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1. Executive Summary

GOVERNMENT OF INDIA

Proposal for 

Introduction of Hepatitis-B vaccine in the 

Universal Immunization Programme in better performing states 

Review of available Hepatitis-B data indicates that India has intermediate to high endemicity of Hepatitis-B, with Hepatitis-B surface antigen (HBsAg) prevalence between 2% and 10% among populations studied. The prevalence does not vary significantly by region in the country.  Hepatitis-B surface antigen prevalence among pregnant women, who are HBsAg positive, ranges between 12% and 47%. Most studies show 18% or less.  The number of HBsAg carriers in India has been estimated to be over 40 million.  An estimated 15-25% of HBsAg carriers die prematurely due to the long-term consequences of Hepatitis-B virus (HBV) infection. Using this data in a model for calculating the disease burden caused by Hepatitis-B virus infection, in each birth cohort in India, over 1.5 million people develop chronic HBV infection, and nearly 200,000 die of the acute or chronic consequences of HBV infection.  Economic analyses indicate that routine Hepatitis-B vaccination of infants in India is highly cost-effective in preventing the disease burden due to Hepatitis-B.

The benefits provided by Hepatitis-B immunization in India would be substantial. Several cost-effectiveness analyses have been conducted of introducing Hepatitis-B vaccine into the national immunization schedule in India.  One analysis, assuming a cost of $0.50 per dose, found that routine use of Hepatitis-B vaccine would save 183,000 lives in each birth cohort, and would cost $947 per death averted (discounted) and $64 per years of life saved (discounted). These prices per death averted are similar to those for other routinely administered vaccines, which range from $40 to $11,000 per death averted. Another analysis showed that the cost per disability adjusted life year (DALY) gained was approximately $27, which is well within the range of current public health interventions.

Pilot project with GAVI Support to introduce Hepatitis B immunization in India (2002-present):

Govt. of India has launched Hepatitis-B immunization as part of routine immunization in 33 districts and 15 metropolitan cities across the country in the year 2002 with GAVI support.  The objective of this pilot project was to assess the feasibility of introducing a newer vaccine like Hepatitis B for possible future expansion /inclusion in UIP.  

The Hepatitis-B vaccine is being administered along with the three doses of primary DPT vaccination in the above stated areas under the phase I of the project. The project implementation of the pilot phase has been satisfactory achieving 77.85% of Hepatitis B – 3 dose coverage levels in the project cities and districts as on December 2004. A rapid assessment of the project was also carried out in the month of August’2004 documenting lessons.
Current Application:

The Government of India is approaching the Global Alliance for Vaccine and Immunization (GAVI) and the Global Fund for Children’s Vaccines for providing support for the Hepatitis-B vaccine and Auto-Disable syringes in the States with DTP3 coverage levels>=80%.  Funds for training and IEC for community mobilization would be sourced from the domestic budget and as available from the partner agencies. Additionally, the Government of India would set up suitable mechanisms within the Department of Family Welfare for effective implementations, supervision, monitoring and evaluation, of the project, in collaboration with Partner agencies. Support for such administrative costs would be explored.

The Government of India will request the Vaccine Fund to supply the vaccine and auto disable syringes during the first year of the project i.e. year 2006 and will consider self procurement for the subsequent years after due deliberations.  .  

A high-level GAVI team led by the Executive Secretary visited India in the month of October’2004.  The team had detailed deliberations with the Hon’ble Minister of Health and Secretary (Health), Govt. of India  as also the members of the ICC  about GAVI-II and the possibility of Vaccine Fund’s  further support to India, beyond the current allocation of USD 40 million, for expansion of Hepatitis-B immunization in  better  performing states (indicator  DPT3 coverage >=80%). Govt. of India has sent a letter of intent (LoI) to GAVI expressing willingness to submit a fresh application for expansion of Hepatitis-B immunization as part of routine immunization in better performing states. 

Qualifying States (DTP3>=80%) :

Following states have been identified as eligible for expansion of Hepatitis-B immunization by Govt. of India on the basis of UNICEF MICS Coverage Evaluation Survey –2001 data:

This proposal is seeking support from the Vaccine Fund for introduction of Hepatitis-B project as part of Universal Immunization Programme in eleven states based on their evaluated DPT3 coverage levels. Total number of target infants proposed to be covered under this program is 11.26 million in the year 2006.
Estimated Number of Vaccine Doses and AD Syringes

Required for Implementation of Monovalent Hepatitis-B Vaccine (2006-2010)

	
	2006
	2007
	  2008


	2009


	By 2010

(Annual requirement)



	Surviving infants in millions
	11.48
	11.70
	11.92
	12.15
	12.39

	Target children
	11.48
	11.70
	11.92
	12.15
	12.39

	# of doses
	3 doses
	3 doses
	3 doses
	3 doses
	3 doses

	Estimated wastage rate
	25%
	20% 
	20%
	20%
	20%

	Buffer stock of 25% additional 
	11.24
	0
	0
	0
	0

	Total vaccine doses required + wastage + buffer (in millions)
	56.18
	43.05
	43.88
	45.56
	46.46

	AD syringe for Hep. B vaccine + 10% wastage in millions 
	49.97**
	38.23**
	38.97**
	40.46**
	41.26**

	
	
	
	
	
	


· Target number = surviving infants   in each selected state as shown in Table 2 above.  Vaccination program to begin April 2006

· Based on maximum wastage rate of 25% for first year using 10 dose vials, with reductions each year to minimum of 20%; 

· Total doses calculated during first year = target number of children x 3 doses x 1.33 x 1.25 (25% buffer); 
· Total syringes = target number of children x 3 doses x wastage factor (10% wastage gives factor of 1.11)     

· ** Govt. of India proposes to use the grant under injection safety proposal / domestic resources to procure the additional syringes required for  Hepatitis-B immunization.

Project Objective:

The ultimate goal of Hepatitis-B vaccination is to reduce morbidity and mortality associated with chronic HBV infection, including cirrhosis and liver cancer. However, because the long-term consequences of HBV infection occur years after infection, short-term goals and objectives including specific goals for improving program efficiencies have been defined in the current application.  
The project is aiming to reach a total of 11.26 million infants in the year 2006in the above 11 states. It is expected that this initiative, coupled with institutionalization of injection safety systems being introduced by GoI with assistance from GAVI will have a positive impact in reducing the Hepatitis-B carrier rates in the country.

ICC Acceptance:

The details of the Project have been discussed in the meetings of the Inter-agency Coordinating Committee and by circulation. Inputs given by members of the ICC in the above stated meetings and comments received by circulation have been incorporated in the proposal. 

Implementation Preparedness:

Administrative forms and immunization cards will be revised to allow for the new vaccine.  Training of EPI staff on technical and practical aspects of Hepatitis-B, Hepatitis-B vaccine, and how to record administration of the new vaccine will be as accomplished as part of existing training calendar using existing well developed training infrastructure. Almost all the proposed 11 states have master trainers and trainers from the pilot project and their services shall be appropriately utilized in the expansion program.  

Providing information to the public and to key decision makers will be beneficial. Evaluation of introduction of Hepatitis-B vaccine will be accomplished through monitoring, and through review of reported coverage data.

State Consultations:

Even though EPI program in India is centrally driven, the process of state consultations has already been initiated during a national EPI review meeting held during July 7-9, 2005 at New Delhi where the states have been appraised about the proposal and the selection criteria.  It is proposed to continue this process of detailed state consultations along with partners by undertaking individual state visits over the next 6-8 month period leading to introduction. A protocol for state visits is also under development.                      

Cold Chain Infrastructure:

An analysis of the cold chain infrastructure has been done in the following pages, and with existing capacities, all the up-gradation and capacity enhancement efforts being undertaken by GoI, no major additional requirement of cold chain capacity is foreseen for Hepatitis-B introduction.

Government does not foresee cold chain capacities as an obstacle in implementation as the proposed project states have well developed immunization infrastructures and high coverage levels of DTP3 coverage levels (>80%). Almost all these states also benefited from the pilot project by way of trainings and familiarization with Hepatitis-B introduction. 

Monovalent Vs Combination vaccine and in-country availability of vaccine:

Several companies in India manufacture and market monovalent Hepatitis-B vaccine at reasonable prices (as low as Rs.15.60 per dose)
.  These companies have the capacity to provide sufficient quantities of Hepatitis-B vaccine for routine infant immunization. 
In addition, several companies in India are close to coming out with a tetravalent combination vaccine, which combines Hepatitis-B vaccine with DPT vaccine in a single injection.    

Govt. of India realizes the inherent operational advantages of Hep.B + DPT combination vaccine and shall consider it’s introduction at an appropriate time based on its availability and affordability. At this stage, however, GoI would like to start with a monovalent vaccine in view of its availability and affordability. 

Injection Safety:

Government of India has already introduced Auto Disable Syringes in all routine immunization services across the country with GAVI support. National policy and guidelines for safe disposal of injection waste have also been formulated after identifying some locally appropriate solutions for injection waste disposal. Govt. of India proposes to use the same procurement mechanism for additional AD syringes for Hepatitis-B expansion in 11 states as well. 
Procurement:

The Government of India requests the Vaccine Fund to supply the Hepatitis-B vaccine during the first year of the project (2006) and will consider self procurement for the subsequent years after due deliberations.  AD syringes for the project will be procured separately by GoI using domestic resources / injection safety grant from GAVI.  

Sustainability / Cost Sharing:

GoI is committed to sustain the Hepatitis-B immunization in the Vaccine Fund supported eleven states after the GAVI support ends and it has already received the Planning Commission’s approval.  By the end of third year of the project, GoI would formulate of a long-term policy for the national introduction of Hepatitis-B into the Universal Immunization Program (UIP).    

GoI is also proposing a cost share mechanism starting with 10% government share in the third year of the project, increasing it to 30% in year four, 50% in year five and 100% from year six onwards (Year 2012).  In addition,  GoI will also pick up the cost of AD syringes for the project either from the existing injection safety support or from the domestic resources.

Further expansion:

Ministry of Health, Govt. of India is committed to further expansion of Hepatitis-B immunization to all remaining states in a performance based phasing in.  A process of discussions with other stakeholder ministries like the Finance and Planning will be initiated in due course to take this process forward.   

Application Sub-Head:

In this proposal, the Government of India (GoI) is applying for Introduction of New and Under-used Vaccines & Injection Safety sub-account. As mentioned earlier, the Government of India has already undertaken a detailed assessment of its immunization program and received credit from the IDA for strengthening immunization services and addressing the key program gaps. Hence, the Government of India is not seeking assistance under Strengthening Immunization Services Sub-account.

Signatures of the Government and the Inter-Agency Co-ordinating Committee

The Government of ………………………………………………………………….. commits itself to developing national immunization services on a sustainable basis in accordance with the multi-year plan presented with this document. Districts’ performance on immunization will be reviewed annually through a transparent monitoring system. The Government requests that the Alliance and its partners contribute financial and technical assistance to support immunization of children as outlined in this application.

Signature:
…………………………………………...

Title: Assistant Commissioner (UIP), Department of Family Welfare,

         Ministry of Family Welfare, Government of India.

