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1. Executive Summary

Hepatitis B virus infection is endemic in China.  More than one-third of the world’s estimated HBV carriers reside in China.  Hepatitis B is estimated to account for 280,000 deaths annually in China.

Since 1991, the Ministry of Health in China has recommended routine infant hepatitis B immunization.  Unlike other Expanded Programme on Immunization (EPI) vaccines, however, hepatitis B is not provided free of charge; families must pay fees for the vaccine cost, distribution costs, and service (which, if applicable, includes the price of the syringe).  As a result, hepatitis B vaccine coverage is uneven, with much lower coverage in poorer provinces, mostly located in western China.  Experience with several demonstration projects shows that if the hepatitis B vaccine cost is subsidized and the price is transparent, substantial increases in coverage can be achieved.

In the 2001-2005 plan for the Expanded Programme on Immunization (EPI) in China, the Ministry of Health has established goals in four key areas: 1) achieving maximum coverage among all children for routine immunizations; 2) reducing morbidity and mortality due to vaccine preventable diseases, and placing the highest priority on maintaining China polio-free; 3) accelerating hepatitis B control and reducing the prevalence of chronic hepatitis B virus infection among children <5 years of age; and 4) ensuring immunization injection safety.

The People’s Republic of China is requesting assistance from the Global Alliance for Vaccines and Immunization (GAVI ) and the Global Fund for Children’s Vaccines to help achieve these goals.  Specifically, support is requested for a five-year project (the MOH/GAVI Project on Hepatitis B Immunization within EPI in China).  The goals of the MOH/GAVI Hepatitis B Project are: 1) improving hepatitis B vaccine coverage in areas where hepatitis B vaccine coverage is currently low; 2) full integration of hepatitis B vaccine into EPI; 3) ensuring that immunization injections are given safely.  To accomplish these goals, the Project will provide hepatitis B vaccine to all infants born in the western provinces and poverty counties of non-western provinces (approximately 7 million infants annually, or 37% of the total birth cohort); in addition, auto-disable (AD) syringes will be provided for all immunization injections in the Project areas.  Appropriate training, health communication, supervision, and monitoring and evaluation will be undertaken.  For the Project, the fee for hepatitis B vaccine will be substantially reduced compared with current fees.  By the end of the Project, China will assume financial responsibility for providing hepatitis B vaccine in the same manner as other EPI vaccines are provided routinely to infants; that is, hepatitis B vaccine will be provided free-of-charge, with a nominal service fee equal to that for other routine EPI vaccines.  

The project will occur during the period that China transitions on a national basis from market-based funding of hepatitis B vaccination to full integration of hepatitis B vaccine into EPI, and during the period that China transitions to use of AD syringes for all immunization injections.  As part of the project, a policy analysis will be carried out to generate and evaluate options for long term sustainable financing of hepatitis B immunization.  Another component of the project is the evaluation of use of hepatitis B vaccine outside the cold chain, to improve the timeliness of the birth dose.  In addition, studies are proposed to determine the burden of invasive infections and acute lower respiratory infections caused by haemophilus influenzae type B and streptococcus pneumoniae in China.

China is requesting GAVI/The Global Fund to match funds provided by China for these activities.  Specifically, a 50/50 split is proposed for funding of hepatitis B vaccine and safe injection equipment (AD syringes and safety boxes).  Other budget items for which assistance from GAVI/The Global Fund or other international partners is needed include funding for a office to manage the Project; training; supervision; health communication; monitoring; and the evaluation study of hepatitis B vaccine outside the cold chain.

Effective implementation of the MOH/Hepatitis B Vaccine Project will improve hepatitis B vaccine coverage in the poorest areas of  China.  Achieving the long-term Project goal of full integration of hepatitis B vaccine into EPI will ensure that all children in China will be benefit from hepatitis B vaccine, and not suffer the consequences of fulminant hepatitis, cirrhosis and liver cancer.

2. Signatures of the Government 

The Government of the People’s Republic of China commits itself to develop the national immunization services on a sustainable basis in accordance with the multi-year plan presented with this document, and to annually review districts performance on immunization through a transparent monitoring system. The Government requests the Alliance and its partners to contribute financial and technical assistance to support immunization of children as outlined in this application.

Signature:
…………………………………………...

Title:
…………………………………………...

Date:
…………………………………………...

The GAVI Secretariat is unable to return submitted documents and attachments to individual countries.  Unless otherwise specified, documents may be shared with the GAVI partners and collaborators.

We, the undersigned members of the Inter-Agency Co-ordinating Committee endorse this proposal on the basis of the supporting documentation which is attached. Signatures for endorsement of this proposal does not imply any financial (or legal) commitment on the part of the partner agency or individual. (Guidelines on Country Proposal # 2.) :
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	Name/Title
	Date              Signature

	Ministry of Health, China
	
	

	Chinese Academy of Preventive Medicine (CAPM)
	
	

	China Foundation for Hepatitis Prevention and Control (CFHPC)
	
	

	World Health Organization (WHO)
	
	

	United Nations Children’s Fund (UNICEF)
	
	

	Japanese International Cooperation Agency (JICA)
	
	

	World Bank
	
	

	U.S. Centers for Disease Control and Prevention (CDC)
	
	

	Australia Agency for International Development (AusAID)
	
	

	The Government of Luxemburg
	
	


In case the GAVI Secretariat have queries on this submission, please contact :

Name:

Mr. Liu Peilong 


Title/Address:

Director General

Division of International Cooperation

Ministry of Health 

1 Nanlu

Xizhimenwai

Beijing 100044

China

Tel.No.: 

86-10-6879-2281

Fax No.: 

86-10-6879-2442

E-mail:


pll0@chsi.moh.gov.cn

3. Immunization-related fact sheet

	Table 1 : Basic facts (1998 or most recent; specify dates of data provided)



	Population
	1.26 billion (1999)
	GNP per capita
	$US 790.61 (1999)

	Surviving Infants* 
	19,112,468 (1999)
	Infant mortality rate 
	33.1/ 1000 (1997)

	Percentage of GDP allocated to Health
	5.1% (1999)
	Percentage of Government expenditure for Health Care
	Not available


* Surviving infants = Infants surviving the first 12 months of life

Table 2: Immunization coverage and disease burden trends as per annual reporting to WHO/UNICEF

	Trends of immunization coverage  

by 12 months of age


	Vaccine preventable disease burden



	Vaccine
	Reported (1)
	Survey (2)
	Disease
	Reported cases
	Estimated cases/deaths

	
	1998
	1999
	1998
	Age group
	1999
	Age group
	
	1998
	1999
	1998
	1999

	BCG
	95.6
	97.8
	
	
	97.2
	<12m
	Tuberculosis
	490,795
	518,095
	928
	903

	DTP
	DTP1
	
	97.2
	
	
	95.2
	<12m
	Diphtheria
	40
	16
	4
	1

	
	DTP3
	
	97.7
	
	
	92.7
	<12m
	Pertussis
	7,360
	6,200
	8
	9

	
	[  (  DTP1 - DTP3 )   /   DTP1 ]   x  100
	
	
	
	
	2.6
	
	
	
	
	
	

	OPV3
	
	97.4
	
	
	92.0
	<12m
	Polio
	27
	8
	0
	0

	Measles
	96.0
	97.5
	
	
	93.0
	<12m
	Measles
	56,850
	61,840
	133
	153

	TT2+ 

Pregnant Women
	
	
	
	
	
	
	NN Tetanus
	3,986
	3,616
	528
	711

	Hib 
	
	
	
	
	
	
	Hib
	
	
	
	

	Yellow Fever
	
	
	
	
	
	
	Yellow fever
	
	
	
	

	hepB  
	
	89.5
	
	
	70.7
	<12m
	hepB seroprevalence (if available)
	9.75%

(1992)
	
	
	


(1) The source of these reports is :
· Reporting of vaccine coverage is from the National Routine Immunization Coverage Reporting System.

