurement will be carried 
out among children born after 2015 who would be under 5 years of age in 2020. 

BD consultations are a good mechanism to engage countries to improve BD coverage. Countries with 
suboptimal coverage could be invited to present at future WHO hepatitis B or regional meetings to 
track progress in their countries. Another good example is seen in the European region, where 
hepatitis prevention boards visit countries and convene stakeholders, including blood donation and 
safe injection programmes. 

2.2 Strategic and Technical Advisory Committee for Viral Hepatitis and Expert Resource Panel 
Combined Meeting 

2.2.1 Global overview of viral hepatitis control and surveillance 

Dr Yvan Hutin of the Strategic Information office in the Global Hepatitis Programme gave a global 
overview of the vision and targets for the elimination of viral hepatitis as a public health threat. 

There has been a call for the elimination of viral hepatitis as a public health problem. This is the 
primary goal of the WHO Global Health Sector Strategy on Viral Hepatitis (GHSSVH) and this vision 
is echoed in the Sustainable Development Goals ratified at the UN General Assembly in 2015. The 
GHSSVH includes key impact targets. These are the reduction of hepatitis-related mortality by 65% 
and 90% reduction of new cases by 2030. Key steps to achieving this are investing in upscaled HBV 
vaccination, harm reduction, testing and treatment. The framework document outlined some of the 
recommended indicators for monitoring and evaluation for viral hepatitis B and C. It had been said 
that the HBsAg prevalence targets of 0.1% by 2030 may be overly ambitious. Regarding 
immunization, targets from other WHO Regions are in various stages of development. The African 
Region has set the goal of reducing chronic hepatitis B prevalence to less than 2% by 2020 among 
children under 5, while the Eastern Mediterranean Region has set the goal of reducing the prevalence 
to less than 1% among children under 5 by 2015. Other regions are considering setting a target for 
hepatitis B control through immunization. The Western Pacific Region must now look at how to 
proceed following achievement of the 1% target. Strategies may include improving equity in 
vaccination target achievements, for example between national and subnational levels. In addition, 
estimating hepatocellular carcinoma and cirrhosis cases attributable to hepatitis B and C may require 
synergy with cancer registries and other data repositories. 

Key questions for discussion included how to harmonize regional EPI targets with GHSSVH targets, 
how to measure and verify achievement, and ways to reconcile two different public health approaches 
to vision, advocacy and planning. 

2.2.2 Regional laboratory networks 
 

According to Dr Sergey Diorditsa, the Global Vaccine Action Plan 2011-2020 set goals and targets 
for disease eradication, elimination and control. Laboratory networks for various vaccine-preventable 
diseases currently exist in the Western Pacific Region including for poliomyelitis, measles and 
rubella, Japanese encephalitis, rotavirus, and invasive bacterial-vaccine preventable diseases (IB-
VPD). The potential impact of VPD laboratory networks on national immunization programs is 
considerable, including providing evidence of disease burden and vaccine introduction, contributing 
to the evaluation of disease control and confirmation of cases/outbreaks, strengthening quality 
assurance and enhancing capacity building.  
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The VPD laboratory network is a tiered system, with regional and national reference laboratories, as 
well as provincial laboratories in countries such as China. The laboratory networks are highly 
functional with various quality assurance measures in place. 

The existing laboratory networks consist of national and subnational/sentinel laboratories (first tier), 
regional reference labs (second tier), and global specialised labs (third tier). Data and specimens are 
sent to upper levels, and training can be provided to lower levels. Differences in functional capacity 
also exist. For example, the first tier usually performs primary testing (virological and bacterial) and 
participates in active laboratory surveillance. Most laboratories have molecular capacity and can 
perform polymerase chain reaction (PCR) testing.  Second tier laboratories can perform differential 
diagnostic assays, evaluate testing kits, develop standard operating procedures, provide external 
quality assurance (EQA) and take part in global EQA.  The third tier, consisting of global specialized 
laboratories, typically provide the following functions: quality control for the whole network, reagents 
and standards; preparation of proficiency testing panels, developing laboratory manuals, providing 
training and conducting research. There are extensive management and feedback mechanisms 
intentionally built into the different levels.  

Advantages of establishing a laboratory network include the following:  

 Laboratory networks are linked to surveillance and regional and global strategies and 
goals;  

 Laboratories use the WHO-recommended testing algorithm, and standardized data 
management and reporting, providing hands-on training and consultations to update 
developments and review a performance;  

 Strong external quality assurance programme to include annual proficiency testing, 
confirmatory testing, and accreditation; and 

 Integration of laboratory functions with shared infrastructure and expertise. 

Creating a viral hepatitis laboratory network and strengthening existing laboratory services are 
priority areas in the Asia Pacific Strategy for Strengthening Health Laboratory Services (2010–2015). 
The Regional Action Plan for Viral Hepatitis in the Western Pacific Region sets milestones and 
targets for strengthening hepatitis surveillance and laboratory quality systems and establishes targets 
for diagnosis and treatment. Diagnosis and treatment are dependent on laboratory services. The 
Western Pacific Region is the first WHO Region to establish hepatitis B control goals of reducing the 
prevalence of chronic hepatitis B to less than 1% among cohorts of children at least 5 years of age. 
Serosurveys that measure the prevalence of chronic hepatitis B markers have been conducted in many 
countries to verify the achievement of the regional hepatitis B control goal. To ensure survey results 
are reliable and comparable between countries, quality laboratory services using assays with adequate 
sensitivity and specificity are needed. Despite the importance of laboratory services, a laboratory gap 
analysis commissioned in 2014 by Western Pacific Regional Office of Cambodia, Fiji, the  
Lao People's Democratic Republic, Mongolia, Papua New Guinea, the Philippines and Viet Nam 
suggested that capacity on viral hepatitis B and C serology testing is generally poor and quality 
assurance systems are inadequate in these countries. Currently, no hepatitis laboratory network exists 
in any WHO Region. The creation of a laboratory network within the WPR could encourage other 
regions to establish similar laboratory networks, and the experience can be shared globally. A 
hepatitis laboratory network can support hepatitis surveillance programs and serosurveys, improve 
quality and coverage of diagnosis and treatment, and enhance blood safety. 