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 do not imply any financial (or legal) commitment on the part of the partner agency or individual:

	Agency/Organisation
	Name/Title
	Date              Signature



	DFID
	Dr. Joanna Reid

Senior Health Advisor
	

	EUROPEAN COMMISSION
	Dr. Karan Singh

Programme Advisor
	

	Gates Children’s Vaccine Programme at PATH
	Dr. Raj Kumar

Project Manager
	

	UNICEF


	Mr. Cecilio Adorna

Country Representative
	

	USAID


	Dr. Robert Clay

Director PHN
	

	WHO, INDIA


	Dr. Salim J. Habayeb

WHO Representative to India
	

	WORLD BANK


	Dr. G.N.V. Ramana

Senior Public Health Specialist
	


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

Name:     Dr. Pradeep Haldar    
Title/Address: Assistant Commissioner (UIP), 

Tel. No.: 91-11-23062728      
Department of Family Welfare, 

Fax No. 91-11-23062728      

Ministry of Health & Family Welfare, 

Email:    



Government of India,         

pradeephaldar@yahoo.co.in

Room No. 106, D wing, Nirman Bhavan,

                                               

Maulana Azad Road, New Delhi – 110001, India

2. Immunization-related fact sheet

	Table 1: Basic facts (For the year 2001 or most recent; specify dates of data provided)

	Population as on March 2001¹
	1012 million
	GNP per capita
	US$ 450 

	Surviving Infants * 
	24.57 million
	Infant mortality rate² (2003)
	60 / 1000

	Percentage of GDP allocated to Health³
	4.9
	Percentage of Government expenditure for Health Care 4
	5.3


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

1 Technical Committee on Population Projections (Planning Commission)

2 Registrar General of India

3 World Health Report 2002 (WHO)

4 World Development Indicators 2000 (The World Bank)
	Table 2: Trends of immunization coverage and disease burden by 12 months of age (as per annual WHO/UNICEF Joint Reporting Form on Vaccine Preventable Diseases)

	Trends of immunization coverage (in percentage)
	Vaccine preventable disease burden

	Vaccine
	Reported
	Survey
	Disease
	Number of reported cases*

	
	2002A 
	2003 
	2003B 
	Age group
	 2002B
	Age group
	
	 2003
	2004

	BCG
	98.1
	100
	81
	12-23 months
	81
	12-23 months
	Tuberculosis
	772943
	682103

	DTP


	DTP1
	N.A.
	
	N.A.
	
	N.A.
	
	Diphtheria
	4237
	8465

	
	DTP3
	92.9
	91
	70
	
	70
	
	Pertussis
	34240
	32786

	OPV3
	93.2
	92.3
	70
	
	70
	
	Polio
	225
	134

	Measles
	88.8
	85.5
	67
	
	67
	
	Measles
	46736
	51546

	TT2+  (Pregnant women)
	80.6
	77.8
	N.A.
	
	NA
	
	NN Tetanus
	1765
	1087

	Hib3 
	NA
	NA
	NA
	
	NA
	
	Hib
	NA
	NA

	Yellow Fever
	NA
	NA
	NA
	
	NA
	
	Yellow fever
	NA
	NA

	HepB3  
	NA
	NA
	NA
	
	NA
	
	Hep B seroprevalence  (if available)
	NA
	NA

	 Vit A supplementation  


	Mothers                               ( < 6 weeks after delivery )
	NA
	NA
	NA
	
	NA
	
	
	
	

	
	Infants              ( > 6 months)
	NA
	NA
	35E
	
	NA
	
	
	
	


	The best official estimate: Indicate the best official estimate of coverage among infants as reported in WHO/UNICEF Joint reporting form. Provide explanatory comments on why these are the best estimates: 

A. Government of India’s Reported Immunization Coverage (data from State Governments under RCH compiled by GoI) attached as Enclosure 2.1.
B. The data is reproduced from WHO-UNICEF Review of National Immunization Coverage, 1980-2003, June 2004 enclosed as Enclosure 2.  

Also attached is a partial evaluated coverage report of Govt. of India’s RCH-CES, 2002. The survey covers 50% of India’s districts.  Enclosure 2.2

* The No. of reported cases for VPD has been reproduced from the data available from Central Bureau of Health Intelligence, Government of India.  ………………………………………………………………………………………………………………………


· 3. Summary of health system development status relevant to immunization:
The responsibility of the Government of India in terms of health care is divided between the Center, States and Union Territories, which are 35 in number. Health is a State subject, according to Article 47 of the Indian Constitution. The States, therefore, have the prime responsibility of “raising the level of nutrition and the standard of living of its people and the improvement of public health…”

Health services in the urban areas are provided by local bodies like the Municipal Corporations, as well as by private practitioners / institutions. The rural health services are managed through a network of Community and Primary Health Centers and Sub-Centers, each catering to a defined population and area.

The Government of India is responsible for the planning of health services and programs, providing funding for key components of the program, technical and material support to national programs on communicable disease control, as well as health promotional activities such as family welfare and immunization, etc. The bulk of the expenditure on public health programs is borne by the Government of India, through its own resources, with some funding raised through multilateral and bilateral agencies.

All preventive and health promotional services provided to the general population through government hospitals, health centers and sub-centers are free.

The Family Welfare Program in India, which is the umbrella program for immunization services, has undergone important changes in recent years. The scope of services provided by the program has increased consistently over the years. At the time of initiation of the program in 1952, it was primarily a clinic-based family planning program. After subsequent integration with the Maternal and Child Health (MCH) Program, the activities broadened significantly, to include a variety of services to mothers and children, including antenatal, delivery and post-natal care, immunization, and counselling on maternal and child health and nutrition. In later years, specific emphasis was given to reducing maternal and child mortality through a focus on treatment of childhood diarrhoea, ARI, neonatal care and strengthening of emergency obstetric care. In 1994, subsequent to the International Conference on Population and Development (ICPD), the program was further reoriented to respond to client needs and came to be called the Reproductive and Child Health Program (RCH) which is entering its second phase this year. 

There has been a tradition of very close coordination of the MOH with professional bodies and private associations such as the Indian Academy of Paediatrics, the Indian Medical Association, at both the National and regional levels and private sector health institutions. In the last decade, the GoI has also initiated programs in collaboration with professional associations of private industry, e.g. for the involvement of industrial organizations in health messages to their workforce, such as family planning, HIV/AIDS awareness and maternal and child health camps. 

Multi Year Strategic Plan for Immunization (MYP 2005-10) : 
Government of India is aware of wide variations in immunization coverage levels across the country and is consciously looking at addressing various systemic issues in under performing states, which are pulling down the immunization coverage levels.  The Govt. has also constituted a National Technical Advisory Group (NTAGI) comprising of national immunization administrators and well-known experts from academic institutions, partner agencies and NGOs etc. active in immunization.  This body has submitted its report to the Govt. in late 2003 based on which a Multi Year Strategic Plan for immunization (MYP 2005-10) has been prepared.  This document has been validated by experts from national/international partner/donor agencies and is ready for implementation.  

The MYP has also been extensively discussed with various state governments during various national deliberations with necessary adaptations to suit the state specific requirements.  A copy of the MYP is attached.   

The MYP is a part of the umbrella National Rural Health Mission and Reproductive and Child Health (RCH)-II program which is a sectoral approach to reproductive and child health including immunization.

The Government is also working on a National Immunization Policy, first draft of which is prepared for discussions at various forums (attached).

______________________________________________________________________________

Attachments:

	
	Document Title


	Enclosure #



	1


	Multi Year Strategic Plan for Immunization (2005-10) 
	Doc.# 3

	2


	Draft National Immunization Policy
	Doc. # 3.1



	3
	Organogram 

	Doc. # 3.2


3. The Inter Agency Co-ordinating Committee (ICC) :
· Major functions and responsibilities of the ICC:

Various agencies and partners (including NGOs and Research Institutions) that are supporting immunization services are co-ordinated and organised through an inter-agency co-ordinating mechanism which is referred to in this document as ICC.
· Name of the ICC : 


Inter Agency Coordinating Committee

· Date of constitution of the current ICC:
1995

· Organizational structure (e.g., sub-committee, stand-alone): ICC with Working Group for GAVI assisted Hepatitis B vaccination Project in India as stated below:
· Frequency of meetings: Half yearly, but more frequently when required. 
	Function


	Title / Organization
	Name

	Chair


	Secretary Ministry of Family Welfare, Government of India
	Mr. Prasanna Hota

	Secretary


	WHO representative to India
	Dr. Salim Habayeb

	Ministry of Health & Family Welfare, Government of India
	Joint Secretary, Family Welfare,

Assistant Commissioner (UIP),

Assistant Commissioner (I)
	Mr. K Raamamoorty,

Dr. Pradeep Haldar

Dr P Biswal 

	DFID
	Senior Health Advisor

Health Advisor
	Ms .Joanna Reid 

Dr. Ranjana Kumar 



	EUROPEAN COMMISSION
	Programme Advisor
	Dr. Karan B. Singh

	Children’s Vaccine Programme at PATH
	Project Manager

Program Officer
	Dr. Rajkumar 

Mr. K. A. Balaji

	UNICEF


	Country Representative

Chief, Health Section

Project Officer Health

Project Officer Immunization
	Mr. Cecilio Adorna 

Dr. Marzio Babilla

Dr K. Suresh

Dr. Hussain Yusuf 

	USAID


	Director PHN
	Mr. Robert Clay 

	WHO, INDIA


	WHO Representative to India

National Professional Officer-

Hepatitis B
	Dr. Salim Habayeb



	WORLD BANK


	Lead Health Specialist

Senior Public Health Specialist

Public Health Specialist
	Dr. Peter Heywood

Dr. G.V.N. Ramana

Dr .J .S. Kang

	WHO SEARO


	Regional Advisor, Vaccines & Other Biologicals

Medical Officer – VAB

Technical Officer- VAB
	Dr. Brent Burkholder

Dr. Pem Namgyal

Mr. Stephan Guichard

Dr. Craig Burgess

	WHO, NPSP 
	Medical Officer- Epidemiology
	Dr. J. Wenger


· Major functions and responsibilities of the ICC: 
Annexed as Document No. 4

· Three major strategies to enhance the ICC’s role and functions in the next 12 months:

· Strengthen Working Group Mechanism to facilitate more frequent meetings and          enhanced partner involvement.   
· Injection Safety Focus – work with GoI towards strengthening the implementation of


AD syringe.
· To continue focus on strengthening implementation and expansion of Hepatitis-B immunization.

· The main indicators (in addition to DTP3 coverage) that are chosen by the ICC to monitor implementation of this proposal:
· Eliminate the gap between DPT- HBV coverage rates in the project areas 
· Number of districts covered by Hepatitis-B immunization per year

· % of beneficiaries receiving 3rd dose of HBV by district
· Drop out rates for HBV 1 – HBV3 
· Availability of AD syringes in sufficient numbers at all immunization service delivery points 
____________________________________________________________________________________

Attachments:

	
	Document Title


	Enclosure #



	1


	Terms of Reference of the ICC 
	Doc.# 4

	2


	ICC’s work plan for the next 12 months
	Doc. # 4.1



	3
	Minutes of the three most recent ICC meetings or any other meetings in which partners participated that concerned improving and expanding the national immunization program 
	Doc. # 4.2


4. Immunization services assessment(s)

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.