· Reported cases of vaccine preventable diseases are from the National Notifiable Disease Reporting System

(2) These data are collected from the following surveys :
· The 1999 survey vaccine coverage data are from a nation-wide coverage survey conducted in 1999, using cluster survey methods, of children born in 1997.

· Hepatitis B seroprevalence data are from a nation-wide prevalence study conducted in 1992.

Summary of health system development status :

Health Infrastructure

The health care system in China consists of administrative and professional parts.  The Ministry of Health is the highest level administrative bureau, with the following responsibilities:

a) Developing laws, regulations and policies related to health; establishing development plans and targets for health care activities; issuing and supervising the implementation of technical regulations and relevant standards;

b)  Programming health resources nationwide; developing work plans and regulations for rural health and maternal and child health;

c) Placing the highest priority on disease prevention; conducting health education for the public, organising prevention and treatment efforts against diseases which impact on the public health

d) Providing guidance for health care reform;

e) Implementing prevention efforts related to food safety, occupational health, bloodborne diseases, environmental health and school health.

Health bureaus at the county level and above, under the leadership of local governments and health bureaus at higher levels, are responsible for the implementation of the health policies 

Chinese health system facilities consist of facilities for medical treatment and preventive services (e.g. hospitals, health centers, rehabilitation centers, and village clinics); prevention and health care facilities (e.g. Epidemic Preventive Stations [EPS], MCH centers, and drug testing centers); and medical education and research institutions.  Based on their capacities, these facilities undertake different tasks of implementing national and local health policies.  In 1999, there were 310,996-health facilities in China, of which 294,000 provided medical or preventive health services (including village clinics); 8,530 provided prevention and health care; 421 conducted medical research, and 8,019 had other functions. 

Overall in China there are 5.57 million health care staff.  Health care workers make up to 4.46 million, of which 2.04 million are clinical doctors (including traditional medicine doctors), and 1.24 million are nurses.  There are 3.159 million beds overall, of which 2.928 million are in hospitals and clinics.  There are 1.67 doctors per thousand population and 2.39 beds per thousand population. 

Health Policy

China is still a developing country.  Since the founding of the People’s Republic of China in 1949, the central government has placed health development and improvement of the people’s health at the highest priority.  Health policy since the early days of the People’s Republic of China has included providing health services to all the people; placing the highest priority on prevention; combining modern medicine with Chinese traditional medicine; and integrating health work into public activities.  The overall state of health in China has improved substantially since economic reform and issuance of the policy of opening up to the outside world.  Several infectious diseases of great harm to people’s health have been controlled or eliminated.  The average life expectancy has increased from 35 years in the early days of China to 70 years at present; the infant mortality rate has decreased from 200 to 31.4 per 1000 live births, approaching that of developed countries.  Despite this progress, China still faces great challenges resulting from the uneven socioeconomic development, increased demand for health care, and the changing differing spectrum of diseases.  In 1997, the Chinese central government issued the Decision of Central Committee of Chinese Communist Party to Health Reformation and Development (Document 1 attached), which stated that health care is beneficial for all of society; rural health should be a major priority; prevention should be the highest priority; and Chinese traditional medicine should be combined with modern medicine, relying on modern techniques and education, conducting social mobilisation, and working for people’s health and socialist modernisation. The Decision stated that the major goal of socialist modernisation is to improve the quality of people’s lives, and that the major goal of socioeconomic development is to provide health care to and improve the health of all Chinese people.  The Decision stated that by 2010 the main indicators of health in relatively developed areas of China should reach the average level of medium developed countries and the indicators of poorer areas in China should reach that the level of advanced developing countries by 2010.

Health Care Reform

The goals of health care reform in China are to provide better service to the people, to make contributions to socialist modernization though improving the quality and efficiency of health care, and to set up new mechanisms for the development of socialist market-oriented economics.  The major components of current health care reform include:

a) Accelerating the reform of employee health care insurance to promote primary medical care;

b) Implementing regional health planning and reallocating health resources;

c) Improving health care systems and encouraging community health care;

d) Improving health administration and management through health management system reform;

e) Strengthening rural health care.

Main indicators of the General Population Health Status

a) Infant mortality rate: Before 1949, 200 per 1,000.  In 1990, 32.9 per 1,000 (based on the 4th nation-wide census).

b) Average life expectancy: Before 1949, 35 years.  In 1990, 68.6 years (based on the 4th nation-wide census). 

c) Mortality rates: In 1998, 6.17 per 1000 for urban residents (6.59 and 5.72 per 1000 for men and women, respectively) and 6.21 per 1000 for rural residents (6.82 and 5.58 per 1000 for men and women, respectively) 

d) Infectious disease incidence and mortality rates, 1999 (10 highest):

	
	Reported cases
	Mortality

	Rank
	Disease
	Rate (per 100,000)
	Disease
	Rate (per 100,000)

	1
	Viral hepatitis
	71.68
	Pulmonary TB
	0.073

	2
	Dysentery 
	48.30
	Viral hepatitis
	0.061

	3
	Pulmonary TB 
	41.72
	Neonatal tetanus
	4.090

	4
	Gonorrhea 
	22.48
	Epidemic hemorrhagic fever
	0.039

	5
	Measles
	4.98
	Japanese B encephalitis
	0.028

	6
	Syphilis
	4.90
	Rabies
	0.027

	7
	Typhoid fever
	4.08
	Dysentery
	0.018

	8
	Hemorrhagic fever
	3.93
	Leptospirosis
	0.016

	9
	Malaria
	2.39
	Meningitis
	0.014

	10
	Scarlet fever
	1.23
	Measles
	0.012


e) Ranking of causes of death, by percent of total deaths and urban/rural residence, 1999

	
	Urban
	
	Rural
	

	1
	Malignant neoplasms
	23.9%
	Respiratory diseases 
	22.0%

	2
	Cerebrovascular diseases 
	21.6%
	Malignant neoplasms 
	18.4%

	3
	Heart diseases
	16.8%
	Cerebrovascular diseases
	18.4%

	4
	Respiratory diseases 
	13.9%
	Heart diseases 
	12.4%

	5
	Trauma and poisoning 
	6.3%
	Trauma and poisoning 
	11.0%

	6
	Digestive system diseases 
	3.0%
	Digestive system diseases 
	4.0%

	7
	Endocrine, nutrition, metabolism and immune system diseases 
	2.9%
	Urinary and reproductive system diseases
	1.5%

	8
	Urinary and reproductive system diseases
	1.5%
	Neonatal diseases 
	1.3%

	9
	Mental diseases 
	1.1%
	Pulmonary TB
	1.3%

	10
	Neurological diseases 
	0.9%
	Endocrine, nutrition, metabolic and immune system diseases 
	1.0%


Expanded Programme of Immunization 

The government of China considers EPI a high priority.  Immunization coverage goals for children are included in the National Plan of Social and Economic Development.  In addition, the Law of Infectious Diseases Prevention and Treatment of the People’s Republic of China outlines requirements for infectious disease control and EPI management.  