 Functions of a hepatitis laboratory network can include: 

 Improve accuracy and promote standardization of laboratory testing 
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 Ensure quality control and quality assurance are in place at all tier levels 

 Provide external quality assurance programmes 

 Develop standardized operating procedures and provide training 

 Identify gaps in diagnostic testing in resource-limited settings 

 Develop hepatitis reference diagnostic capacity in national laboratories, and  

 Support national labs in developing domestic capacity at subnational levels. 

In the discussion on laboratory networks, and the implementation of new WHO surveillance guidance 
in the Western Pacific, ERP and STAC participants readily recognised the need for a regional 
laboratory network and capability to build upon diagnostic/testing capacity in order to meet the 
ambitious screening targets in the Region. Diagnosis and testing has been a significant challenge, and 
many countries currently lack laboratory capacity to provide the tests needed. Furthermore, while it 
may be possible to test those who present clinically, the majority of sub-clinical cases are not tested. 
Many laboratories also struggle with molecular diagnostics. The proposed global goals for screening 
90% of hepatitis B and C by 2030 are highly ambitious and in theory would require screening 
everyone worldwide. Conducting hepatitis screening on such a mass scale would not be possible 
without a laboratory network. It was noted that while laboratory networks currently exist for other 
vaccine preventable diseases (VPD), the scale demanded for hepatitis would be much greater. It was 
however suggested that the cost of not having a regional laboratory network in terms of vaccine 
escape, drug resistance and treatment failure should also be borne in mind.  

Quality assurance was discussed, with participants noting the urgent need for updated evaluation of 
rapid testing and ELISA kits. Re-testing could be expanded to support hepatitis serosurveys. 
Questions were raised about what kind of kits should be used, and the need for more information was 
expressed. The WHO has developed viral hepatitis surveillance and testing guidelines, with future 
guidance anticipated on rapid and point of care testing. The use of rapid tests in the field as evidenced 
by recent field experiences was discussed. Multiple country assessments found many poor quality 
rapid tests were being used, with unknown sensitivity and specificity. This was especially worrying as 
they were being used for blood donation and antenatal screening. In some instances, only mothers 
who tested positive through these unreliable kits were indicated for birth dose vaccination.  

The recent outbreak of hepatitis in the Republic of Korea due to malpractice in a small clinic was 
mentioned. It was affirmed that regardless of regional initiatives, Korea will be taking steps to 
develop a national hepatitis reference laboratory. The existing quality assurance systems of clinical 
laboratories and licensed diagnostic products were discussed. Commercial laboratory services in 
China which usually do not participate in the national quality assurance programme remain a 
challenge in assuring diagnostic accuracy.  

Various implementation issues were also discussed. Establishing such a laboratory network will 
require substantial support from WHO, with funding and logistical resources identified a priori. 
Participants discussed the need to further clarify the purpose of the laboratory network, define the 
scope of laboratory technical support needed by Member States, and identify the foremost needs. 
However, steps could be initiated in a few countries at first, with countries requesting greater 
laboratory assistance could be at the top of the list. Progress can also be made with surveillance by 
assigning certain functions to national laboratories, which have linkages to national surveillance 
systems. There is a need to distinguish between acute, sentinel surveillance and the 
chronic/community-based surveillance, including the use of molecular diagnostics and point of care 
testing. Compared to other VPDs, hepatitis requires a significant focus on testing and involvement on 
a sub-national, provincial level, especially in light of local testing kit concerns. There also was also 
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emphasis on the question of which assays would be used, and the need to ensure appropriate quality 
assurance.  

2.2.3 Viet Nam National Action Plan on Viral Hepatitis 

 
Dr Vu Ngoc Long presented an update to on national action planning for viral hepatitis in Viet Nam. 

Viral hepatitis is the fourth leading cause of mortality in Viet Nam. A high prevalence of HBV exists 
in the general population (6-25%), while HCV is concentrated among PWID (54%).  

Progress has been made in prevention, achieving less than 2% HBsAg in under 5 year olds in 2011 
and moving towards the regional target of below 1%. Harm reduction among PWID and blood 
screening for HBV and HCV measures are also taking place. Surveillance reporting and existing 
evidence from past studies are under review. A more systematic approach is needed to guide policy, 
investment and action. 

Treatment for HBV and HCV is available in large cities, but coverage is limited due to affordability, 
access and diagnostics. The first national hepatitis B and C treatment guidelines are available, 
recommending preferred regimens of tenofovir/entecavir (HBV) and Peg INF + ribavirin (HCV). 
Financing for hepatitis treatments includes health insurance reimbursements at standard rates of 80% 
for HBV and 70% for HCV (currently being piloted at one national hospital). However, application 
varies among provinces and more must be done to develop a health insurance benefit package for 
viral hepatitis diagnosis and treatment in a formal way. 

The National Action Plan on Viral Hepatitis 2015-2019 aims to reduce transmission and enhance 
access to affordable prevention and treatment services. This involves five key solutions: human 
resource development; scientific research; investment; professional and technical solutions; and 
policy development and social mobilization - the last of which is an overarching, central focus. 

Challenges remain in the response to viral hepatitis. They include limited investment from external 
and domestic funding sources; the need for systematic surveillance; and low awareness among health 
staff and patients due to the “silent” nature of the disease. Expanding diagnosis and treatment is costly 
for government and patients, and many people with chronic infection are unaware of their status. 
Improved testing algorithms, quality management from a laboratory perspective, and greater 
coordination among multiple stakeholders are also necessary. Moving forward, there is need to 
mobilize funds for activities and evidence for investment cases; to develop human resources; and to 
monitor progress of national action plan implementation. Lessons can be learned from other countries. 