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

	Title of the assessment
	Main participating agencies
	Dates
	Enclosed as enclosure No.

	Sixth World Bank Review Mission, for India Immunization Strengthening Project.  
	World Bank, WHO, IDA, 
	June 9 – 17, 2003
	5

	Proposed Reproductive & Child Health Second Phase Program for India, Draft Aide-Memoire of the Identification Mission. 
	World Bank, WHO, IDA, DFID, UNICEF
	July 16 – 26, 2003
	5.1

	Observations of RCH- survey Phase I & II, relevant to Immunization. 
	Department of Family Welfare, Ministry of Health & Family Welfare, Government of India.
	1998-99
	5.2

	Observations of National Family Health Survey – NFHS II, relevant to Immunization.
	Same as above.
	1998-99
	5.3.

	Recommendations of National Technical Advisory Group.
	Department of Family Welfare, Ministry of Health & Family Welfare, Government of India.
	July,2003
	5.4

	National EPI Review  
	Department of Family Welfare, Ministry of Health &Family Welfare, GoI


	September, 2004
	5.5


National EPI Review (August 25 – Sept.9, 2004):

Another step in this direction which demonstrates GoI’s seriousness in strengthening the routine immunization levels in the country is the National EPI Review carried out in six most under performing states viz. Bihar, Jharkhand, Madhya Pradesh, Rajasthan, Orissa and Uttar Pradesh. This review was a qualitative study with the objective of identifying and addressing state specific barriers to immunization in each of these states. In all, 57 immunization professionals from GoI, academic institutions, national and international partner agencies, divided into 13 teams, participated in this review lasting two weeks.  Each team visited a district, starting with district headquarters upto the Health Sub Centre / Out Reach levels which is the last immunization service delivery point. 

One of the common observations of these thirteen teams was  lack of supervision/monitoring at all levels and the present system of sterilizing / using glass syringes is cumbersome and needs urgent replacement so as not to compromise injection safety and to maximize the time available to ANM (Auxiliary Nurse Midwife – the injection provider).  

The final review report along with national recommendations is attached as soft & hard copies.
Therefore, the current focus areas for Government of India for strengthening UIP are as under:-

These should be the areas highlighted in the MYP – not sure where these areas come from

· Continuing focus on Polio Eradication Program. 

· Replacement of aging Cold Chain with CFC free equipment  

· Focus on Injection Safety under Universal Immunization Program (UIP).

· Strengthening Programme Management for UIP

· Strengthening immunization services 

· Training of Mid level managers in child health with focus on managing immunization services.

· The three major strengths identified in the assessments:

Self-Sufficiency:  India finances over 95% of routine immunization services, including operating costs, vaccines, and other costs. This level of financing reflects the sustained commitment to immunization on part of the government. 

Established Infrastructure:  The immunization infrastructure is established in all states. However, some states maintain reliable coverage over 85% while others fluctuate around 40% or below, reflecting the diversity in the strength of the infrastructure.  Eight of 35 states have particularly weak systems.  

There is also a reinforcement of Government commitment to Routine Immunization by way of establishment of National Technical Advisory Group on Immunization and preparation of a Multi Year Plan for Immunization (2005-10) which is attached.
Polio Eradication:  National Immunization Day has wide reach. The success towards polio eradication is largely due to improved surveillance, micro-planning, logistics, and IEC/social mobilization.  Strong commitment and close coordination between national and state governments and partners
· The three major problems identified in the assessments:

Decline in Coverage:  While routine data suggests an overall increase in coverage through much of the 1990’s, surveys indicate that there has been a decline in all states (excepting Tamil Nadu and Goa) over the past 3 plus years.

Chronic Low Performing Areas:  A subset of states and districts has chronically low levels of coverage, far below national targets. Also, drop-out rates are estimated at 17% from highest to lowest coverage antigen (BCG to measles as shown in Table 2), according to coverage surveys.  

Injection Safety Issues:  the present system of sterilizing / using glass syringes is cumbersome and needs urgent replacement so as not to compromise injection safety and to maximize the time available to ANM (Auxiliary Nurse Midwife – the injection provider).  Also the National Assessment on Injection Safety carried out by IN-CLEN for GoI highlights the high prevalence of unsafe injections in the country, calling for immediate attention of the government.
· The three major recommendations in the assessments:

Polio Eradication: Complete polio eradication activities, while phasing in new initiatives for appropriate regions.

Improving Program Management to address declining coverage & increasing dropouts:

Human Resources & System strengthening:  Strengthen essential immunization related activities within the integrated Reproductive and Child Health system.

· Management Strengthening:  Supervision and monitoring, planning, institutional review mechanisms (e.g. quarterly meetings), demand creation/social mobilization, stock management, cold chain, and financing. Also making state level immuzniation task forces, as well as improving national level mechanisms

· Field Staff Strengthening: Training on technical issues, planning, surveillance, stock management, social mobilization, etc; Fill staff vacancies.

Physical Resource Strengthening:  Strengthen essential physical resources within the integrated Reproductive and Child Health system, particularly cold chain maintenance and replacement, and staff mobility to reach session sites.  Also focus on injection safety issues and rolling out of AD syringes.

Low Performing Districts and States:  Intensify focus on immunization within integrated health services in low-performing states and districts. 

Attachments:

	
	Document Title


	Enclosure #



	1


	Most recent assessment reports on the status of immunization services in India 
	Doc.#  5 to

           5.5


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

	Component or area
	Month/Year

	· Assessment of Cold Chain & Vaccine Wastage Rates (on the basis of DPT 3) & how to avoid shortages was to be conducted by WHO-SEARO, but could not be initiated.        


	Pending



	· The Study on assessment of Injection Safety has been completed. 


	Completed in 

October 2003


Attachments:

	
	Document Title


	Enclosure #



	1


	The preliminary findings of the National Assessment of Injection Practices by IN-CLEN, October 2003
	Doc.# 6


5. Multi-Year Immunization Plan (MYP 2005-2010): 
India’s Universal Immunization Programme (UIP) is one of the largest in the world in terms of quantities of vaccine used, numbers of beneficiaries, the numbers of immunization sessions organized, the geographical spread and diversity of areas covered

The National policy of immunizing all children during the first year of life with DPT, OPV, BCG and typhoid-paratyphoid fever vaccine to complete the primary series of vaccination before reaching the age of one year was adopted in 1978, with the launching of the Expanded Programme on Immunization (EPI). The target was 80% coverage in infancy. Subsequently the typhoid-paratyphoid vaccine was dropped. Tetanus Toxoid (TT) immunization of pregnant mothers was introduced in 1983.

The programme was launched in 1985 in a phased manner to cover the entire country by 1990 under Universal Immunization Programme (UIP). Measles vaccine was added in 1985 and vitamin A supplementation was added to the programme in 1990. 

The Govt. of India has developed a Multi Year Strategic Plan for Immunization (2005-2010), the details of which are given under Section.3.  A copy of the plan document is also attached vide Document No. 3.  An executive summary of the plan is given below:

This medium term plan addresses the geographic and social inequities in immunization coverage rates. It aims to increase awareness of all stakeholders about immunization strengthening and strengthening management roles at each of three specific levels; Centre, State/Union Territory and district. The plan aims to strengthen the immunization infrastructure within the broader Reproductive & Child Health (RCH) programme as well as inter sectoral linkages.

India’s UIP Mission

To provide high quality immunisation services to all communities in order to prevent mortality, morbidity and disability from diseases that is preventable through the optimum use of vaccines that are currently available and vaccines that become available from time to time. 

Guiding principles

The guiding principles of India’s UIP to achieve this mission will be:

· Maximal reach:  to overcome barriers at all levels, to sustain demand and ensure all pregnant mothers and children are immunized as per the national schedule

· Equity: aiming to reduce disparities in services by addressing the needs of the under served

· Quality and safety: the immunization programme will follow recommended practices in vaccine procurement, storage, distribution and service delivery

· Sustainability: ensuring sufficient financial and human resources for long term needs for immunization services, through investments by GoI and key partners

· Management excellence: The UIP, in collaboration with key partner agencies and professional organizations, will optimize the use of resources following results based principles and evidence based practices. 

Medium term goals, objectives, indicators, milestones and strategies

The medium term plan envisions six goals, each with its own set of objectives, strategies to reach those objectives and indicators to measure progress. Key annual milestones are also used for each objective as benchmarking progress by year. There will obviously be great variation between and within States. Although the UIP is Nationwide, special attention will be spent on strengthening routine immunization in States highlighted in the situation analysis: Uttar Pradesh, Bihar, Rajasthan, West Bengal, Jharkhand and Assam. 

The medium term plan envisions the following six goals, each with its own set of objectives and strategies (for a complete summary of goals, objectives, indicators and timelines, please refer to the attached MYP document).  
· Districts will provide efficient and safe immunization services to all infants and pregnant women

· Contribute to global polio eradication, measles mortality reduction and neonatal tetanus elimination
· The UIP will have sufficient and sustainable funding with established adequate, accountable and efficient fund flows

· Sustain demand and reduced social barriers to access immunization services
· Accelerated introduction of licensed new and under utilized vaccines against diseases with significant mortality and morbidity in India

· To monitor and use accurate, complete and timely data on vaccine preventable diseases, AEFIs and antigen coverage and drop out rates by district

Managing the National Immunization Plan

· To implement this five year, six goal, twenty objective plan will require great strengthening of the management system at all levels; national, state district and Panchayati raj institutions (PRIs). There will be greater transparency, more effective communication.

Strengthening the program management:

The role of the National Government will be policy formulation and ensure quality of services through monitoring, supervision, training logistics and supply of vaccines, co-ordination of the programme and of the technical and financial resources, be involved in work delegation and team building, establishing priorities, forecasting needs, strategic planning and inter agencies coordination.   

Planning, monitoring and evaluation for the immunization activities will be carried out by the immunization section of the Child Health Division. In this respect, collaboration and co-operation will be sought from other ministries, departments, agencies and Non-Governmental Organizations as well as private institutions working in the field of health. Every effort will be made to immunize every eligible child.

Efforts will also be made to provide more operational freedom to State Governments thereby increasing program ownership and enabling them to introduce newer vaccines based on the disease burden / local situation.   Lot of attention is planned to be given for improving urban health infrastructure by achieving better synergies with various stakeholders / service providers in urban areas. 
Monitoring & Evaluation:

The identified indicators will be measured from field level and milestones will be monitored by central level The UIP will be constantly monitored through the public and private health sector mechanisms, the formal and informal surveillance and immunization monitoring systems as well as the PRI (local bodies) systems.

A mid-term review and final evaluation will be executed by an independent agency, designated by the MoHFW. Recommendations from the mid term review will be fed into strategies and methods for implementing the remainder of the plan.

The final evaluation will act as a catalyst for the devising of the next immunization plan.

