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Executive Summary

This application is for GAVI support for the introduction of the liquid pentavalent (DPT + Hep B+ Hib) vaccine in Universal Immunization Program (UIP) in India starting 2009.  The introduction of the pentavalent vaccine in the UIP will contribute to national and international goals and objectives and targets that relate to reducing disease burden and child mortality rates. As well it will support Goal 5 of the Multi Year Strategic Plan 2005-2010.  The goal of introducing the pentavalent vaccine is to reduce mortality and morbidity associated with: a) chronic HBV infection, including cirrhosis and liver cancer; b) Hib related infections specifically Hib meningitis, Hib pneumonia and other complications; and c) Diphtheria, Pertussis and Tetanus. 
The Government of India (GoI) is requesting for vaccine commodity support of USD 165 million from the GAVI Alliance for the first two years (2009-2010) for the pentavalent introduction in the UIP. The pentavalent vaccine will be introduced in the UIP in ten states including: Jammu and Kashmir; Himachal; Madhya Pradesh; Punjab; West Bengal; Andhra Pradesh; Karnataka; Tamil Nadu; Kerala and Maharashtra, starting from April 2009. The GoI will procure AD syringes and safety disposal equipment to support the introduction of the pentavalent vaccine for the 10 states
through existing procurement mechanisms.  The GoI will fund the vaccine for the remaining beneficiaries that will not be covered under the GAVI support. The procurement of vaccines will be through UNICEF for the initial support period and to 20102. 

As part of the commitment, Government of India has prepared an addendum to the existing MYP (2005-10), adding a new objective for the introduction of Hib as pentavalent vaccine in UIP in India (Annex 1). The Government of India is committed to utilise the opportunity of the pentavalent introduction for strengthening the AEFI reporting system, increasing the surveillance capacity for Hib disease and monitoring immunisation related activities. 

The new vaccine introduction plan accompanying this application specifically addresses the aspect of Hib introduction into the immunization programme. It outlines key activities to be conducted in preparation for introduction of the vaccine and includes a timeline for the different activities and a budget for all non-vaccine costs related to the activities defined in the in this plan and in line with the principles of co-financing and sustainability and given India's special cap provision in terms of GAVI support (Annex 2) 
The decision to introduce the pentavalent vaccine has been based on the review of the burden of disease data for Hib related diseases in India.  In June 2008, the National Technical Advisory Group on Immunisation (NTAGI) recommended to the GoI, that there is sufficient data to support the recommendation to implement the introduction of the pentavalent vaccine in India.   The decision was based on the review of the burden of disease, cost, safety, efficacy and effectiveness of vaccine, supply issues, harmonization of a new vaccine into the UIP, human resource and infrastructural capacity. This decision also builds on the results of the successful implementation of the GAVI supported Hepatitis B program, initially in 14 cities and 33 districts in 2003, followed by further expansion to 10 states in 2007.  Subsequently GoI approved the recommendation to introduce the DPT + Hep B + Hib liquid pentavalent vaccine in the UIP. The Inter-Agency Health Sector Coordinating Committee (IHSCC) supported the GoI in making programmatic decisions regarding the implementation plan, the vaccine presentation and the approach to introducing the vaccine in 10 states.
The introduction of the pentavalent vaccine is supported by recent successfully launched initiatives and policy decisions that have made major impacts on the immunization program. In 2005, GoI launched the National Rural Health Mission (NRHM). It has had an impact on the immunization program and significant impact on strengthening of health services. One of the goals of the NRHM is to strengthen the infrastructure and also increase the spending on health from 0.9% of the GDP in 1999 to 2-3% of the GDP by 2008-09. The strategy aims to improve resources, management capacity, accountability and state autonomy through decentralization of funds to the states. In India, the state program and operational needs are very diverse. States are required to develop project implementation plans (PIPs), and these are reviewed in consultation with the GoI. Funds are released to the states based on these plans.  

In 2005, under the NRHM, two significant immunization safety policy decisions were successfully implemented by the GoI. The first decision was to introduce Auto Disable (AD) syringes in all immunization programs in the UIP across the country.  Secondly, the GoI decided to downsize the BCG vaccine vials from a 20 dose to a 10 dose vial, in order to reduce the wastage of vaccine.  The GoI has also made a decision to introduce vaccine vial monitors (VVMs) on all vials in the UIP.