Proposed activities include: 

 communication workshops; training for provincial health staff and local health-care 
workers; educational materials and mass media; and the hepatitis prevention campaign on 
World Hepatitis Day;  

 developing surveillance guidelines;  

 finalising modelling for the disease burden estimate and the investment case;  

 updating national treatment guidelines and providing training; 

 evaluating hepatitis assays and developing a testing algorithm; assessing laboratory 
capacity at provincial level; developing standards for hepatitis laboratories; developing 
and training in standard operating procedures, including for blood screening. 
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2.2.4 Hepatitis B Vaccination in Viet Nam: progress, challenges and plans 

 
Dr Duong explained that hepatitis B vaccination programmes have expanded since their 
commencement in 1997. Over the period since 2003 hepatitis B birth dose coverage has been below 
50%; however, two episodes of AEFI (2007-2011, 2013-2014) and a stock shortage in 2010 resulted 
in suboptimal coverage. Three deaths due to program error in 2013 decreased birth dose coverage 
from 76% to 56% after the events were publicized in media and the finalized investigation took 15 
months to complete. HepB3 coverage has also been influenced by such events, with pentavalent 
vaccine temporarily withdrawn after the 2013 AEFIs. Furthermore, AEFIs have also had impacts 
among health-care workers (e.g. perceptions of contraindications). Some hospitals stopped giving 
birth dose vaccination. A hospital-based delivery strategy was adopted to provide the birth dose, but 
community health centres and polyclinics in most areas are unable to provide birth dose vaccinations 
as of January 2016.  

Key recommendations made from the Third Hepatitis B ERP Consultation in 2015 included: 

 Conduct a proactive media campaign to regain public and health-care workers’ 
confidence in the birth dose vaccine in Viet Nam. 

 A recommendation for hepatitis B health-care worker vaccination: Hepatitis B 
vaccination for health-care workers may form the basis for further action addressing other 
infectious disease vaccination initiatives for health-care workers. 

Responses from the Ministry of Health include several guidelines and an official letter on birth dose 
vaccination and AEFIs, along with the distribution of posters about hepatitis B vaccination to health 
facilities, and training for health-care workers and the Provincial Review Committees on AEFIs. 
Supportive supervision has been developed and cold chain equipment supplied to some clinics. 
Educational materials were developed and mass media messages about vaccination broadcasted 
through TV, the radio website, newspapers and online forums.  

Viet Nam has the political commitment to reach the regional target of less than 1% HBsAg prevalence 
among children, as well as other targets set in the Regional Action Plan for Viral Hepatitis. However, 
there is a gap in hepatitis B birth dose coverage, with government policy precluding polyclinics and 
remote clinics from providing birth dose vaccinations. In 2015, the timely birth dose coverage was 
64.8% nationally, compared to the target of 95%. While 80-90% of children born in hospitals received 
their birth dose, 10-20% were believed by health-care workers to have contraindications. Children 
born at home, community health centres and polyclinics in mountainous areas still have limited access 
to birth dose vaccination. The national policy on health-care worker vaccination remains to be 
addressed.  

Strengthening management at the provincial and district level, and working on the model of birth dose 
delivery at polyclinics and commune health centres in mountainous areas, are part of the plan for 
improving hepatitis B vaccination. Other focus areas include securing vaccine supply, improving the 
cold chain for birth dose, communication for mothers and health-care workers, integration of the birth 
dose into the Viet Nam National Strategy on Reproductive Health Care 2016–2020, mobilising 
resources from local governments for birth dose vaccination, and collaborating with international 
partners.  

2.2.5 Viral hepatitis treatment and care: progress, challenges and plans 

Dr Nguyen Trong Khoa presented an overview of progress and challenges in viral hepatitis treatment 
and care in Viet Nam. 
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Viet Nam has a high prevalence of hepatitis B in the general population (10-20%), while the 
prevalence of hepatitis C is mostly concentrated in high-risk groups such as PWID, haemodialysis 
patients and blood transfusion recipients.  

Progress has been made on viral hepatitis treatment and care, thanks to new national guidelines for 
diagnosis and treatment of HBV and HCV, as well as training materials. Capacity building among 
health staff through assessment has improved, along with the establishment of a technical assistance 
group and training. Other areas of capacity building have included establishing a network for viral 
hepatitis treatment, improving infrastructure and resources for diagnosis and treatment, and 
standardising and enhancing the capacity of laboratories. In respect of access to treatment, there has 
been discussion with social security authorities for health insurance approaches to support patients, 
and a cost-effectiveness study of HCV treatment. Challenges remain in access to treatment and care, 
as many people are not aware of their status, health insurance coverage is limited and treatment is 
largely concentrated in large cities. Furthermore, registration and importation of new drugs is difficult 
due to requirements for clinical trials and the prohibitive costs of new DAA drugs. 

Plans to increase access to treatment for viral hepatitis reflect the progress made and addressing 
remaining challenges. These include updating HCV treatment guidelines, as well as monitoring and 
assessing the implementation of national guidelines, enhancing the potential of the health staff, 
generating evidence for policy development through research, improving laboratory capacity, and 
establishing a quality assurance programme. Setting up the right mechanisms and legal frameworks 
may assist with access to new and effective HCV drugs. Increasing health insurance coverage in this 
area will be part of the move towards universal health insurance.       

2.2.6 Hepatitis Disease Burden in Viet Nam 

 
Dr Homie Razavi presented an update of the HCV disease burden and the economic analysis for  
Viet Nam. The Viet Nam hepatitis working group, WHO and CDA are working together to develop 
consensus estimates for the current and future HCV and HBV disease burdens; and to examine the 
impact of different intervention scenarios - prevention, vaccination and treatment. Epidemiological 
data is being collected and calibrated for the HCV disease burden and economic analysis, as well as 
the newly-developed HBV vaccination model. A baseline scenario had also been run for HCV. 
Further treatment scenarios would be discussed in a disease burden modelling meeting after the 
closure of the STAC meeting, scheduled tentatively for March 2016. 