Over the years, a complete EPI service system providing coverage from the national level to the village level has been developed.  EPI development can be divided China is divided into two stages:

1st Stage (1949-1977). In this stage, vaccines were administered to children several times per year.  The priority for vaccination was against severe infectious diseases, such as smallpox, diphtheria, poliomyelitis, JB encephalitis, TB, measles, and pertussis.  China made great progress in disease control with increasing coverage, and smallpox was eradicated in the late 1960s.

2nd Stage (1978 to present). During this stage, China developed the EPI and cold chain systems, established the national immunisation schedule including BCG, DPT, measles vaccine and OPV, and achieved the goals of 85% immunisation coverage of the four vaccines mentioned above by province in 1988, by county in 1990 and by township in 1995.  In 2000, China was certified polio-free.  The incidence of EPI targeted diseases has reached their lowest point.

According to the global plan of children’s vaccine and the WHO vaccine development plan, the Ministry of Health placed hepatitis B, JB encephalitis, meningitis, rubella, mumps and other vaccines under EPI management.  MOH set up the Division of Vaccine Preventable Diseases under the Department of Disease Control, which focuses on improving immunisation coverage, and controlling, eliminating and eradicating EPI targeted diseases.  The Division of Vaccine Preventable Diseases has the following responsibilities: a) policy and leadership development; b) planning for maintenance of the cold chain system; c) organisation and staff training; d) social mobilisation; e) surveillance and management; f) introduction of new vaccines.

Following the example of MOH, centers for disease prevention in Shanghai, Beijing, Zhejiang and Jiangsu created EPI sections which are responsible for EPI planning, management and implementation in their respective regions.  A national EPI workshop, organized by the MOH, was held in January 1999.  Participants reviewed the disease burden caused by vaccine preventable diseases, strategies for control of vaccine preventable diseases, and the feasibility of new vaccine introduction.  Priorities highlighted at the meeting included improving infant hepatitis B immunization, and integrating new vaccines into EPI management such as rubella and mumps vaccines.

Supporting documents:  (only copies of relevant pages are attached)
	· Overall government health policies and strategies 
	Document number……1……..

	· Structure of the government health services and how it relates to immunization services (with an organisational chart)
	Document number……2……..

	· Ongoing or planned health reforms (e.g. decentralisation, integration of functions, changes in financing) and their impact on immunization services
	Document number……3……..

	· Government policies and practices on private sector participation, as it relates to immunization services
	Document number……4……..


4. Profile of the Inter Agency Co-ordinating Committee (ICC) 

Various agencies and partners (including NGOs and Research Institutions) that are supporting immunization services in the country, are co-ordinated and organised through an inter-agency co-ordinating mechanism which is referred to in this document as ICC. (Guidelines on Country Proposal # 4.1.)
· Name of the ICC: EPI Interagency Coordinating Committee

· Date of constitution of the current ICC: Approximately 1994

· Organisational structure (e.g., sub-committee, stand alone): Stand alone committee

· Frequency of meetings: Approximately monthly

· Composition:

	Function
	Title / Organization
	Name

	Chair
	Deputy Director General, Department of Disease Control, MOH
	Dr. Shao Ruitai

	Secretary
	Director, Division of Vaccine Preventable Diseases, Department of Disease Control, MOH
	Dr. Zhou Jun

	Members
	· Ministry of Health
	Drs. Wang Zhao, Shao Ruitai, Zhou Jun, Lei Zhonglong, Su Haijun

	
	· Chinese Academy of Preventive Medicine
	Drs. Zhu Xu, Zhang Rongzhen, Wang Lixia, Wang Xiaojun, Yang Jungfun, Zhang Libi

	
	· China Foundation for Hepatitis Prevention and Control
	Dr. Su Chongau

	
	· WHO
	Mr. Alan Schnur, Dr. Lisa Lee

	
	· UNICEF
	Dr. Ray Yip, Mr. Dong Shengli

	
	· JICA
	Drs. Hitoshi Murakami, Makato Kobayashi

	
	· World Bank
	Mr. Wang Shiyong

	
	· U.S. CDC
	Dr. Craig Shapiro

	
	· Australia Agency for International Development (AusAID)
	Ms. Irene Wettenhall

	
	· The Government of Luxembourg
	Ambassador Martine Schommer


· Functional relationships of the ICC with other institutions in health sector: 
The ICC is a stand-alone committee, however it interacts and shares information with other government organizations, including:

· National EPI Technical Guidance Center 

The National EPI Technical Guidance Center is located in the Chinese Academy of Preventive Medicine, and has responsibility for disseminating information regarding EPI and for undertaking tasks decided by the ICC.

· National EPI Expert Advisory Committee

The National EPI Expert Advisory Committee is made up of experts from throughout China. The Committee reviews immunization strategies of present and potential new EPI vaccines, makes recommendations, and provides technical information for the ICC.

· National Working Committee for Preparation of Polio Eradication Certification

The National Working Committee for Preparation of Polio Eradication Certification includes administrative and professional staff involved in polio eradication activities. It is responsible for the preparation of national documentation of polio eradication certification under the leadership of MOH and the guidance of the ICC.

· State Drug Administration (SDA)

The SDA was formerly under MOH and became independent after national agency reforms to strengthen new drug evaluation and management.  The Chinese Drug and Biologics Testing Institute, an agency under the charge of SDA, is responsible for quality inspection of vaccines, testing imported vaccines and providing vaccine testing reports periodically to the ICC and disease control agencies at different levels.

· Biological Institutes

China has 6 biological institutes, 1 institute of medical biologics and Kangtai Biologics Company.  The institutes develop and produce vaccines and provide related information to the ICC.

· Major functions and responsibilities of the ICC:

· Serves as a technical advisory group for EPI

· Coordinates related international agencies to provide technical and material support for EPI in China

· Conducts field supervision for EPI and polio eradication activities in China.
· Three major strategies to enhance ICC’s role and functions in the next 12 months :

· Assistance with coordination and advocacy activities for improving hepatitis B vaccine coverage and evaluating financial options for integrating hepatitis B vaccine into EPI

· Active involvement in implementing the action plan for injection safety in EPI

· Active involvement in maintaining China’s polio-free status and sustainable development of EPI

· Three main indicators (in addition to DTP3 coverage) that are chosen by the ICC to monitor implementation of this proposal :

· HBV3 coverage among 12-month age children by province.  Current targets are that HBV3 should reach 95%  in urban areas and 90% in rural areas by 2005.