There have been many development partners (WHO, UNICEF, USAID, NIPI and CARE) that have been supporting the GoI in immunization activities. The Norway-India Partnership Initiative (NIPI) is supporting the efficient implementation of selected components of the NRHM, including immunization, in five priority states. NIPI focuses on strengthening immunization programme support, capacity building of vaccine logistics and cold chain systems, and VPD surveillance and outbreak response. USAID has been involved in ‘partner harmonisation’ and providing technical assistance through their Immunisation Basics programme. 
In 2008, GoI applied for GAVI funding under the Health System Strengthening support. The overall goal is to support critical interventions in the health system to improve maternal and child health programs including immunization. These critical interventions will help support introduction of new vaccines (like pentavalent vaccine) in the future. Specifically, the HSS application supports the strengthening of the cold chain system; improving governance at various levels; supporting the development of a vaccine management system; and support innovative health technologies to support immunization delivery.

The GoI is planning to introduce a liquid pentavalent vaccine in 10 states in April 2009 with an intention to eventually expand the program to the entire country, beyond 2012. These 10 states are the same, where Hepatitis B vaccination is currently being implemented. The rationale for the introduction of the pentavalent vaccine using a phased approach includes:

· India is a very diverse country with varying coverage rates between states. The ten states that were chosen for Phase 1 implementation are good performing states. 

· The Hepatitis B vaccine was recently introduced in the 10 states. The infrastructure is in place to support the introduction of a new vaccine. 

· Focusing on the implementation of the pentavalent vaccine in ten states provides the GoI additional time and resources to strengthen the overall health system in India. This will adequately equip India to expand the implementation of the pentavalent vaccine to the remaining states and union territories in the future.

· Finally, implementing the vaccine in 10 states will provide a manageable platform to monitor the implementation closely and provide recommendations and lessons learned. This will be useful when the GoI expands the program to the remaining states and union territories.

The GoI will assume all costs of the pentavalent vaccine once the GAVI support ends. Under the 11th Plan, GoI will provide provisions to fund and sustain the implementation of the pentavalent vaccine until March 2012 and beyond.
2. Signatures of the Government and National Coordinating Bodies

Government and the Inter-Agency Coordinating Committee for Immunisation 
The Government of India would like to expand the existing partnership with the GAVI Alliance for the improvement of the infant’s routine immunisation programme of the country, and specifically hereby requests for GAVI support for the introduction of a liquid DPT +Hep B + Hib pentavalent vaccine in a 10 dose vial.
The Government of India commits itself to developing national immunisation services on a sustainable basis in accordance with the Multi-Year Strategic Plan (2005-10) and an addendum (annex 1) presented with this document.  The Government requests that the GAVI Alliance and its partners contribute financial and technical assistance to support immunisation of children as outlined in this application.

Table N° 6.3 of page 21 of this application shows the amount of support in either supply or cash that is required from the GAVI Alliance. Table N° 6.3 of page 21 of this application shows the Government financial commitment for the procurement of this new vaccine (NVS support only).  

	Secretary of Health And Family Welfare

Ministry of Health & Family Welfare:
	Minister of Finance: NOT APPLICABLE

	
	

	Signature:
……………………………………
	Signature:
……………………………………

	
	

	Name:
……………………………………
	Name:
……………………………………

	
	

	Date:
……………………………………
	Date:
……………………………………


National Coordinating Body - Inter-Agency Coordinating Committee for Immunisation:
We the members of the IHSCC
 met on the September 16, 2008 (see annex 3 for meeting minutes) to review this proposal. At that meeting we endorsed this proposal on the basis of the supporting documentation which is attached.  

· The endorsed minutes of this meeting are attached as DOCUMENT NUMBER:3
	Name
	Agency/Designation
	Signature

	Mr G C Chaturvedi
	AS & MD (NRHM), 
Ministry of Health and Family Welfare
	

	Ms Aradhana Johri
	Joint Secretary (AJ), 
Ministry of Health and Family Welfare
	

	Ms Ganga Murthy
	Economic Advisor, 
Ministry of Health and Family Welfare
	

	Dr N Namshum
	DC (MCH) ,
Ministry of Health and Family Welfare
	

	Dr S D Khaparde 
	DC (Immunization),

Ministry of Health and Family Welfare
	

	Ms Karin Hulshof
	UNICEF Representative to India
	

	Dr Salim Habayeb
	WHO Representative to India
	

	Dr Rajiv Tandon 
	Division Chief, MCHN/UH, USAID
	

	Dr G N V Ramana
	Lead Health Specialist, World bank
	

	Ms Anjali Nayyar
	Country Programme Leader ,PATH
	

	Dr Billy Stewart
	Health Advisor ,DFID
	


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

	Name: 
Dr Naresh Goel
	Title: 
Assistant Commissioner(UIP)

	Tel No.:
+91-11-23062728
	Address:
105-D, Nirman Bhawan, New Delhi

	Fax No.:
+91-11-23062126
	
……………………………………

	Email:
drngoel@yahoo.com
	
……………………………………


The GAVI Secretariat is unable to return documents and attachments to individual countries.  Unless otherwise specified, documents may be shared with the GAVI partners and collaborators.
The Inter-Agency Coordinating Committee for Immunisation

Profile of the ICC/HSCC
	Name of the ICC/HSCC: India Inter-Agency Health Sector Coordinating Committee

	

	Date of constitution of the current ICC/HSCC:  The ICC in India was formed in 1995.  The ICC was renamed the IHSCC and reconstituted in April 2008. 