Attachments:

	· Multi Year Strategic Plan for the Universal Immunization Programme 2004-2009
	Already attached as Document number 3




	Technical support required for implementation of the immunization plan (expert consultants, training curricula, managerial tools…) *

	Type of technical support
	Period for the support
	Desired from which agency

	
	
	

	
	
	

	* If additional financial support is made available by GAVI, GoI will definitely look at formalizing technical support arrangements with partner agencies which would be beneficial for the program.

Table 3: Schedule of vaccinations with traditional and new vaccines, and with Vit A

              Supplementation

	Vaccine (do not use trade name)
	Ages of administration                (by routine immunization services)
	Indicate by an “x” if given in:
	Comments

	
	
	Entire country
	Only part of the country
	

	BCG
	Birth
	X
	
	

	OPV
	Birth*, 6, 10 & 14 weeks
	X
	
	

	DPT
	6, 10 & 14 weeks
	X
	
	

	Hepatitis-B (Institutional deliveries)


	Birth, 6 weeks, 14 weeks


	
	X
	

	Hepatitis-B (Non-Institutional deliveries)
	6 weeks, 10 weeks, 14 weeks
	
	X
	

	Measles
	9 Months
	X
	
	

	Vitamin A
	9 Months – 3 Years
	X
	
	1st dose is given with Measles vaccination. 2nd dose is given with DPT booster vaccination.


1. Birth Dose of Hepatitis-B Vaccine

Because of relatively low HBsAg prevalence among women of childbearing age, and the low percentage of HBeAg positivity among persons with chronic HBV infection, perinatal HBV transmission probably does not account for a substantial proportion of HBV transmission in the general population.  Also only about 25% of births in India take place in a hospital.  

Therefore, a birth dose of Hepatitis-B vaccine will be incorporated into the EPI schedule only for neonates of women who deliver in hospital at this point (birth, 6 weeks & 10 weeks) in view of the programmatic and operational issues involved.  However, as a priority for the future, the feasibility of providing the birth dose of vaccine on a larger basis shall be explored. 

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

The strategic plan drawn up by the Government of India to cover the remaining years of the Tenth Plan Period (2002-2007) has been conceptualised in terms of support to the polio eradication activities aimed at achieving zero polio incidence and certification. Maintaining the polio-free status after achieving zero polio incidences will require also a very high level of coverage of OPV under the routine immunization program.

This translates into the fact that the routine program has not only to achieve high immunization coverage levels, but also sustain it. Strengthening routine immunization would not only help in polio eradication but also in sustaining high coverage levels for other antigens included in the Universal Immunization Program of the country.  
While planning for the strengthening of the routine immunization, lessons learnt in polio eradication on disease surveillance, capacity building, micro planning, mapping of hard to reach villages, use of alternate service delivery mechanisms, social mobilization using locally available resources with decentralization of planning and implementation, will be applied in routine immunization activities, so that high levels of OPV and routine immunization coverage are not only achieved but sustained.  
A comprehensive multi-year plan (2005 – 2010) has also been developed under the RCH II project of Govt. of India. This MYP also includes the guiding principles and targets for introduction of newer vaccines such as Hepatitis-B, improving injection safety along with the strategies for sustained strengthening of Immunization systems uniformly throughout the country. 

With the country marching towards “zero incidence” of polio and wild polio transmission limited to states like UP and Bihar,  the health system is gearing up to accept new challenges. 

The GOI has also constituted a National Technical Advisory Group on Immunization (NTAGI) for advising on strengthening immunization services, which includes important partners and local experts in Universal Immunization and financing of immunization services to work closely with the government and other groups such as the GAVI Working Group and the Interagency Coordinating Committee.

The major activities currently being undertaken by the Govt. of India for improving immunization coverage are: Strengthening RCH outreach services, better monitoring of immunization services, Better management of vaccines & other related logistics and improving IEC efforts for immunization.
Following are some of the broad strategies discussed in the MYP to strengthen routine immunization services and improve coverage levels:

Strategies:

Immunization delivery will be part of comprehensive primary health care including static health facilities, outreach clinics, antenatal clinics and schools. Gains and lessons learnt from the polio eradication project will be built on for strengthening routine immunization.

1. Coordination: National level quarterly meetings of all State EPI officers will strengthen feedback from the states and update on new technologies. These stopped in 1995 and have had an effect on inter State communication and National to state communication.

2. National operational guidelines: Although there are a wide variety of contexts in which immunization services are delivered in India, there is a need for standardization of simple to use service delivery guidelines. These will also include basic standardised micro planning tools and monitoring guides for routine immunization and will be developed and field-tested throughout 2004.
3. Strengthening Supervision: Supervision of immunisation services will be strengthened by the development, field-testing, and implementation of a systematic approach to supervision and global best practices. A series of supervisory guidelines will be distributed to States for adaptation to State contexts and for use in district and facility levels. The guidelines will allow comparison over time and hence follow-up, provide a copy in the health facility/district, track the most important parameters, and identify remedial activities. Supportive supervision will include not just the use of checklists but will encourage on the job and participatory training of staff. Service monitoring visits will include % sessions planned versus those held, % drop outs and vaccine utilization at every level for each antigen and vaccine utilization. Where there are no regular supervisors (for example in slum areas) medical officers will supervise outreach camps.

4. Prioritisation of Poorly Performing Districts: States will undertake situational analysis/ review on quarterly basis of poorly performing district in terms of coverage and dropout rates and identify bottleneck and take necessary action through strengthened micro-planning, prioritized training, and strengthened supervision practices. 

5. Prioritisation of under served
 populations within districts: Extra efforts will be made at district levels to identify and serve those populations who live in areas which are under served, who are mobile or live in peri urban slum. These efforts will include identification of appropriate outreach sessions coordinated by the district and PHC medical officers, in consultation with DIOs. 

6. State Governments would also be encouraged mobilize resources to provide fixed day outreach session in urban slum settings. ANM services will be utilized for outreach camps on days when no fixed day immunization service is being provided. The outreach camps will be supervised by medical officers.

7. Micro Planning: Micro-planning has strengthened polio eradication processes, which can also be used for routine immunization (mapping areas of underserved populations, session planning and district work plans). The UIP will provide updated guidelines for micro planning and assist districts to implement them. Every site (both public an private) providing immunization services will devise and implement annual microplans. Microplans will include aspects of vaccine delivery and transport within State and districts. 

8. Missed opportunities, reducing dropouts and ensuring booster doses: Together with enhancing the communication between service providers and mothers (as detailed in goal 4) this approach aims to reduce the number of dropouts and increase the chances of children to receive vaccinations beyond the primary immunization schedule. 

a. Health facilities: Every contact of the health care system with children of vaccination age will be used to inquire about the child's vaccination status. Vaccines will be administered where applicable, provided the minimum interval between doses is respected. Possible reasons for non-vaccination shall be identified and addressed. ANMs will be responsible for delivering the DPT booster. The LHV (supervisor) will coordinate and ensure administration of DT and TT to children as per national schedule.

b. Schools: School health programmes will be strengthened. LHVs will visit every school with ANMs at least once a year with vaccine to assess the immunisation status of children and ensure vaccination with DT of children aged 4-6 and TT vaccination for children aged 10 and 16 years. 

9. Registration:  All administered doses of vaccines will be recorded on immunisation register and the recipient's immunization card (that can be used in both Government and private systems). Doses given outside the target age group will be entered on the recipient's card, as well as in a separate column in the immunization register. Innovative ways to increase card-retention by the recipient will be explored.
10. Responsibilities:
a. District immunization officers (DIO): will be responsible for ensuring the availability of vaccines at immunization sites especially those, which are difficult to reach. This will help decrease health workers’ time spent visiting PHCs to collect vaccines. The DIOs will be responsible to monitor and provide supportive supervision for effective implementation of the programme in the district. Under take jointly along with ICDS supervisor monthly review of immunisation programme by PHC wise and take necessary corrective action to improve performance in poor performance areas.

b. First line supervisors: (LHVs, Male Health Supervisors, and PHC medical officer) will ensure that all planned immunization sessions are actually held and, ensure that every child / pregnant woman are followed up for full vaccination with quality vaccine and safe injection practices.

11. Fixed day and fixed time strategy: Policy recommendations from GoI and State Governments will include fixed day strategies throughout the country to ensure that communities are aware of the immunisation day. This will also help in development and dissemination of information through mass media and interpersonal communication. 

12. Fixed site strategy: GoI and state policy recommendations will include immunisation sites being fixed for each habitation and preferably at sub centre in sub centre village, at anganwadi centre, panchayat ghar etc. This will ensure easy accessibility by all communities this will help the community to know where to go for vaccination. 

13. Integration with private sector: The population accessing vaccination services from the private sector, all private practitioners delivering immunization services will be part of the UIP. All public and private practitioners providing vaccination will be provided, free of charge, vaccine, family retained immunization cards etc. All private practitioners offering vaccination services will be expected to maintain maintained appropriate institutional records retrievable on demand. Private sector accountability and quality issues will be coordinated by the nodal medical authority providing the vaccines.

While the above broad strategies discussed in the MYP to strengthen routine immunization services will have an impact on the Hepatitis-B immunization coverage levels in the project states as well,  some immediate specific steps proposed in the interim to improve immunization coverage, reduce drop outs and vaccine wastage rates in the Hepatitis-B project areas are as under:

1. Direct Supervision & Monitoring:

a. In addition to the steps already mentioned in the MYP, some specific initiatives proposed for Hepatitis-B project cities and districts are regular field visits by the GoI nodal officer and partners. 

b. Efforts will be made to educate District health staff on their responsibilities concerning data analysis for management decision making and the need to provide feedback to the service delivery staff.

2. Government of India is exploring the option of involving those private practitioners who are already receiving DPT vaccines from the Government supplies, for providing Hepatitis-B vaccine as well in the project cities and districts.  This initiative is expected to improve the immunization coverage.

3.  Recently concluded National EPI review focussed on this aspect with an in-depth qualitative survey of six low performing states viz. Bihar, Jharkhand, Madhya Pradesh, Orissa, Rajasthan and Uttar Pradesh.  The review, aimed at identifying state specific issues and solutions, will lay down state specific strategies. In some very low performing states which are part of Hepatitis-B project, specific strategies to address this low performance would be developed based on this assessment.

4. Other than the strategies proposed in the MYP for reducing dropouts and missed opportunities, some new initiatives for reducing drop-outs have already been initiated in some of the Primary Health Centres and Sub-Centres where ‘defaulter’ lists were being prepared of the children who had not reported to receive the 2nd and 3rd dose of the vaccines. These lists were being used by the ANMs (Auxiliary Nurse Midwife – vaccinator) to mobilize Anganwadi workers and mothers from the nearby houses who visited the vaccination sessions to remind the parents of the defaulting children. In addition these lists were being used by the ANMs in their house visits also.   

5. Also, the stricter implementation of Fixed Day /Fixed Site strategy for immunizations is being considered. This policy is expected to help improve the community recall and accessibility to immunization services which, in turn will help in improving coverage/reduce dropouts.