· Auto-disable syringes will be introduced progressively into EPI such that all immunization injections will be with auto-disable syringes by 2005.

· Indicators of AFP surveillance must meet or exceed the requirements for polio eradication certification.  China must be capable of rapid detection and  effective response to importations of wild poliovirus.

Attached are the supporting documents:

	· ICC’s workplan of next 12 months


	Document number  5

	· Terms of reference of the ICC


	Document number  6

	· Minutes of the three most recent ICC meetings or of any other meetings in which partners participated that concerned improving and expanding the national immunization program 


	Document number  7


5. Immunization services assessment

Reference is made to the most recent assessments of the immunization system that have been completed within the three years prior to the submission of this proposal. (Guidelines on Country Proposal # 4.2.) 

· Assessments, reviews and studies of immunisation services for current reference :

	Title of the assessment
	Main participating agencies
	Dates

	General EPI assessment
	ICC, CDC, National EPI Expert Advisory Committee, EPI staff from throughout China
	May 1999

	National coverage survey of all EPI vaccines, with special emphasis on hepatitis B vaccine
	ICC, National EPI Expert Advisory Committee, EPI staff from throughout China
	August-October 1999

	Pilot study of operation and improvement of the routine coverage reporting system
	CAPM, EPI staff in Heilongjiang, Anhui and Gansu provinces
	June 1999-June 2000

	Midterm review of World Bank Health VII project
	Experts invited by World Bank, staff from MOH and project provinces
	October 1999


· The three major strengths identified in the assessments :

1) Performance of the EPI has resulted in high coverage for traditional EPI vaccines

Based on the results of the 1999 national coverage survey, which involved 25,878 children born between January 1 and December 31 1997, EPI has achieved and maintained high coverage for traditional EPI vaccines other than hepatitis B vaccine.  Results of the survey, for vaccines received by infants before 12 months of age, are as follow:

	Vaccine
	Coverage (%) (range within provinces)

	
	Nationwide
	Urban areas
	Rural areas

	
	
	
	Higher income
	Middle income
	Lower income

	BCG
	97.2

(87.9, 99.9)
	98.0

(87.3, 100.0)
	98.1

(86.3, 100.0)
	96.8

(76.7, 100.0)
	95.9

(83.3, 100.0)

	OPV

(3 doses)
	92.0

(78.0, 98.2)
	93.0

(80.7, 99.1)
	93.5

(77.7, 98.6)
	92.2

(70.3, 98.6)
	89.4

(73.1, 97.6)

	DPT

(3 doses)
	92.7

(72.8, 98.7)
	94.7

(72.8, 98.7)
	94.0

(79.2, 100.0)
	92.6

(73.2, 99.0)
	85.6

(73.5, 99.1)

	MV
	93.0

(76.5, 98.2)
	94.6

(78.7, 99.1)
	94.7

(81.0, 99.5)
	92.6

(71.3, 100.0)
	90.1

(74.3, 99.1)

	4 vaccines
	85.3

(64.0, 94.3)
	86.7

(64.6, 97.2)
	87.8

(65.4, 96.7)
	84.9

(56.9, 96.2)
	81.9

(60.9, 97.1)


2) Vaccination efforts have resulted in low rates of EPI targeted diseases

According to data from the notifiable diseases reporting system, the rates of EPI targeted diseases are at all time lows.  For example, in 1999 the rates of measles, pertussis, and diphtheria were 4.98, 0.50, and 0.0013 per 100,000 population, respectively.  The median rates for the same diseases in 1994 to 1998 were 6.27, 0.59 and 0.0032 per 100,000 population respectively.

3) Management and supervision of EPI at all administrative levels have resulted in eradication poliomyelitis in China

China has the world’s most populous country, with 1.26 billion people, and had indigenous transmission of wild poliovirus as recently as October 1994.  Through concerted efforts over the past decade, China has achieved a polio-free status.  Strengths of the EPI, including effective management and supervision, strong political support, successful social mobilization and extensive training, ensured success of these efforts.  Major achievements include:

a) Establishment of levels of immunity sufficient to interrupt wild poliovirus transmission.  In addition to routine immunization, China had conducted twice yearly rounds of OPV NIDs or SNIDs, targeting children under 4 years old since 1993, and immunizing 800 million person-times overall, with reported coverage 95% or higher.

b) Establishment of a sensitive AFP surveillance system.  In 1991, a poliomyelitis-specific surveillance system based on identification and investigation of AFP cases was established in China.  Nearly all county-level and above hospitals report to the system and coverage is almost universal.  Non-polio AFP rates have exceeded the certification criteria of 1.0 per 100,000 0-14 year old population for the past 6 years, and few unreported AFP cases are found during active searches. 

c) Establishment of an accredited poliomyelitis laboratory network.  In 1992, a poliomyelitis laboratory network was established with a National Poliomyelitis Reference Laboratory at CAPM, and 31 provincial laboratories.  The national laboratory was designated as a WHO regional reference laboratory.  All laboratories in the network are accredited, with the exception of the laboratory in Xizang Autonomous Region.  Since 1995, the poliomyelitis laboratory network in China has tested 82,278 stool specimens and typed 2,121 poliovirus strains from AFP cases and their contacts without finding indigenous wild poliovirus.  During the same period, six imported strains of wild poliovirus have been identified.  These data provide evidence of the high quality of the laboratory network.

d) Proven ability to detect and respond to importations.  Between November 1995 and April 1996, four imported cases of poliomyelitis were detected in Yunnan Province.  In October 1999, one case of poliomyelitis due to infection with imported poliovirus was detected in Qinghai Province.  Each of these importations was quickly detected and reported, setting into motion an emergency immunization response and intensified surveillance.

· The three major problems identified in the assessments:

1) More efforts are needed for sustainable development of EPI and improving current imbalances

Although EPI has made major achievements, substantial challenges remain, including the limited funding available from the central and local government, which affects EPI services on many levels.  For example, much of the equipment of the cold chain is reaching its work lifespan and is in need of repair or replacement.  Immunization rounds in some places are not frequent enough due to funding limitations.  There are inadequate resources for salaries of grass-root level EPI staff.  While China has been self-sufficient in providing traditional EPI vaccines to children free-of-charge, lack of funding for hepatitis B vaccine has led to providing this vaccine using a market-based system, which has resulted in large disparities in coverage.  Nationwide, hepatitis B vaccine coverage (3 doses) among children born in 1997 is 70.7%, but in many poorer, western provinces, coverage is less than 50%..  Approximately 15% of immunization sites do not provide hepatitis B vaccine, mostly because village health providers consider the vaccine too expensive for the local population.  Efforts need to be made for sustaining development of and obtaining funding for EPI.  

2) The safety of immunization injections needs to be improved.  

Based on results of several investigations, the percent of immunization sites adequately following injection safety practices is only 50%~60%.  Inadequate supply of safe injection equipment is part of the reason.  Auto-disable syringes have not yet been introduced into EPI.  Regulations regarding proper disposal of single use injection equipment have not yet been developed.  Grass roots-level EPI staff have insufficient knowledge regarding injection safety practices.

3) Present development and management of EPI are inadequate for the EPI needs of the future.  