	

	Organisational structure (e.g., sub-committee, stand-alone): Subcommittees will be formed as needed. 

	

	Frequency of meetings: The IHSCC convened in May 2008. Previous to this time, the ICC were meeting on an as-needed basis. However, there are several existing forums of partner coordination. These include: the National Technical Advisory Group on Immunization (NTAGI) and its subcommittees, the Norway-India Partner Initiative (NIPI), Development Partners’ Meetings, and the Joint Review Mission (JRM) of RCH & Common Review Mission (CRM) the National Rural Health Mission (NRHM).

Since May 2008, there have been three more IHSCC meetings that have been directly relevant to the introduction of the pentavalent vaccine.  First, on July 25, 2008, IHSCC members were invited to participate in a meeting with manufacturers and development partners to discuss the availability, costs and other issues related to the pentavalent vaccine (see Annex 4 for the minutes of the meeting). On August 11, 2008 a IHSCC meeting was held to discuss technical issues related to the introduction of the pentavalent vaccine (See Appendix 5 for the meeting minutes). Finally, an IHSCC meeting was held to endorse this application for NVS on September 16, 2008 (see Appendix 3 for meeting minutes). 


	Composition: WHO, UNICEF, World Bank, USAID, PATH, DFID, and the Department of Family Welfare in the Ministry of Health and Family Welfare.

	List of Members:
Title / Post

Organisation

Roles and responsibilities of this partner in the GAVI HSS application development

Secretary,

Health and Family Welfare

Ministry of Health and Family Welfare, Govt of India

As the senior most authority for decision making in the Ministry of Health and Family Welfare, their role and responsibility involves oversight of the programme to ensure systems delivery.

Additional Secretary and Mission Director NRHM

Ministry of Health and Family Welfare, Govt of India 
As the senior most administrator of the NRHM, they oversee integration of health systems with programme implementation. 

Joint Secretary - RCH & Urban Health

Ministry of Health and Family Welfare, Govt of India
As the senior most administrator for the RCH and urban health programme, they oversee the various aspects of the application development

Deputy Commissioner -Immunization

Ministry of Health and Family Welfare, Govt of India
As the senior programme manager for the Immunization programme, they coordinate the application development within different partners

Assistant Commissioner –UIP

Ministry of Health and Family Welfare, Govt of India
As the programme manager for the Immunization programme, they oversee the completion of GAVI applications. 
Bureau of Planning

Ministry of Health and Family Welfare, Govt of India
As the department responsible for the coordination with the Planning Commission and the Finance Ministry,  they will oversee the financial details proposed in the budget and will be responsible for coordination with the Ministry of Finance.
Indian Council of Medical Research 
Ministry of Health and Family Welfare, Govt of India
As the apex body responsible for conducting research in the national health priorities, including maternal child health and immunization, they will ensure that the strategies and activities outlined in the proposal are as per the national health priorities of the country. 

Dr S J Habayeb, Representative to India

WHO

Oversees the WHO inputs in the process of application and coordinates with other partners on a policy level

Dr Hamid Jafari, Project Manager

WHO-NPSP

Monitors the GAVI application development and provides technical support in program implementation and monitoring. 

Mr Billy Stewart

Health Advisor

DFID

Oversees the DFID inputs in the process of application development and coordinates with other partners on a policy level

Mr Robert Clay, Director PHN

USAID

Oversees the USAID inputs in the process of application and coordinates with other partners on a policy level

Ms Anjali Nayyar, Country Director

PATH

Oversees PATH  inputs in the process of application and coordinates with other partners on a policy level

Dr Marzio Babille, Chief Health Section

UNICEF

Oversees UNICEF inputs in the process of application development and coordinates with other partners on a policy level

Dr GNV Ramana, Lead Health Specialist

World Bank

Oversees World Bank inputs in the process of application development and coordinates with other partners on a policy level

Dr Srinath Reddy

President 

(Civil Society representation)
Public Health Foundation of India.