Indicators:  
· Eliminate the gap between DPT- HBV coverage rates in the project areas 
· Number of districts covered by Hepatitis-B immunization per year

· % of beneficiaries receiving 3rd dose of HBV by district 

· Drop out rates for HBV 1 – HBV3  

	Table 4: Baseline and annual targets (Coverage rates for the purpose of vaccine requirements are 100% in keeping with GoI policy)

	Number of
	Baseline and targets

	
	Base-year
	Year of GAVI/VF application
	Year 1 of Programme implementation
	Year 2 of Programme implementation
	Year 3 of Programme implementation
	Year 4 of Programme implementation
	Year 5 of Programme implementation
	 

	
	2001
	2005
	2006^
	2007^
	2008^
	2009^
	2010^
	 

	Births
	27.11
	29.27
	29.83
	30.40
	30.99
	31.59
	32.20
	

	Infants’ deaths
	1.79
	1.93
	 1.96
	2.00
	2.04
	2.08
	2.12
	

	Surviving infants
	 25.32
	27.33
	27.86
	28.40
	28.95
	29.50
	30.07
	

	Pregnant women
	29.82
	32.19
	32.81
	33.45
	 34.09
	34.75
	35.42
	

	Infants vaccinated with BCG 
	19.58
	27.33
	27.86
	28.40
	28.95
	29.50
	30.07
	

	BCG coverage*
	77.33%
	100%
	100%
	100%
	100%
	100%
	100%
	

	Infants vaccinated with OPV3 
	17.79
	27.33 
	27.86 
	28.40 
	28.95
	29.50
	30.07
	

	OPV3 coverage**
	70.26%
	100%
	100% 
	100%
	100%
	100%
	100%
	

	Infants vaccinated with DTP3*** 
	16.63
	27.336
	27.863
	28.401
	28.95
	29.50
	30.07
	

	DTP3 coverage**
	71.71%
	100%
	100%
	100%
	100%
	100%
	100%
	

	Infants vaccinated with DTP1***
	
	
	
	
	
	
	
	

	Wastage
 rate in base-year and planned thereafter
	25%
	25%
	25%
	20%
	20%
	20%
	20%
	

	Infants vaccinated with 3rd dose of Hepatitis-B (use these four  rows for any new vaccine) 
	
	
	11.48
	11.70
	11.92
	12.15
	12.39
	

	…………. Coverage**
	N.A.
	N.A.
	100%
	100%
	100%
	100%
	100%
	

	Infants vaccinated with 1st  dose of …………….. 
	
	
	
	
	
	
	
	

	Wastage1 rate in base-year and planned thereafter 
	N.A.
	25%
	20%
	20%
	20%
	20%
	20%
	

	Infants vaccinated with Measles 
	14.89
	27.336
	27.863
	28.401
	28.95
	29.50
	30.07
	

	Measles coverage**
	58.80%
	100% 
	100% 
	100% 
	100%
	100%
	100%
	

	Pregnant women vaccinated with TT+ 
	17.37
	32.19
	32.81
	33.45
	34.09
	34.75
	35.42
	

	TT+ coverage
	 58.25%
	100%
	100%
	100%
	100%
	100%
	100%
	

	Vit A supplementation
	Mothers (< 6 weeks from delivery)
	
	
	
	
	
	
	
	

	
	Infants (> 6 months)
	8.12
	27.336
	27.863
	28.401
	28.95
	29.50
	30.07
	

	*  Number of infants vaccinated out  of total births 
	**  Number of infants vaccinated out of surviving infants

	***  Indicate total number of children vaccinated with either DTP alone or combined


	

	^  Immunization Targets
	


1. The Population of the country, Birth Rate & Infant Mortality Rate projected for year 2002 to 2016 by the office of Registrar General of India have been used (Reference SRS Bulletin Oct. 2002 & Projection tables enclosed as Encl. 6.1) as basis for calculating no. of births & Infant deaths stated in the above table. The above figures for different states of the country are reconciled with the state Governments & the reconciled figures have been used as the final figures in the above table. 

2. The no. of Infants vaccinated with BCG, OPV3, DPT3 & Measles in year 2001 has been derived by multiplying the no. of surviving infants in column 2 of the above table, with the vaccination coverage data of 79.1, 76.7, 71.7 & 64.2% respectively. Thereafter, every year the target no. of Infant to be vaccinated for each vaccine has been considered same as the number of births. 
3. To arrive at the number of Pregnant women vaccinated with 2 doses of Tetanus Toxoid in year 2001 & the target numbers for year 2005 to 2008 same approach has been followed as in case of Point No. 2, except using the no. of pregnant women in place of the no. of surviving infants. The data for baseline coverage by 2 doses of TT has been reproduced from NFHS-II Survey, 1998-99. (Enclosed as enclosure 5.3 ).

 4. To arrive at the number of infants above the age of 6 months having received at least one dose of Vit. A supplementation in year 2001 & the target numbers for year 2005 to 2008 same approach has been followed as in case of Point No. 2. The data for coverage by Vitamin A has been reproduced from RCH-II Survey, 1998-99. (Enclosed as enclosure 5.2). 

5. The target of 2.59 million infants in year 2005 has been reached by adding number of non slum infants in 15 project cities that is target of 0.94 million non slum infants has been added to the existing target of 1.61 million infants in 33 districts & slum infants in 15 project cities. The factor of population increase at 1.016 has also been applied to the target. The targets for year 2006 & 2007 have been derived by applying the factor of population increase to the no. of target infants for year 2005. The population increase factor has been taken as 1.016 upto year 2006 & 1.015 there after in line with the population tables published by the office of Registrar General of India. 
Summary of major action points and timeframe for reduction of vaccine wastage:

If maximum allowance of wastage rates cannot be achieved immediately, the proposal has to provide a rationale for a higher rate: 

1. Open Vial Policy:  Though the policy for Hepatitis-B vaccine has already been authorized and circulated by GoI for Hepatitis-B vaccine to all the project cities and districts, it has not percolated to all the project areas.  With the proposed supervisory visits and follow-up from the central government, this move is expected to significantly impact the wastage rates.   

2. Government of India is also in the process of implementing a computerized immunization monitoring system at district level. This system, when implemented, will be able to track vaccine logistics at district level and provide better information in this regard.

3. GoI would also look to obtain the vaccine issue /usage information from a larger and more representative sample at the sub centre levels to calculate the wastage rates unlike the data presently available.  It is estimated that the actual wastage rates will be much less than the earlier projected rates in some of the earlier reports.
	Table 5: Estimate of annual DTP wastage and drop out rates

	
	Actual rates and targets

	
	 2001
	 2002
	 2003
	 2004
	 2005
	 2006
	 2007
	2008
	2009
	2010

	Wastage rate 

	
	
	30 A
	25.00
	25.00
	25.00
	20.00
	20.00
	20.00
	20.00

	Drop out rate                                    [  (  DTP1   -    DTP3   )   /    DTP1   ]   x  100
	7.72B
	7
	7
	6.5
	6.5
	6
	6
	5.5
	5
	5

	Drop out rate

((BCG- DPT3)/ BCG) x 100
	9.35C
	8.5
	8.5
	8
	8
	7.5
	7.5
	7
	7
	7


A: This is estimated present vaccine wastage rate for DPT & Hepatitis B vaccine.

B: This Drop out rate is based on observations of Multi Indicator Cluster Survey 2001 by UNICEF, for evaluated vaccination coverage of DPT1 & DPT3.

C: This Drop out rate is based on observations of Multi Indicator Cluster Survey 2001 by UNICEF, for evaluated vaccination coverage of BCG & DPT3.

· Countries requesting YF vaccine have to present the same table for measles vaccine wastage rates.

Not Applicable

6. Injection safety

Background:

Ensuring the safety of injections, including the proper disposal of used injection equipment is of primary concern for all health professionals and for the Government of India in all its health service delivery functions. Recent evidence from the World Health Organization (WHO) estimates that at least 50 per cent of the world’s 12 billion injections administered each year are unsafe—posing serious health risks to recipients, health workers and the public. 

In India too, Injection Safety is assuming greater public health importance. The Government of India in collaboration with INCLEN (Indian Network of Clinical Epidemiologists, based at the All India Institute of Medical Sciences, New Delhi) conducted a comprehensive Nation-wide study on injection safety. The study has revealed that the level of unsafe injections in India is to the extent of 60.5% for all injections given in both curative and immunisation sector. 17% of all injections are estimated to be in the immunization sector. In immunisation sector alone, the level of unsafe injections is to the tune of 73.9%. Almost half of this proportion is estimated to be due to use of un-sterile syringe and needle.   A report on the preliminary findings of the study is attached as Document # 6.

The government is committed to use the findings of the above mentioned comprehensive national study to improve injection safety.  Also, Universal Immunization Programme (UIP) is committed to moving from using re-sterilizable syringes and needles to auto-disable (AD) syringes in accordance with the WHO-UNICEF-UNFPA policy statement on injection safety.
Policy Statement on injection safety in UIP:

The policy of Government of India is that all immunization sessions under the Universal Immunization Program (UIP) will use Auto-Disable (AD) Syringes for all immunization injections starting from the year 2005 in accordance with the policy statement on injection safety by the Honourable Minister of Health & Family Welfare, Government of India, made in the Parliament on July 23, 2004. 

The used AD syringes will be safely disposed of under the national Bio-medical Waste (Management & Handling) Rules, 1998 issued by Central Pollution Control Board (CPCB), Ministry of Environment & Forests, Government of India.
In view of the above, the Government of India has decided to introduce AD syringes for all immunization in the country and has approached GAVI for providing support from year 2005 to 2007.

The main objective of the Injection Safety Action Plan will be to ensure that all injections given in the UIP program are safe. 
9.2 Injection Waste Disposal: 

In India, the Central Pollution Control Board (CPCB), an autonomous regulatory body under the Ministry of Environment & Forests, is the law making authority with regard to disposal of bio-medical waste.  Disposal of injection waste falls under the broad “Bio-Medical Waste (Management and Handling) Rules, 1998” as amended from time to time. State Pollution Control Boards (SPCB) in each state is the implementing agencies for CPCB guidelines.

The disposal of injection waste generated by the Universal Immunization Program will conform to the existing CPCB regulations. 

The Government of India, in consultation with CPCB and deliberations with partners and other stakeholders have evolved the following disposal guidelines for injection waste generated in the UIP. The guidelines have been approved by CPCB and a copy of the approval along with complete text of disposal guidelines is attached as Annexure # 7.   

Summary of the disposal plan approved by the CPCB, Government of India:

· At sub centre/outreach session the AD syringes will be cut from the hub of the syringe immediately after use

· Cut syringes and needles will be carried to Primary Health Centre (PHC)

· All the cut needles and cut syringes collected at PHC and above level (Community Health Centre, Block and District and state levels) will be sent for common Bio-medical Waste Treatment Facilities (CBWTF). In case CBWTF does not exist then the steps below will be followed.

· Cut syringes and cut needles will be disinfected by boiling/chemical disinfection/autoclaving

· The cut needles will be disposed off in a pit/tank

· Syringes will be disposed off by recycling or landfill.