At present, the supply of domestically produced vaccine is sufficient for domestic needs, however, manufacturing and regulatory practices need to be improved so that the vaccines can be prequalified by WHO.  More investment needs to be made in vaccine development, so that new vaccines such as Hib, pneumococcus and MMR vaccines can be produced domestically.  Apart from vaccines currently under EPI management, there are no standardised immunization strategies or schedules for non-routine vaccines.

· The three major recommendations in the assessments:

1) Studies and evaluations should be conducted of policies and strategies for EPI sustainable development so that evidence-based guidelines can be developed.  

Topics that need to be addressed include impact of market-based financing of vaccines (e.g. hepatitis B vaccine); methods to increase coverage among special populations like floating populations, out-of-plan children and poverty populations; EPI development in the western part of China; and the cost-effectiveness of vaccine preventable diseases.  Guidelines are needed addressing these topics, as well as adverse events after immunization, vaccine management, and injection safety.

2) The quality and frequency of immunization services should be improved, and high coverage levels should be maintained.  

a) Immunization rounds in remote, poverty, mountainous or sparsely populated areas should take place at least six times per year.  In other areas, rounds should occur at least 12 times a year.

b) Efforts should be made to improve injection safety, and to introduce new vaccines into EPI which are shown to be cost-effective, such as fully integrating hepatitis B vaccine into EPI, and introducing mumps, rubella, meningitis and Japanese B encephalitis vaccines, and to conduct studies to determine which new vaccines are justified to be introduced (e.g. Hib or pneumococcus).

c) High levels of coverage should be maintained (at least 90% at the township level)

d) Surveys to collect information that would be useful for improving immunization service, such as on children’s access to immunization services, or the effect of differing frequencies of cold chain rounds on improving coverage, should be conducted.

3) The EPI information surveillance system should be strengthened by improving the system's quality, scope and sensitivity

a) China should include reporting of viral hepatitis, safe injections, information on the cold chain systems, and adverse events following immunization into the current routine immunization reporting system

b) A system for electronic reporting of data should be developed

c) Training materials related to EPI information surveillance need to be developed and/or revised

· Attached is a complete copy (with an executive summary) of :

	· the most recent assessment report on the status of immunization services


	Document  number  8

   

	· a list of the recommendations of the assessment report with remarks on the status of their implementation i.e. included in work-plan, implemented, not implemented, in progress….   


	Document  number  9


· Components or areas of immunization services that are yet to be reviewed (or studied). 

	Title of the assessment
	Month/Year

	World Bank Health VII Project Review
	June 2001

	National EPI Assessment (15 province)
	October 2001


6. Multi-Year Immunization Plan

Based upon the recommendations of the assessment of immunization services, the Government has developed (or updated) the multi-year immunization plan or adjusted the health sector plan. (Guidelines on Country Proposal # 4.3)
	· Attached is a complete copy (with executive summary) of  the Multi-Year Immunization Plan or of the relevant pages of the health sector plan. 


	Document number  10.


	· Table 3: Vaccination schedule with traditional and new vaccines (add/correct/fill in as appropriate)


	AGE
	Visit
	Traditional antigens
	Other vaccines* 

	Birth
	1
	BCG
	
	
	
	HepB
	
	

	1 month
	2
	
	
	
	
	HepB
	
	

	2 months
	3
	
	OPV1
	
	
	
	
	

	3 months
	4
	
	OPV2
	DTP1
	
	
	
	

	4 months
	5
	
	OPV3
	DTP2
	
	
	
	

	5 months
	6
	
	
	DTP3
	
	
	
	

	6 months
	7
	
	
	
	
	HepB
	
	

	8 months
	8
	
	
	
	Measles
	
	
	

	18-24 months
	
	
	
	DTP4
	
	
	
	

	4 years
	
	
	OPV4
	
	
	
	
	

	7 years
	
	
	
	DT
	Measles2
	
	
	


*Meningococcal vaccine is given at 6 months, 9 months with a third dose after 3 years of age; JE vaccine is given as 2 doses, 7 days apart between age 6-12 months, and a third dose at 12-18 months

· Table 4.1: Baseline and annual targets

	
	Baseline
	Targets

	
	1999
	
	2002
	2003
	2004
	2005
	2006

	# of births
	19,170,941
	
	
	
	
	
	

	# of infants’ deaths
	63,473
	
	
	
	
	
	

	Surviving infants
	19,107,468
	
	
	
	
	
	

	Drop out rate [  (  DTP1   -    DTP3   )   /    DTP1   ]   x  100
	2.6%
	
	
	
	
	
	

	Children vaccinated with DTP3  * 
	17,717,258
	
	
	
	
	
	

	Children vaccinated with HepB3
	13,512,515
	
	
	
	
	
	

	Children vaccinated with*: 

(insert new vaccine other than yellow fever)
	
	
	
	
	
	
	

	Children vaccinated with Measles **


	17,774,459
	
	
	
	
	
	

	Children vaccinated with yellow fever **


	
	
	
	
	
	
	

	  *    While vaccinations with combination vaccines phase in, those with DTP3 only are expected to phase out

**    Only complete if applying for yellow fever vaccine




Note:  Because of possible changes in family planning policy and other factors, it is not possible to accurately project the birthrate in China.  For these reasons, calculations have been made using a stable birthrate

· Summary of major action points and timeframe for improving immunization coverage:

· Increasing vaccine coverage

The following methods will be used to increase vaccine coverage:

a) Conduct surveys on reasons for children not being immunized, and develop methods to reduce the rate of underimmunization.  Provinces carry out such surveys annually.

b) Provide immunization services at all sites at which children access medical care. MOH will conduct a pilot study in 2001 and then expand.

c) Promote the development of combination vaccines and encourage multiple vaccinations at individual visits in rural areas.

· Reducing missed opportunities for vaccination due to improper understanding of contraindications to immunization 

a) Conduct training on indications for and contradictions to vaccination for all immunization providers, so that they have a correct understanding of contraindications.

b) Make sure that children who are at increased risk of infectious diseases or complications, such as those with asthma, congenital heart disease, chronic pulmonary disease and other conditions are fully immunized.

· Increasing the frequency of immunization rounds, and providing convenient and easy-to-access immunization sites for the public

a) It is required that the frequency of immunization service within remote, poverty, mountainous or sparsely populated areas be at least 6 rounds per year. For other areas, the frequency of services should be at least monthly.

b) Immunization service sites and times should be convenient, easy to access, and known to all people.

· Improving immunization services among floating populations
Due to socioeconomic conditions in some areas, the number of children among floating populations has increased.  Accessing these children to provide immunization services is a great challenge for EPI.  It is difficult to provide timely immunization service to those children without a fixed residence. To strengthen the management of floating children, the following measures should be taken:

a) Conducting investigations to obtain more precise estimates of the number of floating children, and allocate resources appropriately based upon the results of the investigations

b) Conducting social mobilization to reach floating population children, including cooperating with other government agencies who can help identify and access floating populations

c) Developing regulations to search actively for and register floating children 

d) Conducting supplementary immunization activities for floating children at regular intervals

· Identifying areas with low coverage, using routine coverage surveillance, and conducting supplemental immunization activities in these areas
China can identify areas with low coverage by careful analysis of data from the national routine immunization coverage reporting system, and can respond rapidly and appropriately.