The base scenario for current HCV treatment predicts that while total infections will decline by 7%, 
HCC, decompensated cirrhosis and liver-related deaths will rise by 55-65%. Strategies analysed in 
Mongolia may offer a template for those used in Viet Nam. Dr Razavi recalled the combination 
scenario, initially targeting advanced liver disease patients (minimise mortality), then increasing 
treatment to all infections (elimination of hepatitis). Economic analysis for intervention scenarios has 
been found to be cost-saving when compared to a baseline in other countries, including Mongolia. 
Other considerations include the household financial capacity and public health sector budget 
requirements.  It will be imperative to address high drug costs to make intervention strategies more 
affordable from a budget perspective. 

Discussion - Viet Nam 

Congratulations were extended to Viet Nam for being one of the first countries to develop a national 
action plan. In addressing a wide scope of areas and considering multiple stakeholders, there are plans 
to expand treatment for the whole country, and a staged approach could be considered. The Viet Nam 
government is working to develop a benefit package including vaccination and treatment of certain 
diseases with insurance coverage.  The need for evidence around specific treatment and diagnoses 
may afford STAC an opportunity to provide technical advice. The effectiveness of treatment and 
complexity of management, the development and monitoring of clinical guidelines, and the role of 
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WHO were all discussed. Viet Nam has made progress. Support for initiatives beyond treatment was 
also broached, as was communication, education, health-care worker training, and addressing 
discrimination. Sites such as the National Hospital for Tropical Diseases and other government-
designated hospitals have been identified as educational sites for health-care workers.  

Challenges and suggestions regarding hepatitis birth dose immunisation were discussed. Delaying 
birth dose for false contraindications (e.g. low birth weight) is commonplace in Viet Nam. Some 
health-care workers advise mothers that the birth dose is not necessary. The reasons for 
contraindication (e.g. recording low birth weight in infants) should be documented. It was suggested 
that increasing the birth dose coverage should be given priority over circumferential issues. It was 
recognised that hard work is being done to address the loss of public confidence following the AEFIs. 
Viet Nam had an estimated 5.6% of home births in 2012, while in most areas hepatitis B vaccine is 
provided only in hospitals. This will remain a systematic barrier until policy issues are addressed to 
facilitate vaccine access to such people. 

Antiviral pricing and availability was also discussed. Some antivirals are available in Viet Nam but 
they come at a high price. Partial health insurance provides nearly 80% coverage for treatment costs 
in Viet Nam. Sofosbuvir, which has a license but no registration number, and is priced at around US$ 
600-900, has some availability. Tenofovir is also available, and is cheaper for those with health 
insurance at US$ 200 per year, as opposed to US$ 1000 for those without. Pegylated interferon costs 
around $US 310 per vial, with patients paying around US$30 000 for treatment, and patients can 
receive a reimbursement of around US$3000 (10%). However, the side effects of medication and in-
patient management increases costs. Using 12-week DAA treatment, higher cure rates can be 
achieved with lower costs and side effects, and this will be factored into the cost-effectiveness 
analysis. 

Access to medicines is complex and many LMICs encounter difficulties. There are resources such as 
the Essential Medicines list to assist in licensing negotiation and pricing issues. However, the focal 
points for hepatitis within governments are often not directly involved in complex drug procurement 
issues. Local clinical trials are a significant barrier for drug registration, taking years for medicines to 
become formally available. Amending laws or exploring waivers may be necessary to bypass clinical 
trials. A draft amended pharmaceutical law proposes to remove the requirement of a local clinical trial 
to facilitate access to medicines. The Viet Nam Department of Drug Authority may also be able to 
expedite the registration processes of new drugs.  

Interim measures such as special import licenses were also discussed. Viet Nam imports medicines 
from three companies using such procedures. These licenses may address short-term issues, but are 
conditional and limited to number, time, place and company. Other longer-term mechanisms will need 
to be considered. Indonesia uses the same companies as Viet Nam and has been able to fast-track 
registration processes through special import licenses. Furthermore, prices in Indonesia are cheaper at 
US$ 250 for a bottle of Sofosbuvir compared to US$ 600. It was argued that costs in Viet Nam should 
be lower than in Indonesia, considering the higher demand. There was discussion of a suggestion to 
appeal to Gilead for a patent waiver in Viet Nam.  Establishing a committee within the Ministry of 
Health for price negotiation and emergency drug support may also allow legal association with 
suppliers to lower prices. It was commented that generic manufacturers are in a position to set prices 
that drive prices down; this was seen in other countries where CDA conducted analyses. A suggestion 
was made to engage in price negotiations with Indian generic companies; this may allow more people 
to receive treatment. More information needs to be exchanged. Additionally, Western Pacific 
Regional Office may be able to learn from PAHO about driving down regional prices. 

Pricing is a challenge for patients and introducing a central procurement system may reduce this 
burden. It was noted that availability also plays a part. There should also be health insurance policies 
to ensure that costs are covered following the introduction of medicines. A move towards central 
procurement could also be considered. Caution was voiced against excessive focus on price at the 
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expense of other significant needs such as upscaling of testing, and the importance of national 
planning in strategic coordination was emphasised. 

The case for investment in treating now was highlighted. There is economic as well as health value in 
early-life prevention of adulthood diseases. A trend in disease burden is being observed whereby 
incidence is declining but hepatitis-related mortality is increasing. Providing treatments that can 
reduce mortality gives an opportunity to boost achievements in prevention, strengthening the 
investment case to treat now. There is the additional benefit of stimulating the economy by investing 
in public health activities. 

Other points raised included: 

 in the early stages of hepatitis prevention and control in Viet Nam, lessons can be learnt 
from other Member States and WHO; 

 the need to improve quality of laboratory testing; provincial lab systems have some 
capacity but there are difficulties with the lower district level (e.g. ELISA); 

 blood screening: need for quality assurance improvement in the laboratory network in Viet 
Nam;  

 future surveys to assess the prevalence of HBV and HCV in Viet Nam; and 

 information about other types of hepatitis such as D and E: mobilizing surveillance as little 
is currently known or available in hospitals, and a greater understanding of the 
epidemiological patterns is called for. 