Additional AD syringe Requirements:

The Table stated below depicts the requirement of additional AD syringes for introduction of Hepatitis-B vaccine in 11 states.

(in million)

	
	ITEM
	2005
	2006
	2007
	2008
	2009
	2010

	 
	AD syringes 
	
	49.97**
	38.23**
	38.97**
	40.46**
	41.26**


* including 10% wastage rate

 ** Govt. of India proposes to use the grant under injection safety proposal / domestic resources to procure the additional syringes required for  Hepatitis-B immunization .

Attachments

	
	Title
	Enclosure #

	1


	National Policy, Plan of Action & Strategies to achieve safe

injections
	Doc.# 7

	2


	Guidelines for disposal of bio-medical waste generated during 

Universal Immunization Program  (Central Pollution Control Board, Ministry of Environment & Forests, Govt. of India, 2004)
	Doc.# 7.1

	3


	Top-line findings from the IN-CLEN national assessment of injection practices in India


	Doc.# 7.3


7.3
Injection safety equipment (For countries submitting a request for injection safety support). GAVI’s support is only for three years of routine immunization.   

The following tables calculate the amount of supplies requested for injection safety:










     (No. of doses in million)

	 

	
	
	Formula
	2006
	2007
	2008
	2009
	2010

	A
	Number of children to be vaccinated 2  
	#
	11.48
	11.70
	11.92
	12.15
	12.39

	B
	Percentage of vaccines requested from The Vaccine Fund 3 
	%
	100
	100
	90
	70
	50

	C
	Number of doses per child 
	#
	3
	3
	3
	3
	3

	D
	Number of doses 
	A x B/100 x C
	33.78
	34.44
	35.10
	36.45
	37.17

	E
	Standard vaccine wastage factor 4
	1.25
	1.25
	1.25
	1.25
	1.25
	1.25

	F
	Number of doses ( incl. wastage)
	 A x B/100 x C x E
	44.94
	43.05
	43.88
	45.56
	46.46

	G
	Vaccines buffer stock 5  
	F x 0.25
	11.24
	0
	0
	0
	0

	H
	Number of doses per vial
	#
	10
	10
	10
	10
	10

	I
	Total vaccine doses 
	F + G
	56.18
	43.05
	43.88
	45.56
	46.46

	J
	Number of AD syringes (+ 10% wastage) required
	(D + G) x 1.11
	49.97**
	38.23**
	38.97**
	40.46**
	41.26**

	K
	Reconstitution syringes (+ 10% wastage) requested 6 
	I / H x 1.11
	Nil
	Nil
	Nil
	Nil
	Nil

	L
	Total of safety boxes (+ 10% of extra need) requested
	(J + K) / 100 x 1.11
	Nil
	Nil
	Nil
	Nil
	Nil

	1 GAVI/The Vaccine Fund supports the procurement of AD syringes to deliver two doses of TT to pregnant women. If the immunization policy of the country includes all Women in Child Bearing Age (WCBA), GAVI/The Vaccine Fund will contribute to a maximum of two doses for Pregnant Women (estimated as total births)
2 To insert the number of infants that will complete vaccinations with all scheduled doses of a specific vaccine. 

3 Estimates of 100% of target number of children is adjusted if a phased-out of GAVI/VF support is intended.

4 A standard wastage factor of 2.0 for BCG and of 1.6 for DTP, Measles, TT, and YF vaccines is used for calculation of  INS support
5 The buffer stock for vaccines and AD syringes is set at 25%. This is added to the first stock of doses required to introduce the vaccination in any given geographic area. Write zero under other years. In case of a phased introduction with the buffer stock spread over several years, the formula should read: [ F – number of doses (incl. wastage) received in previous year ] * 0.25.

6 It applies only for lyophilized vaccines; write zero for other vaccines.

** Govt. of India proposes to use the grant under injection safety proposal / domestic resources to procure the additional syringes required for  Hepatitis-B immunization .




7.4 For countries requesting GAVI/The Vaccine Fund to provide funds in lieu of the supply calculated above.

List of activities of the injection safety plan funded by The Vaccine Fund and by other sources: 

	Source of fund
	Injection Safety activity
	Month of start of fund utilization

	GAVI / Vaccine Fund
	A.D syringes for Hepatitis-B immunization in 11 states
	September 2005

	
	
	

	
	
	


 (Use as many rows as necessary

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.

Plan of action for vaccinations with new or under-used vaccines.

The following points are part of the multi year immunization plan of the country which refers to introduction of Hepatitis B vaccine in brief.

A. Introduction of  Hepatitis B vaccination in better performing states of the country with DTP3 coverage levels >=80%:-
 Review of available Hepatitis-B data indicates that India has intermediate to high endemicity of Hepatitis-B, with Hepatitis-B surface antigen (HBsAg) prevalence between 2% and 10% among populations studied.  

The benefits provided by Hepatitis-B immunization in India would be substantial.  Several cost-effectiveness analyses have been conducted of introducing Hepatitis-B vaccine into the national immunization schedule in India.  

Pilot project with GAVI Support to introduce Hepatitis B immunization in India (2002-present):

Govt. of India has launched Hepatitis-B immunization as part of routine immunization on pilot basis in 33 districts and 15 metropolitan cities across the country in the year 2002 with GAVI support.  The objective of this pilot project was to assess the feasibility of introducing a newer vaccine like Hepatitis B for possible future expansion /inclusion in UIP.  The Hepatitis-B vaccine is being administered along with the three doses of primary DPT vaccination in the above stated areas under the phase I of the project. 
The project implementation of the pilot phase has been satisfactory achieving 77.85% of Hep.B-3 coverage levels in the project cities and districts as on December 2004. A rapid assessment of the project was also carried out in the month of August’2004 documenting lessons.
Current Application:

The Government of India is approaching the Global Alliance for Vaccine and Immunization (GAVI) and the Global Fund for Children’s Vaccines for providing support for the Hepatitis-B vaccine and auto-disable syringes in the states with DTP3 coverage levels>=80%.  Additionally, the Government of India would set up suitable mechanisms within the Department of Family Welfare for effective implementations, supervision, monitoring and evaluation, of the project, in collaboration with Partner agencies.  
The Government of India requests the Vaccine Fund to supply the Hepatitis-B vaccine during the first year of the project (2006) and will consider self procurement for the subsequent years after due deliberations.  AD syringes for the project will be procured separately by GoI using domestic resources / injection safety grant from GAVI.  

Funds for training and IEC for community mobilization would be sourced from the domestic budget and as available from the partner agencies.
Qualifying States (DTP3>=80%) :

Following states have been identified as eligible for expansion of Hepatitis-B immunization by Govt. of India on the basis of UNICEF MICS Coverage Evaluation Survey –2001 data :

Andhra Pradesh, Chattisgarh, Karnataka, Kerala, Madhya Pradesh, Maharashtra, Punjab, Tamil Nadu, Jammu & Kashmir, Himachal Pradesh  and West Bengal. 

Project Objective:

The project is aiming to reach a total of 11.48 million infants in the year 2006 in the above 11 states. It is expected that this initiative, coupled with institutionalization of injection safety systems being introduced by GoI with assistance from GAVI will have a positive impact in reducing the Hepatitis-B carrier rates in the country.

. 

B. Strengthening the management and monitoring capacity of the central cell for UIP (including Hepatitis B Project and introduction of AD syringes in UIP) in the Child Health Division of the Ministry of Family Welfare:-
The experience of introducing Hepatitis B vaccination in 15 cities and 33 districts of the country in year 2002 – 2003 has made us realise the need for strengthening the existing capacity of UIP cell in the ministry to take up the following functions more effectively:

1. Field monitoring to identify the constraints in delivery of immunization services and to improve upon the same.

2. Compilation and analysis of performance reports on immunization received from the districts and providing feedback along with discussion with the programme managers for improvements.

3. Maintaining a strong system for, tracking the receipt, supply and balance stock of vaccine, AD syringes, training materials and other project requirements for maintaining the efficient supply chain for the districts.

4. Keeping a close liaison with the Medical Store Depots storing the vaccines and supplies and with the programme managers in the districts, guiding them periodically and answering their day to day queries.

5. Maintaining close coordination with ICC members, GAVI, concerned divisions within the Ministry of Health and Family Welfare, other related departments such as Pollution Control Board, experts and professional bodies of doctors and paediatricians.

6. Strengthening of Financial Management systems to ensure timely disbursement of grant, availability of funds and timely reporting by the units.

Contingency cash grant:

GoI requests an amount of US $1,000,000/- to be routed separately through an in country developmental partner agency for meeting some operational costs for introduction and project monitoring activities. The money is also expected to pay for other relevant program management expenses such as short term consultancy, review meetings etc. as may be required from time to time. This budget will also be utilized for conducting intermittent surveys and looking at innovative ways of strengthening monitoring at sub-district level.
It is proposed to route this money through one of the developmental partners in the country for operational flexibility.  GoI is exploring the options in this regard and shall communicate with GAVI once the partner for managing / passing through this cash grant is identified.  
C. The main indicators (in addition to DTP3 coverage) envisaged to monitor implementation of this proposal are:

· Eliminate the gap between DPT- HBV coverage rates in the project areas 

· Number of districts covered by Hepatitis-B immunization per year

· % of beneficiaries receiving 3rd dose of HBV by district
· Drop out rates for HBV 1 – HBV3  

A detailed Plan of Action for introduction of Hepatitis-B vaccine in the better performing states is attached as document 1.

8. Assessment of burden of relevant diseases  :
The two documents listed below provide a comprehensive summary of various studies done on Burden of Hepatitis B infection & disease in India & Cost effectiveness of vaccination against it. In the second document published by Regional office of WHO for South East Asia the information from various studies is summarized on page 51 to 56.

	Disease
	Title of the assessment
	Date
	Enclosure

	Hepatitis B
	Hepatitis B in India: Burden of Disease Analysis 
	April 2001
	8

	Hepatitis B 
	Prevention of Hepatitis B in India, An Overview, W.H.O.
	August 2002
	8.1

	Hepatitis-B
	Rapid Assessment of Hep.B Vaccine introduction in India
	August, 2004
	8.2


· Lessons learnt about storage capacity, protection from accidental freezing, staff training, cold chain, logistics, drop out rate, wastage rate etc. as per current experience with new and under-used vaccines:

The maintenance of cold chain & storage capacity so far has been found mostly satisfactory under the phase I of the project in 15 cities & 33 selected districts of the country. The approach of training in basic areas of improving immunization program along with specific details about Hepatitis B vaccination & training the trainers has been appreciated by the states & trainees as well. The management of logistics & monitoring of immunization coverage, wastage & drop out rates have been found to be weak areas through observations in the field & the progress reports being received from the cities of Phase I. Similar observations have been revealed from the Rapid Assessment of Hepatitis B project, performed in first week of August 2004. The report of the same is enclosed as enclosure 8.2.  

· Summary of the action points that address possible implications for storage capacity, staff training, cold chain, measures to avoid freezing of vaccines, logistics, drop out rate, wastage rate etc… in the Plan for Introduction of New and Under-used Vaccines :
More attention is planned to be devoted through technical assistance to improve the capacity of districts & states in management of logistics & monitoring of immunization coverage, wastage & drop out rates.  