Implementation of most of the above activities is ongoing.

· Summary of the major action points and timeframe for reduction of vaccines wastage rate: 

a) To reduce the vaccine wastage, management of vaccine storage and distribution by Disease Prevention and Control Agencies should be improved at all levels, and training on proper procedures for distribution of vaccines should be conducted, so that vaccine stocks can be kept at reasonable levels.

b) Based on the information about the target population size and the birth-rate, Disease Prevention and Control Agencies at all levels should improve planning so that vaccine procurements are closer to actual vaccine demands

c) Efforts should be made to increase the number of children provided vaccination services on any given day at immunization sites, and to province collective immunization services (for example, at the township level) in areas with well-developed transportation systems (so that persons residing in several nearby villages can access immunization services at the same township on a more frequent basis).

d) For vaccines that are still in multidose ampoules, one approach might be to gradually change packaging to single-dose ampoules; this would only be undertaken after careful consideration of the impact on vaccine cost of such an approach; of manufacturing capacity; and of cold chain capacity.

Table 4.2 : Estimate of annual DTP wastage rates

	
	1999
	2000
	2001
	2002
	2003
	2004
	2005

	DTP wastage rate 

	62%
	60%
	55%
	50%
	45%
	40%
	33%


· Summary of the safe immunization plan (Guidelines on Country Proposal # 3.):
The objective of China national policy for injection safety in the Expanded Programme on Immunization (EPI) is that all injections given for immunizations should be safe.  This means that every injection must be given using a single sterile syringe and sterile needle, which is then safely disposed of after use.  In accordance with World Health Organization (WHO)-United Nations Children’s Fund (UNICEF)-United Nations Population Fund policy, China national policy indicates that the auto-disable (AD) syringe is the equipment of choice for administering vaccines.  The strategies to achieve the objective that all injections given are safe include:

· Implementing use of approved auto-disable (AD) syringes for all immunization injections by 2005

· Ensuring the safe collection and disposal of used injection equipment

· Conducting training related to safe injection practices

· Instituting monitoring and supervisory systems

· Obtaining financial support for equipment and supplies needed for implementation 

· Establishing government regulations such that injection safety policy will be administratively enforced

	Attached is a copy of the Plan to achieve Safe Injections (including plans for transition to auto-destruct syringes) and Safe Management of Sharps Waste or of the relevant pages of the health plan. 
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· Constraints and planning for Polio Eradication Initiative (Guidelines on Country Proposal # 2.):

Though China has been certified as polio-free, many issues and challenges remain, including:

· After certification, motivation among public health workers, local governments, the central government, and international donors to continue intense activities related polio eradication may lag 

· Some areas in China still have relatively low OPV coverage, including among floating populations

· China shares borders with many other countries, some of which continue to have endemic poliovirus transmission, including India, Pakistan, Myanmar, and Nepal, therefore China is at risk of importation of wild poliovirus

· There are areas in which AFP surveillance needs to be improved.

The following activities are planned to address these issues:

· Develop a detailed post polio-free plan of action

· Try to obtain more government support for post polio-free activities

· Continue coordination with international partners

· Strengthen the disease prevention network.  

· Conduct continued training to improve technical capacity of health staff. 

· Maintain high routine coverage, and improve coverage in underserved populations

· Continue supplemental immunization days, especially in high risk areas 

· Improve immunization services, especially in rural areas

· Maintain and improve the performance of the AFP surveillance system

· Maintain and improve the capability of detecting and rapidly responding to importations of wild poliovirus

7. New and under-used vaccines

Summary of those aspects of the multi-year immunization plan that refer to the introduction of new and under-used vaccines (Guidelines on Country Proposal # 4.4.).

In the Multi-Year Immunization Plan, major priorities include 1) improving hepatitis B vaccine coverage, especially in poor rural areas, and eventually fully integrating hepatitis B vaccine into EPI, and 2) determining the disease burden due to other vaccine preventable disease, and evaluating whether other vaccines, such as haemophilus influenzae B vaccine or pneumococcal vaccine should be administered routinely to children in China.  With respect to hepatitis B vaccine, the MOH/GAVI Hepatitis B Project will provide assistance during the next 5 years while China transitions to full integration of hepatitis B vaccine into EPI, and will help develop sustainable financing options for this policy.  With respect to Hib and streptococcal pneumoniae, it is proposed that studies should be conducted, including surveillance for invasive disease and lower respiratory tract infection, and possible vaccine probe studies, to define the disease burden due to these agents and help determine the need for including these vaccines into EPI.

·  (if new or under-used vaccines have been already introduced)

Lessons learnt about storage capacity, staff training, cold chain, logistics, drop out rate, wastage rate etc…in relation to the current experience with new and under-used vaccines :
The Ministry of Health in China has recommended hepatitis B vaccine as a routine infant immunization since 1991.  The recommended schedule is birth, 1 month and 6 months of age.  Management of hepatitis B immunization is by EPI.  Provinces purchase the vaccine from manufacturers and distribute it to lower administrative levels along with other routine EPI vaccines.  The cold chain system in many areas of China needs to be upgraded and replaced, however, the capacity is sufficient to accommodate hepatitis B vaccine into EPI.  

The major lessons relating to hepatitis B immunization in China relate to the mechanism of financing. Unlike other EPI vaccines, which are provided by the government to families free of charge, families have to pay for the hepatitis B vaccine, the cost of the needle and syringe (if applicable), and a service fee.  In lower socioeconomic areas of China, which are located mostly in western China, this has created a barrier to receiving vaccine, such that coverage in the western provinces is substantially lower than in other parts of China.  Experience with several demonstration projects shows that if the hepatitis B vaccine cost is subsidized and the price is transparent, substantial increases in coverage can be achieved.  The major objective of the MOH/GAVI Hepatitis B Project is to improve hepatitis B vaccine coverage by reducing the economic barrier to receiving hepatitis B vaccine, during the period as China transitions to full integration of hepatitis B vaccine into EPI.

Another lesson is the difficulty of administering the birth dose on time, especially to infants who are born at home, and/or reside remote and mountainous areas.  A component of the MOH/GAVI Hepatitis B Project will evaluate a strategy of using hepatitis B vaccine outside the cold chain and other methods to improve timeliness of the first dose of hepatitis B vaccine.
Required number of doses and presentations of requested, first preference, new and under-used vaccines

· (For each one of the requested, first preference new and under-used vaccine, please use provided formulas; see guidelines # 5.2) 
Table 5.1: Estimated number of doses  of  hepatitis B vaccine (hepatitis B vaccine is manufactured in China and is available in single dose ampoules):

	
	
	2002
	2003
	2004
	2005
	2006

	A
	Actual number of children to receive new vaccine (in western provinces and non-western poverty counties)
	6,945,648
	6,945,648
	6,945,648
	6,945,648
	6,945,648