Concluding remarks from Viet Nam pointed out that Viet Nam is in the early stages of hepatitis 
prevention and control, and there can be lessons learnt from other Member States and WHO. In the 
national action plan, targets were set up in line with WHO guidelines. Objectives should be set up to 
improve the laboratory system and tests, and provide reasonably priced drugs. Many difficulties and 
constraints had to be faced, such as in surveillance, with the low coverage of newborn vaccination. 
Provincial-level laboratory systems have some capacity but the lower district level remains 
problematic for testing methods such as ELISA. In future years, there will be more training 
opportunities. The price of antivirals in Viet Nam is still high. Various measures are to be 
implemented, such as setting up a reference laboratory for testing and for training. To date, a national 
hepatitis program for disease prevention and control has not been established such as for other 
diseases such as dengue, despite the recognised high burden of hepatitis. With the national action 
plan, engagement with stakeholders may help to inform priorities in coming years. Thanks were due 
to those who had performed the disease burden estimate and modelling. The value of this to raise 
awareness about the community and in securing political commitment should not be underestimated. 
Appreciation was expressed for overall support from WHO and to the technical groups for coming 
together to debate these issues. 

Facilitated discussion: STAC/ERP joint discussion 

The WHO Regional Office for the Western Pacific, having made significant progress, is in a position 
to lead the agenda as example for other regions. It was commented that Western Pacific Regional 
Office may be in a position to set regional goals more ambitious than the current global ones, for 
example in immunization, although this is to be determined by EPI. Participants also discussed 
mechanisms to monitor the progress of Member States in achieving targets in the Regional Action 
Plan, such as annual reporting, or panel verification. Where applicable, STAC could consider learning 
from verification mechanisms employed by ERP. 
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Collaboration between the STAC and ERP was discussed. Notable areas of overlap were identified, 
including perinatal and healthcare-related transmission. Existing cross-over in the three members who 
are part of both STAC and ERP was highlighted. A recommendation was made to consider 
formulating a sub-group to address the shared area of preventing perinatal transmission. 

Given the achievements in immunization thus far, the next steps to be considered in prevention may 
include the prevention of maternal transmission by upscaling antenatal screening and treatment 
services. Although guidelines exist for antiviral treatment during pregnancy, greater clarity is needed 
(e.g. types of antivirals used, treatment duration). Furthermore, in reality, treatment practices often 
differ from the recommendations. One example is the wide use of lamivudine and adefovir rescue 
therapy. HBsAg screening is important for defining prevalence, but there may be need to decide to 
what extent it will be undertaken to find the last remaining cases. Increasing screening, diagnosis and 
treatment of pregnant women will entail costs; and countries may take different positions about 
whether or not to upscale from birth dose to more rigorous PMTCT programmes, including treatment 
of pregnant women with high viral loads. 

Prevention strategies must continue to appropriately address target populations and current challenges 
relative to the national and sub-national contexts. Regarding Viet Nam, a recommendation was made 
that WHO assist the Viet Nam government to develop communication strategies and policies to 
restore public confidence and improve health-care workers’ implementation of birth dose 
immunization. Furthermore, WHO should specifically address the issue of inappropriate birth dose 
contraindications. A suggestion was made for novel strategies or incentives such as a maternal 
immunization allowance to boost public confidence. There may be need for further clarity in defining 
target groups for immunization, while also recognising differences in transmission/risk populations 
between countries (e.g. HCV among PWID in most countries compared to nosocomial/parahealth 
transmission patterns in Mongolia). Treatment strategies should also incorporate prevention 
approaches, particularly among key populations such as PWID and MSM.  

2.2.7 Regional laboratory network 

Participants supported the need for a regional laboratory network to address various challenges 
including surveillance, screening, diagnostics and treatment. It was suggested that the priority needs 
for the region be identified first, so that the network can be tailored towards addressing them. The 
purpose should be raising the standard, promoting quality and reliability, and facilitating information 
and technology transfer by building networks and relationships. Quality assurance was discussed 
extensively, noting its importance in improving diagnostic quality across the Region, such as for rapid 
diagnostic kits/point of care testing. A suggestion was made to consider a demonstration project in 
Viet Nam for field validation of rapid diagnostic kits. The need to coordinate testing and surveillance 
with various stakeholders on a national level was noted. A recommendation was made to request the 
WHO Regional Office for the Western Pacific to assist in the establishment of, and explore funding 
opportunities for such a network. The recommendation was made for the WHO Regional Office for 
the Western Pacific to assist Member States to designate a national hepatitis reference laboratory and 
provide linkage to peripheral laboratories within the country. A staged implementation of the 
laboratory network was discussed as an alternative to waiting for all Member States to indicate 
voluntary interest if early progress can be made in a few countries with interest and funding capacity.  

Current procurement mechanisms in Viet Nam are highly decentralised and various approaches to 
improving medicines access were suggested. These include centralising procurement, strengthening 
capacity for negotiations with generic manufacturers, and running a demonstration project in supply-
procurement partnerships. 

Another novel suggestion was to consider utilising shared HIV and hepatitis testing services (e.g. 
voluntary testing and counselling centres) as a platform for viral hepatitis demonstration projects in 
Viet Nam. Surveillance could be a potential topic for a demonstration project, considering the future 
need to develop passive surveillance/notification systems as testing increases.  Surveillance of other 
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issues such as HDV coinfection (e.g. Mongolia) may also need to be considered. 
 

2.2.8 Final remarks 

Dr Ying-Ru Lo offered closing remarks, thanking participants for making the collaboration possible. 
Gratitude was due to the Viet Nam country office, including from the WHO Regional Office for the 
Western Pacific. Dr Youngmee Jee provided final remarks from ERP, noting the positive discussions 
around the opportunities to work towards hepatitis control in the Western Pacific Region, and echoing 
the thanks to the hosts. 