· First preference: required number of doses and presentations of requested new and under-used vaccines. (For each one of the requested first preference of  new and under-used vaccine, please use provided formulae) 









     (No. of doses in million)

	 

	
	
	Formula
	2006
	2007
	2008
	2009
	2010

	A
	Number of children to be vaccinated 2  
	#
	11.48
	11.70
	11.92
	12.15
	12.39

	B
	Percentage of vaccines requested from The Vaccine Fund 3 
	%
	100
	100
	90
	70
	50

	C
	Number of doses per child 
	#
	3
	3
	3
	3
	3

	D
	Number of doses 
	A x B/100 x C
	33.78
	34.44
	35.10
	36.45
	37.17

	E
	Standard vaccine wastage factor 4
	1.25
	1.25
	1.25
	1.25
	1.25
	1.25

	F
	Number of doses ( incl. wastage)
	 A x B/100 x C x E
	44.94
	43.05
	43.88
	45.56
	46.46

	G
	Vaccines buffer stock 5  
	F x 0.25
	11.24
	0
	0
	0
	0

	H
	Number of doses per vial
	#
	10
	10
	10
	10
	10

	I
	Total vaccine doses 
	F + G
	56.18
	43.05
	43.88
	45.56
	46.46

	J
	Number of AD syringes (+ 10% wastage) required
	(D + G) x 1.11
	49.97**
	38.23**
	38.97**
	40.46**
	41.26**

	K
	Reconstitution syringes (+ 10% wastage) requested 6 
	I / H x 1.11
	Nil
	Nil
	Nil
	Nil
	Nil

	L
	Total of safety boxes (+ 10% of extra need) requested
	(J + K) / 100 x 1.11
	Nil
	Nil
	Nil
	Nil
	Nil

	1 GAVI/The Vaccine Fund supports the procurement of AD syringes to deliver two doses of TT to pregnant women. If the immunization policy of the country includes all Women in Child Bearing Age (WCBA), GAVI/The Vaccine Fund will contribute to a maximum of two doses for Pregnant Women (estimated as total births)
2 To insert the number of infants that will complete vaccinations with all scheduled doses of a specific vaccine. 

3 Estimates of 100% of target number of children is adjusted if a phased-out of GAVI/VF support is intended.

4 A standard wastage factor of 2.0 for BCG and of 1.6 for DTP, Measles, TT, and YF vaccines is used for calculation of  INS support
5 The buffer stock for vaccines and AD syringes is set at 25%. This is added to the first stock of doses required to introduce the vaccination in any given geographic area. Write zero under other years. In case of a phased introduction with the buffer stock spread over several years, the formula should read: [ F – number of doses (incl. wastage) received in previous year ] * 0.25.

6 It applies only for lyophilized vaccines; write zero for other vaccines.

** Govt. of India proposes to use the grant under injection safety proposal / domestic resources to procure the additional syringes required for  Hepatitis-B immunization .




	· Table ( : Wastage rates and factors Countries are expected to plan for a maximum of 50% wastage rate for a lyophilized vaccine in 10 or 20-dose vial, 25% for a liquid vaccine in a10 or 20-dose vial, 10% for any vaccine (either liquid or lyophilized) in 1 or 2-dose vial, and to reduce it in the following years.

	Vaccine wastage rate
	5%
	10%
	15%
	20%
	25%
	30%
	35%
	40%
	45%
	50%
	55%
	60%

	Equivalent wastage factor
	1.05
	1.11
	1.18
	1.25
	1.33
	1.43
	1.54
	1.67
	1.82
	2.00
	2.22
	2.50


· Summary of major action points and timeframe for reduction of vaccine wastage.  If maximum allowance of wastage rates cannot be achieved immediately, the proposal has to provide a rationale for a higher rate:

· Second preference: Required number of doses and presentations of requested new and under-used vaccines, if first preference is not available. (Please use provided formulae as per table 7.1) 

	
	Document Title
	Enclosure #

	1
	         Plan of action for introduction of Hepatitis-B vaccine in 11 better performing states 
	Doc.# 1

	2
	         Rapid Assessment of Hepatitis B Vaccine introduction in India, Aug.’04
	Doc.# 8.2


9. Financial analysis and planning  
Assured long term financing is crucial for maintaining program improvements and sustaining the introduction of new vaccines.  Meeting the financial requirements of improved and expanded immunization programs has proven to be the biggest challenge that countries and their partners face.  The financial analysis of the estimated cost of immunization (including the introduction of a new vaccine) is summarised in three major areas for the next years (see the document attached hereby): 

1. Rigorous analyses of the current and projected future costs for the program for the next years; 

2. Projected financing from all sources for the same time period; 

3. Description of the highest priority actions that the government/ will take to fill any resource gaps.

· For countries that have already completed a Financial Sustainability Plan (FSP): 

	· The attached document is an update of the program costs, financing projections and the plan of action for addressing the financial gap (if already contained within the national, comprehensive  multi-year plan, indicate pages)
	Document number……


It is worth making reference here that although the country has not completed an FSP, it has costed out its MYP and found resources to pay for it.
· For countries that have not completed a FSP:

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, and that will be converted in a comprehensive Financial Sustainability Plan. Highlights of the agreements made with donor agencies (i.e.: Vaccine Independence Initiative) and the use of funds freed by debt relief:

Currently, Government of India is responsible for procurement and distribution of all vaccine, cold chain equipment and injection safety equipment used under UIP. The existing health infrastructure and human resources provide the immunisation services to the beneficiaries. 
Government of India’s realizes the importance of ensuring sustainable financing for immunization services and as such devotes a complete section in Immunization MYP 2005-10 under the umbrella Reproductive & Child Health Project (RCH-II) towards discussing financial sustainability issues for existing as well as planned activities. The Multi Year Plan has been costed out to identify resources needs over the next five years and prioritize / tie up funding.    
Funding for the RCH-II program, of which the Immunization MYP is an integral part, has been fully secured with World Bank and DfID, who are the major funders along with GoI internal funding.  India follows a five year developmental plan cycle and sufficient resource allocations have been made in the forthcoming 11th Five Year Plan for funding / sustaining all existing and planned activities under the Multi-Year Plan.
Following are some of the strategies, indicators and timelines identified in for financial sustainability in the MYP: 
Objective 1: To ensure adequate and reliable financial resources at national, state and local levels for the UIP to achieve goals and objectives

STRATEGIES:
1. National financial sustainability plan:  Various costing estimates have been made for different components of the immunization programme, however these need consolidated A core team for immunization financing will be established within the immunization department. Using tools that are already available, this team will analyse current and projected immunization costs. These will be compared to projected finances available and funding gaps will be highlighted. Methods of raising additional revenues will be analysed and communicated to appropriate levels. This financial sustainability planning process will be initiated in early 2004, during the costing exercise of this plan.
2. Capacity building for immunization health economics: A core group of immunization financing experts will be trained in the financial tools in early 2004-05. This group will include members from prioritized states. Institutes that may have future interests in training immunization financing issues will be reviewed and links explored for future training and consultant base in immunization financing issues. 
3. State and district level financial awareness: all DIOs and state immunization focal points will be trained in financial management, budgeting and increasing efficiency of fund flows. Methods of increasing efficient fund flows and transparency of fund flows will be explored.
4. Cost effectiveness studies of introduction of new vaccines and technologies:. Commissioning of studies exploring cost effectiveness issues surrounding immunization will help policy makers make more informed decisions. Initial focus will be on new vaccine and immunization initiatives.
Objective 2: 
To ensure political commitment for adequate annual funding at all levels

STRATEGIES:
Political lobbying: Monitoring reports, action plans and research information will be presented concisely and in a targeted fashion to inform opinions within the MoHFW about the need for sustained support for immunization. 

Partnership building: Partnerships with immunization partners will be strengthened (including WHO, UNICEF). The ICC remains an ideal forum not only for technical supports to the immunization department, but can also act as a lobbying body for resource mobilization.

INDICATORS:
· Tracked budget versus expended resources

· National annual budget shows provision for purchase of vaccines for routine immunizations

· National annual budget showing provision for injection supplies (syringes, needles, safe disposal supplies) for routine immunization

· National annual budget showing % funding from domestic budget Vs external resources 

MILESTONES:

· 2005
A national core immunization financing team is established and functioning

· All states have a focal point for immunization financing issues

· National budget shows provision for purchase of vaccines for routine immunization, injection supplies

· 100% districts are able to show tracked budget versus expended resources

5 National Level Immunization Plan Budget Requirements

	
	PROGRAMME COST -ROUTINE IMMUNIZATION PROGRAMME - MULTI YEAR PLAN    (USD)


	 
	COMPONENT
	April 2004 - March 2005
	April 2005 -March 2006
	April 2006 - March 2007
	April 2007 - March 2008
	April 2008 - March 2009
	TOTAL

	1
	Service delivery
	                  44,064,475 
	                44,770,440 
	                 46,001,640 
	                 47,294,399 
	                 48,651,796 
	            230,782,750 

	2
	Human resources and training
	               169,638,584 
	             175,579,740 
	               184,356,994 
	               195,991,243 
	               265,316,438 
	            990,883,000 

	3
	Cold chain
	                    6,154,109 
	                  5,434,807 
	                    5,818,453 
	                    4,986,726 
	                    1,127,248 
	              23,521,343 

	4
	Vaccine procurement and distribution
	                  32,964,594 
	                32,704,052 
	                 35,002,003 
	                 37,461,418 
	                 40,093,645 
	            178,225,712 

	5
	Injection safety
	                  17,142,179 
	                23,695,127 
	                 36,449,748 
	                 38,607,781 
	                 38,774,325 
	            154,669,159 

	6
	Polio eradication (costed annual years, not budget years)
	               245,013,454 
	             147,374,150 
	               123,815,711 
	               116,983,561 
	                 78,291,625 
	            711,478,500 

	11
	Hepatitis B expansion *
	                    5,596,474 
	                15,156,092 
	                 23,447,004 
	                 34,027,313 
	                 41,598,062 
	            119,824,946 

	12
	Surveillance
	                       163,227 
	                       40,695 
	                         35,648 
	                         37,404 
	                         39,248 
	                   316,222 

	13
	AEFI
	                                  -   
	                                -   
	                                  -   
	                                  -   
	                                  -   
	                               -   

	14
	Monitoring
	                    2,654,807 
	                  2,730,866 
	                    2,816,815 
	                    2,906,214 
	                    2,999,219 
	              14,107,921 

	15
	OR & Strengthining
	                  14,801,392 
	                11,502,673 
	                 12,057,651 
	                 12,865,094 
	                 10,322,888 
	              61,549,698 

	 
	TOTAL (US $)
	               538,193,294 
	             458,988,644 
	               469,801,667 
	               491,161,153 
	               527,214,493 
	        2,485,359,251 


Further, the resource outlays for immunization of children & related activities in the period of year 2005 to 2007 under the Tenth Five Year Plan of the country are stated in the attached enclosure no. 22.  Government of India is also taking steps to incorporate Hepatitis-B immunization as a priority item under the 11th Plan and is in discussion with the Planning Commission to materialize this.  Once materialized, this will give a boost to Hepatitis-B immunization with Planning Commission’s approval, and pave way for future expansions and sustenance. 
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10th Five Year Plan (2002-2007) outlays
The resource outlays for immunization of children & related activities in the period of RCH II project of Govt. of India  (year 2004 to 2009) being planned are stated in the attached enclosure no. 14. The expenditure in past years on these components has also been presented in this document. A study of the same indicates that Govt. of India has been allocating increasing funds from its own resources & through coordinated donor assistance as well.