	B
	Number of doses per vaccinated child 
	3
	3
	3
	3
	3

	C
	Estimated wastage rate in percentage
	5%
	5%
	5%
	5%
	5%

	D
	Wastage factor [ = 100 / (100-C) ]
	1.05
	1.05
	1.05
	1.05
	1.05

	E
	Buffer stock factor for vaccines 
	1
	1
	1
	1
	1

	F
	Total vaccine doses needed [= A x B x D x E]
	21,933,625
	21,933,625
	21,933,625
	21,933,625
	21,933,625

	G
	Percentage of vaccines requested from the Fund (%)
	50%
	50%
	50%
	50%
	50%

	H
	Number of doses requested from the Fund

[ = F x G / 100 ]
	10,966,813
	10,966,813
	10,966,813
	10,966,813
	10,966,813

	I
	Number of doses per vial
	1
	1
	1
	1
	1

	J
	AD syringes (Include 5% wastage rate)

[= A x B x E x 1.053 x G / 100] (for hepatitis B) vaccine in project area)
	21,941,302
	21,941,302
	21,941,302
	21,941,302
	21,941,302

	L
	Reconstitution syringes [= H / I ]
	0
	0
	0
	0
	0

	M
	Total number of syringes requested from the Fund

[ = J x 50% ] (for hepatitis B vaccine in project area)
	10,970,651
	10,970,651
	10,970,651
	10,970,651
	10,970,651

	N
	Total number of safety boxes requested from the Fund [ = M / 100 ] (for hepatitis B vaccine in project area)
	109,707
	109,707
	109,707
	109,707
	109,707

	P
	AD syringes (Include 5%  wastage rate)

[= A x 13 x E x 1.053 / 100] (for other EPI vaccines in project area)
	95,078,975
	95,078,975
	95,078,975
	95,078,975
	95,078,975

	Q
	Total number of syringes requested from the Fund

[ = P x 50% ] (for other EPI vaccines in project area)
	47,539,488
	47,539,488
	47,539,488
	47,539,488
	47,539,488

	R
	Total number of safety boxes requested from the Fund [ = Q / 100 ] (for other EPI vaccines in project area)
	475,395
	475,395
	475,395
	475,395
	475,395


Notes: 

1) Because hepatitis B vaccine is manufactured in China, and autodisable syringes and safety boxes are expected to be manufactured locally in the near future, China is requesting financial support for procurement of items in the table above.

2) Other EPI vaccines needing injection equipment include DTP (4), Measles (2), BCG (1), meningococcal (3), JE vaccine (3) (Total, 13 injections)
3) Because of possible changes in family planning policy and other factors, it is not possible to accurately project the birthrate in China.  For these reasons, calculations have been made using a stable birthrate
· Summary of the action points that address possible implications for storage capacity, staff training, cold chain, logistics, drop out rate, wastage rate etc. in the Plan for Introduction of New and Under-used Vaccines:
The following action steps are necessary for implementation of the plan for the MOH/GAVI Hepatitis B Project:

· Preparation of detailed guidance for provinces

· Establishment of project offices at the central level

· Designation of responsible persons within health bureaus and EPI departments at provincial and county level

· Training (to be coordinated with injection safety training)

· Training of EPI staff at provincial, prefecture and county levels on hepatitis B

· Training of EPI staff at county, township and lower levels on hepatitis B

· Ongoing training

· Health Education

· Revision/update of IEC materials

· IEC campaigns for hepatitis B immunization

· Supervision visits

· Advocacy efforts

· Monitoring

· Review of routine hepatitis B coverage reporting

· Vaccine coverage surveys

· Baseline and follow-up serologic surveys conducted in selected sites

· Policy evaluation for sustainable financing

· Assessment of burden of relevant diseases (if available) :

	Disease
	Title of the assessment
	Date
	Results

	Hepatitis B
	Nationwide serosurvey of viral hepatitis 
	1992
	HBsAg Prevalence 9.75%

	Hib
	Disease burden study of hemophilus influenza B disease in China
	2001-2002
	


	· Attached is the plan of action for vaccinations with new or under-used vaccines (if already contained within the national, multi-year plan, indicate page and paragraphs)
	Document number 11A (Hepatitis B)

Document number 11B

(Hib/Pneumo)


Note: Document number 11A is a project proposal describing the MOH/GAVI Project on Hepatitis B Immunization within EPI, which requests GAVI support for hepatitis B vaccine and auto-disable syringes.  Document number 11B is a study proposal providing a brief description of a possible studies to address the burden of Hib and pneumococcal disease in China.  A more detailed study proposal, with resource requirements, will be prepared with the assistance of a consultant (yet to be determined) and will be submitted separately to GAVI and other international partners.

8. Strategic directions to mobilise additional resources for immunization

· Summary of strategies that the Government intends to pursue to increase the resources for immunization of children, (Guidelines on Country Proposal # 4.3, 4.4, 5.) and that will be converted in a comprehensive «Resource Mobilisation Plan» by the time of the mid-term Review (Guidelines on Country Proposal # 6.1.):

Routine EPI vaccines, including BCG, OPV, DPT and measles vaccine are provided free for children.  Funding for these vaccines is provided by provincial governments and to a limited extent by the central government.  For supplemental immunization campaigns (e.g. polio SNIDs), approximately 60% of the expenses are funded by international organizations and governments, including UNICEF, WHO, JICA, and U.S. CDC, and the rest is from the provinces.  The cold chain system is maintained though support of the central government and provinces (with assistance from a World Bank credit), and in some areas through bilateral organizations (e.g. AusAID, Luxemburg).  Hepatitis B vaccine, and some vaccines used in selected areas (e.g. Japanese encephalitis), are financed predominantly through market mechanisms, with the user having to pay. 

To maintain and develop EPI, additional funds from the central government, provincial governments, and international donors are needed.  Through advocacy efforts, hopefully additional funds can be obtained.  In addition, for some vaccines such as hepatitis B vaccine, alternative financing mechanisms are needed that do not result in low coverage and decreased utilization in poor areas.  As part of the MOH/GAVI Hepatitis B Project, a study team will conduct policy analyses to develop a plan for the long-term sustainable financing of hepatitis B immunization.  

By the end of the second project year, ICC will conduct mid-term review, with the participation of GAVI consultants.  A multi year financial plan will be developed.  The plan will address issues regarding long term sustainability of hepatitis B immunization and other aspects of EPI.

	· Tables of expenditure for 1999 and resource needs detailing the sources of funds are attached in Annex 1.
	Document Number 13


· List of current/projected financing mechanisms for immunization including agreements made with other agencies (i.e.: Vaccine Independence Initiative): (additional documentation regarding the projects below can be provided on further request)

	Title
	Partners

	Charitable Organizations
	

	Hepatitis B Vaccine Poverty Relief Project 
	China Foundation for Hepatitis Prevention and Control

	Cold Chain Replacement in Poverty Counties (projected)
	China Charity Foundation

	Individual financing

EPI insurance plans
	Participating families

	International organizations and cooperation projects
	

	CDC/WHO Accelerated Measles Control Project
	WHO

	WHO Polio Eradication Project
	WHO

	China and UNICEF Cooperation Projects (2001 to 2005)
	UNICEF

	1) China and JICA EPI Project;  2) Cold Chain Support
	JICA

	Disease Prevention Project
	World Bank

	Australia Neonatal Tetanus Elimination and Safe Injection Projects
	Australian government

	Support of Cold Chain in Tibet and Qinghai
	Luxembourg government


· Remarks on recurrent cost reduction strategies which contribute to financial sustainability, such as vaccine wastage reduction:

The costs for maintaining and developing EPI are substantial.  Cost reductions can be achieved through a variety of mechanisms, including reducing vaccine wastage.  Various cost reduction strategies will be evaluated as part of the financing analysis to be conducted as part of the MOH/GAVI Hepatitis B Project.