3. RECOMMENDATIONS 

3.1 Expert Resource Panel for Hepatitis B Control 

The ERP is very pleased to have reviewed data indicating that the 2017 Western Pacific Region goal 
to reduce hepatitis B prevalence to less than 1% among immunized cohorts of children ≥5 years has 
been achieved.  The ERP endorsed the report’s methodology and overall conclusions, focusing on 
specific recommendations for future activities.  A plan for communicating this public health milestone 
should be made, fully recognizing that additional efforts are needed to ensure all countries in the 
Western Pacific Region attain less than 1% among immunized cohorts of children ≥5 years, born 
since the start of a national hepatitis B infant immunization programme.  With the prevalence of 
chronic hepatitis B among adults remaining high and an estimated 900 people dying every day from 
hepatitis B-related disease in the Western Pacific Region, the ERP recognizes the collaborative role 
that groups like the STAC play to ensure comprehensive viral hepatitis control is achieved through a 
combination of immunization, screening, and care and treatment. 

The ERP discussed developing future regional targets, including a proposed regional goal of reducing 
hepatitis B prevalence among immunized cohorts of children ≥5 years to 0.5% in all countries by 
2020 or later, as well as new coverage goals for BD and routine hepatitis B immunization.  New post 
2017 targets will be assessed following the ERP’s recommendation to perform sensitivity analysis and 
to quantify each Western Pacific Region country and area’s role in reaching the 2017 target. 

The following recommendations were made during the ERP meeting that was held concurrently with 
the STAC meeting on January 25-26, 2016.  Recommendations made during the joint ERP-STAC 
meeting held on January 27 are presented separately in this report. 

3.1.1 Verification 

(1) The ERP reaffirms its role in monitoring the ongoing performance of verified countries.  If 
concerns arise around countries’ immunization practices (e.g. appreciable decreases in BD or 
HepB3 coverage nationally or sub-nationally, or AEFI issues damaging immunization 
coverage or not being investigated in a timely way), Western Pacific Regional Office should 
raise the issue with the ERP in a timely fashion and the ERP may subsequently appoint a 
subgroup to assess and recommend future actions. 

(2) For countries that have reached regional BD and hepatitis B prevalence targets, the ERP 
recommends that the STAC and the ERP jointly consider additional strategies to prevent 
perinatal transmission, including maternal screening recommendations, the use of hepatitis B 
immune globulin (HBIG) and other prophylactic therapies such as antivirals. 
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(3) While the ERP celebrates the success of Western Pacific Region in reducing hepatitis B 
prevalence to less than 1% among immunized cohorts within the Region, the ERP urges 
continued Western Pacific Regional Office commitment to ensuring all countries in the 
Region reach this goal.   

3.1.2 Birth dose (BD) 

(1) The ERP notes that missed opportunities for assessments of BD coverage have occurred in 
some countries where surveys which include immunization coverage have been undertaken.  
The ERP recommends that BD coverage should be assessed as part of all surveys which 
include routine immunization coverage surveys, Expanded Programme on Immunization 
(EPI) surveys, Demographic and Health Surveys (DHS) and Multiple Indicator Cluster 
Surveys (MICs). 

(2) The ERP recommends that Western Pacific Regional Office explore whether and how mobile 
telecommunication strategies may have a role in increasing BD coverage, and whether they 
are cost-effective and programmatically feasible and sustainable. 

(3) The ERP reviewed and endorses the recommendations of the March 2015 Workshop on 
Improving and Monitoring Hepatitis B Birth Dose Verification, held in Vientiane, noting the 
importance of the 5th Recommendation for Member States:  

“It is much easier to deliver a timely BD at facility deliveries.  Many countries have greatly 
increased coverage of timely BD by increasing the proportion of deliveries in health facilities, 
attended by a SBA.  Such efforts are recommended to improve HepB BD coverage, reduce 
maternal and neonatal mortality, and benefit mothers and newborns.”   

i.  The ERP recommends that the Regional Director (RD) for Western Pacific Regional 
Office invite high-level MCH staff and MOH officials from Cambodia, Lao People's 
Democratic Republic, Papua New Guinea, the Philippines, Solomon Islands and Viet 
Nam to the next ERP meeting to present their country’s progress in implementing BD 
improvement plans that were developed during the Vientiane meeting. 

ii. The ERP recommends that implementation of BD improvement plans from the Vientiane 
meeting be monitored.  Western Pacific Regional Office should engage with country 
leadership to raise awareness and political commitment at all levels to increasing BD 
coverage. 

(4) The ERP recommends that MOHs encourage the delivery of children in health facilities, help 
strengthen the coordination between EPI and MCH for BD delivery, and ensure effective 
monitoring and reporting of timely BD coverage.  Similarly, the ERP recommends the 
development and reporting of metrics for countries and areas’ BD coverage in all health 
facilities, including private hospitals. 

(5) The ERP requests that WHO Headquarters define TBD as hepatitis B vaccine provided within 
24 hours of birth.  The ERP recommends that the Joint Reporting Form (JRF) be used to 
collect and report TBD, and the delivery of BDs given later than 24 hours following birth.  In 
settings where the time of birth and/or of BD immunization are not recorded, the ERP 
recommends the usual practice of counting a BD as timely if it was administered on the day 
of birth or the following day. 

3.1.3 Adverse events following immunization (AEFIs) 

(1) The ERP recommends that countries have proactive plans in place to communicate with 
media and the public about AEFIs. Prompt health communication with media and civil 
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society is vital to maintaining the confidence of health-care workers and the public in the 
safety and value of vaccination.   

(2) The ERP recommends that Western Pacific Regional Office disseminate lessons learned from 
recent AEFIs in China and Viet Nam to Western Pacific Region countries to encourage all 
Western Pacific Region countries to proactively coordinate a predetermined and timely 
response to AEFIs. 

3.1.4 Vaccination of health-care workers (HCWs)  

(1) The ERP reaffirms the recommendation of the Third Hepatitis B ERP Consultation that 
Western Pacific Regional Office compile detailed information on policies to vaccinate HCWs 
as well as other high-risk groups in the Western Pacific Region.   