Project Sustenance beyond GAVI’s support:

GoI is committed to sustain the program beyond Vaccine Fund’s support and continuation of Hepatitis-B vaccine project at least in the 11 proposed states.  All factors related to sustainability have been given a careful consideration by the government before deciding to submit the proposal to GAVI.  A case has been made by MoHFW to the Planning Commission to include Hepatitis-B immunization in the 11th Plan document and their approval has been secured for the same for inclusion in the 11th Plan (2008-12).  

Government will integrate and continue the project after utilization of GAVI’s support as an integrated program under the Universal Immunization Programme at least in the prevailing project states and districts. 

Further expansion to other states will also be given due consideration by GoI, depending on various factors like the finances, capacity of states to introduce a newer vaccine, need and operational feasibility. 

Government of India’s contribution / cost sharing  in the project:

The Government of India will use domestic resources / grant under injection safety proposal to procure the AD syringes required for Hepatitis-B immunization. Government of India also proposes to contribute towards vaccine procurement costs from domestic resources from the third year onwards, increasing the government contribution in a phased manner starting with 10% in 2008,  30% in 2009 and 50% in 2010, moving on to achieve 100% self sustainability by year 2011 (sixth year of the project).   

 Documents: 

	 
	Title
	Enclosure  #

	1
	Copy of the summarised budget outlays for deptt. of Family Welfare, in 10th Five Year Plan (Year 2002-07).  


	Document # 9

	2
	Multi-Year Strategic Plan is already annexed as Enclosure 3.


	Document # 3


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

As stated above under summary of major action points & time frame for reduction of vaccine wastage, under item 6 of this proposal increased attention is going to be provided in coming years through trainings, on the job supervision & guidelines to the states on: 

· Implementation of computerized Vaccine Logistics Systems 

· Streamline logistics 

· Building systems for assessment of wastage at district level

· Strict maintenance of cold chain

· Implementing the open vial policy

10. Summary of requests to GAVI and the Vaccine Fund

With reference to all points presented above, the Government of India, considering that its DTP3 coverage for 2002 in the 11 states under this proposal was above 80%  corresponding to 11.26 million number of children receiving 3 doses of DTP, requests the Alliance and its partners to contribute financial and technical assistance required to increase immunization of children.

Specifically, the Government hereby applies for the following types of support from GAVI and the Vaccine Fund. (Circle “YES” or “NO” according to the requests submitted with this proposal):
· Support for Immunization Services                       

     NO

· Support for New and Under-used vaccines                                  YES            

· Support for Injection Safety                                                          YES            

10.1
SUPPORTS FOR IMMUNIZATION SERVICES

GAVI and the Vaccine Fund are requested to fund the strategies for strengthening immunization services in year 20…according to the number of additional children (as compared to the baseline) that are targeted to be immunized with DTP3 as presented in table 4, namely ………… (number of children). Funds will also be requested for following years as estimated in table 4.

· The Government takes full responsibility to manage the in-country transfer of funds. 

(In case an alternative mechanism is necessary please describe it and the reasons for it:)
· Operational mechanism that is followed for safeguarding transparency, standards of accounting, long-term sustainability and empowerment of the government in using the funds:

· Countries requesting immunization services support should submit the “Banking Details” form (Annex 2) with their proposal.
10.1 SUPPORT FOR NEW AND UNDER-USED VACCINES 

	Table 8: New and under-used vaccines requested from GAVI and the Vaccine Fund

	Vaccine presentation


	Number of doses per vial
	Starting month and year 
	Number of doses requested for first calendar  year
	Number of doses requested for second calendar  year *

	Hepatitis B 
	10 dose
	2006
	 56.18 million
	43.88 million 

(Year 2006)

	* Vaccines will also be requested for following years as described in tables 7.1, 7.2…


Vaccines will be procured : 


                                   By UNICEF       √                                        By GOVERNMENT
                               
  Up to Dec. 2006                     
· (If vaccines are proposed to be 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:
 
· (In case you are approved, you will be entitled to receive a lump-sum of US$ 100,000 to facilitate the introduction of new vaccines) Please submit the attached “Banking Form”( Annex 2) with the proposal, in case you have not yet already done so for other types of support from GAVI/The Vaccine Fund.. 
10.2 SUPPORT FOR INJECTION SAFETY 

GAVI and the Vaccine Fund are requested to support the injection safety plan by providing: 

(Tick one choice only):

√  The amount of supplies listed in table 9





            The equivalent amount of funds 

	Table 9: Summary of total supplies for safety of vaccinations with BCG, DTP, TT, MEASLES and YF, requested from GAVI and the Vaccine Fund for FIVE years (fill in the total sums of rows “J, K and L” of tables 6.1, 6.2, 6.3, 6.4 and 6.5).


The Table stated below depicts the requirement of additional AD syringes for introduction of Hepatitis-B vaccine in 11 states. 
(in million)

	
	ITEM
	2005
	2006
	2007
	2008
	2009
	2010

	 
	AD syringes 
	
	49.97**
	38.23**
	38.97**
	40.46**
	41.26**


* including 10% wastage rate

 ** Govt. of India proposes to use the grant under injection safety proposal / domestic resources to procure the additional syringes required for  Hepatitis-B immunization .

· (In case you request funds equivalent to the above supplies at the prices obtained by UNICEF) Please submit the attached “Banking Form”(Annex 2) with the proposal, in case you have not yet already done so for other types of support from GAVI/The Vaccine Fund.
11.  Additional comments and recommendations from the ICC 

ANNEX  1 

Index of documents attached 

	Section of proposal
	Document Subject
	Document number

	3
	A copy of the relevant section(s) of strategies for health system development
	9

	4
	a) The terms of reference of the ICC
	4

	
	b) The ICC’s work plan for the next 12 months
	4.1

	
	c) The minutes of the three most recent ICC meetings or any meetings concerning the introduction of new or under-used vaccines or safety of injections
	4.2

	5
	a) Most recent, national assessment report(s) on the status of immunization services
	5

	
	b) Summary of the recommendations of the assessment report(s) with remarks on the status of implementation of each recommendation.
	3

	6
	A complete copy (with executive summary) of the comprehensive Multi-Year Immunization Plan or of the relevant pages of the health sector plan
	6

	7
	a) The Situation Analysis of Injection Safety and Waste Disposal or Report of the most recent Injection Safety and Waste Disposal Assessment
	7

	
	b) An update of the implementation status of recommendations from recent injection safety assessment or injection safety components from a broader review.
	7

	
	c) The Policy on Injection Safety and Waste Disposal or a Draft Policy awaiting endorsement
	7

	
	d) The plan to achieve Safe Injections (including plans for transition to auto-destruct syringes) and Safe Management of Sharps Waste or relevant pages of the health plan.
	7

	8
	a) WHO’s advise on introduction of Hib in this country (for European and Asian countries)
	………

	
	b) Plan of Action 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)
	3

	9
	Updated Financial Sustainability Plan (or a summary of the relevant financial analysis for preparation of the FSP)
	Provided  as part of Section 10 of Application


ANNEX  2

	GLOBAL ALLIANCE FOR VACCINES AND IMMUNIZATION


	
	Banking  Form

	

	SECTION 1 (To be completed by payee)

	
	

	In accordance with the decision on financial support made by the Global Alliance for Vaccines and Immunization and the  Vaccine Fund  dated . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . ,  

the Government of . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . , 

hereby requests that a payment be made, via  electronic bank transfer, as detailed below:



	Name of Institution:

(Account Holder)
	

	Address:
	

	
	

	
	

	City – Country:
	

	Telephone No.:
	
	Fax No.:
	

	Amount in USD:  
	(To be filled in by GAVI Secretariat)
	Currency of the bank account:
	

	For credit to:       Bank account’s title
	

	Bank account No.:
	

	At:                    Bank’s name
	

	Is the bank account exclusively to be used by this programme?
	YES  (   )    NO   (   )

	By whom is the account audited?
	

	Signature of Government’s authorizing official:



	
Name:
	
	Seal:



	Title:
	
	

	Signature:
	
	

	Date:
	
	

	
	
	


	SECTION 2 (To be completed by the Bank) 

	

	FINANCIAL INSTITUTION
	CORRESPONDENT BANK 

(In the United States)

	Bank Name:
	
	

	Branch Name:
	
	

	Address:


	
	

	
	
	

	City – Country:
	
	

	
	
	

	Swift code:
	
	

	Sort code:
	
	

	ABA No.:
	
	

	Telephone No.:
	
	

	Fax No.:
	
	

	
	
	

	I certify that the account No. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . is held by  (Institution name) . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .at this banking institution.

	The account is to be signed jointly by at least …… (number of signatories) of the following authorized signatories:
	Name of bank’s authorizing official:



	1  Name:

Title:
	
	Signature:                    
	

	
	
	Date:
	

	2  Name:

Title:
	
	Seal:

	
	
	

	
3  Name:

Title:
	
	

	
	
	

	4  Name:

Title:
	
	

	
	
	


COVERING LETTER

(To be completed by UNICEF representative on letter-headed paper)
TO:    GAVI – Secretariat

                                                           



Att. Dr Julian Lob Levyt

                                                           



Executive Secretary

                                                           



C/o UNICEF

                                                           



Palais des Nations

                                                           



CH 1211 Geneva 10

                                                           



Switzerland
	On the ……………………………… I received the original of the BANKING DETAILS form, which is attached.

I certify that the form does bear the signatures of the following officials:


	
	Name
	
	
	Title

	Government’s authorizing official
	
	
	
	

	Bank’s authorizing official 
	
	
	
	

	

	                                    

	Signature of UNICEF Representative:



	Name
	

	Signature
	

	Date
	

	
	








� UNICEF Procurement Price


� Although 80% infants in India live within 0.5km of an immunization provider, ‘underserved’ populations include mobile, migrant populations, those living in urban and peri-urban areas with poor infrastructure and those living in rural areas that are difficult to access for geographic or economic reasons


� The formula to calculate a vaccine wastage rate (in percentage): [ ( A – B ) / A ] x 100.   Whereby: A = The number of doses distributed for use according to the supply records with correction for stock balance at the end of the supply period; B =  the number of  vaccinations with the same vaccine in the same period. For new vaccines check table (  after Table 7.1.





� Formula to calculate DTP vaccine wastage rate (in percentage): [( A – B ) / A ] x 100. Where by: A = The number of DTP doses distributed for use according to the supply records with correction for stock balance at start and end of the supply period; B = the number of DTP vaccinations. 
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