	· Summary of support to immunization generated from the poverty reduction strategies (including the use of funds freed by debt relief), of which relevant pages are attached :
	Document number 

(not applicable)     


Currently, there are two projects focusing on improving hepatitis B vaccine coverage in poverty areas.  One is the Disease Prevention Project, supported by a loan from the World Bank.  Part of the goals of this project is to support hepatitis B immunization, by providing a 50% subsidy for 25% of the population in 10 poverty provinces.  Another project is the Hepatitis B Vaccine Poverty Relief Project, developed by China Foundation for Hepatitis Prevention and Control.  The purpose of this project is to provide support for hepatitis B vaccination of newborn infants.  The 5-year (2000-2005) project covers a population of approximately 10 million in 21 poverty counties in 11 provinces, and approximately 150,000 infants will benefit from this project each year.  To date, hepatitis B vaccine coverage among infants born in most participating counties is more than 90% (vs 40% before project was implemented), and most infants have received the first hepatitis B vaccine dose within 24 hours after birth.

9. Summary of requests to GAVI/GFCV

With reference to all points presented above, the Government of the People’s Republic of China

· being eligible for support from the Global Alliance for Vaccines and Immunization (GAVI) and the Global Funds for Children’s Vaccines (The Fund), 

· considering that its DTP3 coverage for 1999 was 92.7% corresponding to 17,717,258 children vaccinated with DTP3.

hereby requests the Alliance and its partners to contribute financial and technical assistance required to increase immunization of children.

Specifically, the Government does hereby apply to receive support from the Fund :

· IMMUNIZATION SERVICES SUB-ACCOUNT (tick only one)  

· NEW AND UNDER-USED VACCINES SUB-ACCOUNT (tick only one)   
To supply the following vaccines :  (fill in only what is being requested from the Fund in line with tables 5.1, 5.2…)

	Table  6



	
	Presentation*


	Starting month and year 
	Number of doses requested for first calendar  year
	Vaccines will also be requested for following years as described in tables 5.1, 5.2…

	hep B
	see note below (a)
	
	
	

	
	
	
	
	

	Hib
	see note below (b)
	
	
	

	
	
	
	
	

	
	
	
	
	


* Insert types of presentation requested:
(1) 
Monovalent or combination

  

       



(2)
Number of doses per vial
Notes: 

a) China is requesting funds from GAVI to support the purchase of domestically produced hepatitis B vaccine.  The amount of funds for the MOH/GAVI Hepatitis B Project is described in Document 11A.

b) China is proposing, with the participation and support of GAVI and international partner, a study of the disease burden due to Hib and pneumococcus, possibly followed by a Hib/pneumococcal vaccine probe study.  A study proposal is described in Document 11B.  More detailed study protocols, along with resource/budget requirements, will be submitted separately to GAVI and partners.

· (Only for countries seeking support from New and Under-used Vaccines sub-account)

· Vaccines will be procured (tick only one) :  

           By GOVERNMENT  

· (If vaccines is procured by the Government)

Process and procedures of the National Regulatory Authority to control the purchase and delivery of vaccines into the country, including weaknesses, constraints and planned measures to improve the control system (Guidelines on Country Proposal # 5.2.):  

China produces yeast-derived (and in small quantities CHO-derived) recombinant hepatitis B vaccine.  Currently, the quantity of production is more than 40 million person-doses (i.e.120 million doses) annually.  The State Drug Administration (SDA), the national regulatory authority, is an agency independent of MOH and is responsible for quality inspection of vaccines.  Hepatitis B vaccine produced in China meets the standards issued by SDA entitled “China Regulations for Biological Production, 2000 version”. 

As we know that WHO team will visit China in July 2001 to review the functioning of the SDA.  Based on the findings of the visit, SDA will discuss with the visit team for cooperation in the future. For the MOH/GAVI Hepatitis B Project, hepatitis B vaccine will be procured through domestic competitive bidding.  International organizations such as members of the ICC and the central government will monitor the purchases.

Regarding management of vaccine distribution, transportation equipment used for distribution of the hepatitis B vaccine from manufacturers to provinces will be specified in the vaccine purchase contract.  Hepatitis B vaccine will be transported from provincial EPSs to villages using currently available cold chain equipment.  To ensure quality control, evaluation and monitoring will be done at each administrative level.

10.  Additional comments and recommendations from the ICC 

The MOH/GAVI Project will be extremely important for China and will provide great impetus for improving the EPI in China.

ANNEX  2

Summary of documentation
 requested

	Background information on Health System Development status

	a) Overall government health policies and strategies 
	Document number  1 

	b) Structure of the government health services at central, provincial and peripheral levels and how it relates to immunization services (with an organisational chart)

	Document number  2 

	c) Ongoing or planned health reforms (e.g. decentralisation, integration of functions, changes in financing) as they impact immunization services


	  Document number  3 

	d) Government policies on private sector participation, as it relates to immunization services.
	Document number  4 

	Profile of the Inter Agency Co-ordinating Committee (ICC)

	e) ICC’s workplan of next 12 months
f) 
	Document number  5

	g) Terms of reference of the ICC 


	Document number  6

	h) Minutes of the three most recent ICC meetings or any meetings concerning the introduction of new or under-used vaccines


	Document number  7

	Immunization Services Assessment

	i) Most recent, national assessment report on the status of immunization services


	Document number  8

	j) Summary of the recommendations of the assessment report with remarks on the status of implementation of each recommendation.


	Document number  9

	Multi-Year Immunization Plan

	k) Complete copy (with executive summary) of the Multi-Year Immunization Plan or of the relevant pages of the health sector plan.


	Document number 10

	l) Action plan for the introduction of new or under-used vaccines into immunization services (if already contained within the national, multi-year plan, please indicate page and paragraphs)

m) Safe injections Plan


	Document numbers:

Hepatitis: 11A
Hib/Pneumo: 11B

Document number 12

	Unmet needs requiring additional resources

	n) Tables of expenditure for 1999 and resource needs (Annex 1)
	Document number 13

	o) Agreement made with other agencies as sustainability strategy (i.e.: VII)
	Document number

(not applicable)

	p) The priority given to immunization in the poverty reduction strategies for the use of funds freed by debt relief (for countries targeted in the HIPC initiative)
	Document number

(not applicable)


NO





YES








� Children less than 12 months of age


� Formula to calculate DTP vaccine Wastage Rate (in percentage): [ ( A – B ) / A ] x 100.                                                               Whereby : A = The number of DTP doses distributed for use according to the supply  records; B =  the number of DTP vaccinations


� Please submit hard copy documents with an identical electronic copy whenever possible





2
CHINA GAVI Application (September 11, 2012)