(2) The ERP endorses the regional milestone outlined in the Regional Action Plan for Viral 
Hepatitis in the Western Pacific 2016–2020 that a national policy of vaccinating health-care 
workers against hepatitis B of more than 80% of countries by 2017 and all countries by 2020 
be put into effect.   

3.1.5 Controlled temperature chain (CTC) 

(1) The ERP recommends having vaccine in CTC for home births because this would greatly 
benefit BD coverage, particularly in areas with a large number of home births.  Labelling 
hepatitis B vaccines for at least 30 days in CTC would programmatically facilitate and 
support the CTC use since vaccine delivery to many remote areas of Western Pacific Region 
countries occurs no more frequently than every 30 days. 

(2) The ERP recommends that WHO urge procurement agencies to include in their tender 
requirements and on their labels the suitability for CTC use of monovalent hepatitis B 
vaccines.  This requirement would be similar to the 2007 WHO/UNICEF joint policy 
statement urging all vaccine self-procuring countries and donor agencies to include vaccine 
vial monitors among the minimum requirements for vaccine purchases and vaccine donation 
agreements.  

3.1.6 Communication 

(1) The ERP recommends that communication on potential outcomes of chronic hepatitis B 
infection, namely liver cirrhosis and liver cancer, should be emphasized and budgets allocated 
for communication activities to promote BD immunization. 

(2) The ERP recommends that research be conducted to identify successful strategies to reduce 
inequities and improve the delivery of BD vaccine and at least three doses of hepatitis B 
vaccine (hepB3) to at-risk and vulnerable groups, including newborns, infants and children in 
migrant populations. 

(3) The ERP recommends that Western Pacific Regional Office EPI Unit hold a side meeting 
with the Western Pacific Regional Office HIV/AIDS and Sexually Transmitted Infections 
(HSI) Unit during the next Regional Committee for the Western Pacific to encourage higher 
level hepatitis B discussions between the RD for Western Pacific Regional Office and the 
Ministers. 

3.1.7 Coordination with comprehensive viral hepatitis work 

(1) The ERP is pleased that the Regional Committee for the Western Pacific in October 2015 
endorsed the Regional Action Plan for Viral Hepatitis in the Western Pacific 2016–2020.  The 
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ERP endorses this regional action plan which will help guide countries in developing 
comprehensive country-specific national hepatitis response plans that include enhancing 
prevention strategies such as immunization and improving access to affordable screening, 
diagnosis and treatment of hepatitis B and C. 

(2) The ERP recommends that regular ERP and STAC meetings be held consecutively, with one 
day reserved for a joint meeting.  Currently, a number of persons serve on both the ERP and 
STAC and efforts should be made to enable both groups to benefit from full participation of 
these members in each meeting and to share information between the two groups.   

(3) The ERP recommends the creation of ERP-STAC subgroups that could ensure 
complementary and coordinated efforts.  Some areas of common interest include HCW 
vaccination, post-vaccination serologic testing, advocacy and prevention. 

3.2 Strategic and Technical Advisory Committee for Viral Hepatitis and Expert Resource Panel   

3.2.1 General 

ERP STAC recommends to the Regional Director that Western Pacific Regional Office: 

 Facilitate Member State consultations among priority countries for viral hepatitis; 

 Work with Member States to develop communication strategies on specific issues such as 
AEFIs. 

3.2.2 Potential countries/collaborative areas 

ERP STAC recommends to the Regional Director that Western Pacific Regional Office: 

 Specify the roles of STAC/ERP in addressing and verifying progress in hepatitis in the 
region, including in the Regional Action Plan for Viral Hepatitis in the Western Pacific 
2016-2020; 

 Seek to establish and explore funding opportunities for a Regional hepatitis laboratory 
network to support various types of viral hepatitis laboratory-based research across the 
Region. These research areas include surveillance, screening, diagnosis and treatment. The 
laboratory network could assist in identifying priority laboratory needs for the Region (e.g. 
to provide QC/QAP, validate testing strategies, validate or approve tests). Priority should 
be given to standardizing molecular testing (e.g. reporting in IU rather than copies/ml); 

 Assist Member States to designate a national hepatitis reference lab with links to domestic 
laboratories and existing surveillance systems within countries; 

 Establish a sub-group of ERP-STAC members to focus on the prevention of perinatal 
hepatitis transmission. 

3.2.3 Hepatitis medicines 

ERP STAC recommends to the Regional Director that Western Pacific Regional Office: 

Provide technical support to Member States to improve access to evidence-based and appropriately 
priced diagnostics and medicines, including: 

 information about current and upcoming costs of generic prices 
 promotion of generic competition including national patent law 
 facilitation of pooled purchasing or pooled negotiations 
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 temporary waivers of registration requirements 
 use of all TRIPS flexibilities 
 identification of collaborating partners for essential medicine 
 use of and procurement of prequalified diagnostics and medicines if applicable  

3.2.3 Additional proposals from ERP relevant to the work of STAC 

ERP recommends to the Regional Director that Western Pacific Regional Office: 

 For countries that have reached regional birth dose and hepatitis B prevalence targets, the 
ERP and STAC should jointly consider additional strategies to prevent perinatal 
transmission, including maternal screening recommendations, the use of hepatitis B 
immune globulin and other prophylactic therapies such as antivirals. 

 The ERP recommends that research be conducted to identify successful strategies to 
reduce inequities and improve the delivery of birth dose vaccine and at least three doses of 
hepatitis B vaccine to at-risk and vulnerable groups, including newborns, infants and 
children in migrant populations. 

 The ERP and STAC endorse the regional milestone outlined in the Regional Action Plan 
for Viral Hepatitis in the Western Pacific 2016–2020 that a national policy of vaccinating 
health care workers against hepatitis B of  more than 80% of countries by 2017 and in all 
countries by 2020 be achieved.  Western Pacific Regional Office should assess the status 
and implementation of each country’s policies for health-care workers and other high-risk 
populations.   

3.2.4 Viet Nam 

The ERP-STAC commends Viet Nam on their progress in addressing viral hepatitis to date. ERP-
STAC recommendations to the Regional Director include: 

Immunization 

 Countries should have proactive plans in place to communicate with media and the public 
about AEFIs. Prompt health communication with media and civil society is vital to 
maintaining the confidence of health-care workers and the public in the safety and value of 
vaccination.  

 That WHO assist the government of Viet Nam in developing effective communication 
strategies to regain the confidence of health workers and the public in the birth dose, 
restore as rapidly as possible the birth dose coverage in every facility, and address the 
issue of inappropriate BD contraindications 

Data 

 That WHO support Viet Nam in carrying out viral hepatitis disease burden estimates on an 
ongoing basis;  

 Support determination of HAV and HEV epidemiology, given the lack of current 
knowledge about these waterborne viruses. 

Diagnosis, care and treatment 

 Provide technical support for implementation of surveillance and treatment guidance and 
testing algorithms for viral hepatitis; 
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 Support the development of recommended care and treatment guidelines, including 
dissemination; 

 Consider working with Viet Nam authorities to build hepatitis testing into voluntary HIV 
models, including for key populations where possible; 

 Support the synergy between prevention and treatment strategies specifically in key 
populations. 

Access to quality and affordable hepatitis diagnostics and treatment  

 Western Pacific Regional Office support for Viet Nam authorities to carry out an inventory 
and validation of hepatitis B and C diagnostics, including rapid diagnostic tests;  

 Support quality assurance for the domestic viral hepatitis laboratory network; 

 WHO work with Viet Nam to investigate novel mechanisms to facilitate access to hepatitis 
medicines and diagnostics; 

 Consider a demonstration project in Viet Nam for joint, novel procurement mechanisms to 
reduce antiviral prices and facilities to increase access; 

 Support inclusion of hepatitis medicines into the Essential Medicines list; 

 Strengthen the capacity for centralization of procurement and negotiated procurement. 

3.2.5 ERP-STAC Recommendations Post-Discussion 

Harmonising Prevention Targets – EPI, RAPVH, GHSSVH 

1. EPI/ Western Pacific Region 

2017 Goal / Targets 

 HBsAg prevalence in 5yo <1% 

 Birth dose coverage at least 95% in all countries (85% each district)* 

 HB3 coverage at least 95% (85% each district)* 

GVAP 2020 Target 

 >95% national coverage for all vaccines 

 >90% coverage for all vaccines in all districts 

4th ERP, January 2016 

Discussions regarding next targets - possibilities 

 HBsAg prevalence in 5yo <1% in every country 

 HBsAg prevalence in 5yo <0.5% regionally 

 Equity – subnational targets, ethnic minorities, adult 
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 Intensification of prevention of MTCT – antenatal screening, HBIG, antivirals 

2. RAPVH 

2017 Milestones 

 HBsAg prevalence in 5yo <1% 

 Birth dose coverage at least 95% in all countries (85% each district)* 

 HB3 coverage at least 95% (85% each district)* 

 National policy of vaccinating HCW against HBV established in >80% countries 

 Countries with populations of PWID have policies supporting harm reduction 
programmes including NSP and opioid substitution 

2020 Targets 

 In countries which have achieved <1% goal in 5yo, further reduce MTCT 

 National policy of vaccinating HCW, HC students against HBV in all countries 

 HB vaccination integrated into HIV, harm reduction, and STI services 

 Safe injection policies for prevention of health sector HBV and HCV transmission in 
all countries 

 Countries with harm reduction programmes access 60% of PWID with a 
comprehensive package of harm reduction services and 50% of people dependent on 
drugs with substitution treatment 

* Western Pacific Region/RC64.R5, 2013 

3. STAC / MSC – Manila, April 2015 (additional to RAPVH) 

 In countries with <1% HBsAg in 5yo, achieve antenatal HB testing > 90% 

 100% of babies born to HBsAg positive women receive HB BD within 24 hours (and 
HBIG if available). >80% of these babies receive post-vaccination serologic testing 

 >80% of HCW and students vaccinated against HBV 

 HB vaccination for people with chronic liver disease and ESRF / HD 

4. GHSSVH 

2020 Targets 

 30% reduction in incidence of new cases of chronic HBV/HCV c/w 2015 

 “equivalent to 1% prevalence of HBsAg among children” 

 HB3 coverage 90% 
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 HB BD (or other approach to prevent MTCT) coverage 50% 

 All countries have haemovigilance systems to identify and quantify VH transfusion 
transmission 

 50% of injections administered with safety engineered devices 

 200 sterile needles/syringes per PWID per year 

2030 Targets 

 90% reduction in incidence of new cases of chronic HBV/HCV c/w 2015 

 “equivalent to 0.1% prevalence of HBsAg among children” 

 HB3 coverage 90% 

 HB BD (or other approach to prevent MTCT) coverage 90% 

 99% reduction in rates of VH transmission through transfusion c/w 2020 

 90% of injections administered with safety engineered devices 

 300 sterile needles/syringes per PWID per year 

5. Proposed Integrated Prevention Targets – EPI, RAPVH, GHSSVH 

2017 Targets 

 HBsAg prevalence in 5yo <1% regionally 

 HB3 and HB BD coverage at least 95% in all countries (85% each district) 

 National policy of vaccinating HCW against HBV established in >80% countries 

 Countries with populations of PWID have policies supporting harm reduction 
programmes including NSP and opioid substitution 

2020 Targets 

 30% reduction in incidence of new cases of chronic HBV/HCV c/w 2015 

 HBsAg prevalence in 5yo <1% in every country 

 HB3 and HB BD coverage at least 95% in all countries (90% each district) 

 In countries which have achieved <1% goal in 5yo, further reduce MTCT 

 In countries with <1% HBsAg in 5yo, achieve antenatal HB testing > 90% 

 100% of babies born to HBsAg positive women receive HB BD within 24 hours (and 
HBIG if available). >80% of these babies receive post-vaccination serologic testing 

 National policy of vaccinating HCW, HC students against HBV in all countries 
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