PHFI undertakes meaningful public health research. They advocate for public policy linked to broader public health goals. As part of the GAVI application process, they will provide inputs to strengthen the monitoring component. PHFI will undertake the mid term and final evaluation. As an integral member of the IHSCC, they will also be responsible for compiling the Annual Progress Report (APR).
Dr R K Agarwal
(Civil Society representation)
Indian Academy of Paediatrics

IAP is a national association of paediatricians in the country. They are involved in the critical appraisal of child health programs initiated by Central and State Governments. This body will provide inputs to strengthen activities related to improving child health in the GAVI proposal. 



	 Major functions and responsibilities of the ICC/IHSCC:
The India Inter-Agency Coordinating Committee (ICC) was formed in 1995.  This is a national body which supports programmatic and funding issues related to the National Immunization Program. The ICC has expertise from a wide group of immunization, program management and technical experts. With the growing realization that immunization outcomes are significantly impacted by the quality of the broader health system, the ICC was expanded in April 2008. The ICC was renamed the India Health Systems Coordinating Committee (IHSCC). This body has expanded to include members with expertise in health systems strengthening in India.  This body will also oversee the Health System Strengthening activities under GAVI financing as a part of its mandate.  

IHSCC terms of reference: (see Appendix 6 for full details)
· Serves as a forum to exchange information on the strengthening of health systems, including reproductive and child health programmes.

· Coordinate local and international partners in plans and budget projections for achieving National Population Policy goals of reducing IMR, MMR and TFR.

· Help to monitor and evaluate progress on implementation of reproductive and child health activities including immunization.

· Liaise with the Regional Working groups for Health and other regional and global health initiatives.

· Form sub-committees and/or Working Groups, as necessary.


Three major strategies to enhance the ICC/IHSCC’s role and functions in the next 12 months: (need the ICC minutes)
1. The IHSCC will be meeting regularly to facilitate the monitoring of the health system strengthening and the introduction of the new vaccines. 
2. IHSCC will enhance the participation from Development Partners and Civil Society Organizations.
3. Develop a working group within IHSCC, to monitor the implementation of new vaccines. This working group will report to the IHSCC and provide technical advice on the implementation of new vaccines.
3.    Immunisation Programme Data

Please complete the tables below, using data from available sources.  Please identify the source of the data, and the date. Where possible use the most recent data, and attach the source document.
· Please refer to the Comprehensive Multi-Year Plan for Immunisation (or equivalent plan), and attach a complete copy (with an executive summary) as Annex 1.
· Please refer to the two most recent annual WHO/UNICEF Joint Reporting Forms on Vaccine Preventable Diseases and attach them as Annex 7.
· Please refer to Health Sector Strategy documents, budgetary documents, and other reports, surveys etc, as appropriate.
Please note, each of the following tables has been duplicated to provide national data and data for the 10 states that will introduce DPT + HepB +Hib pentavalent vaccine in 2009. The 10 states include: Jammu and Kashmir; Himachal Pradesh; Madhya Pradesh; Punjab; West Bengal; Andhra Pradesh; Karnataka; Tamil Nadu; Kerala and Maharashtra.

Table 3.1 a) National Data**
	
	Figure
	Date
	Source

	Total population (in million)
	1154.1
	Mid year 2008
	Statistics Division, Ministry of Health and Family Welfare (MOHFW) 

	Infant mortality rate (per 1000)
	57
	Oct 2007
	Sample Registration Survey (SRS) bulletin 2007

	Surviving Infants* (in million)
	25.849
	2008
	Statistics Division, MOHFW

	GNI per capita (US$)
	950
	2007
	World bank

	Percentage of GDP allocated to Health
	1%
	2004-2005
	Planning Commission1

	Percentage of Government expenditure on Health
	22%
	2004-2005
	Planning Commission1


** These are estimated figures

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

1 Technical Committee on Population Projections (Planning Commission)

Table 3.1 b) Data for 10 States

	
	Figure
	Date
	Source

	Total population (in million)
	548.7
	Mid year 2008
	Statistics Division, MOHFW

	Infant mortality rate (per 1000)
	NA*
	
	

	Surviving Infants* (in million)
	10.86
	2008
	Statistics Division, MOHFW

	GNI per capita (US$)
	NA*
	
	

	Percentage of GDP allocated to Health
	NA*
	
	

	Percentage of Government expenditure on Health
	NA*
	
	


* data not available for the 10 states
Please provide some additional information on the planning and budgeting context in your country:
Please indicate the name and date of the relevant planning document for health

The introduction of the DPT + Hep B + Hib pentavalent vaccine in the Universal Immunization Program in ten states, and eventually in the remaining states of India will contribute to decreasing the disease burden and case fatality  of pneumonia and bacterial meningitis (among other diseases) in young children. The introduction of pentavalent vaccine will therefore, contribute to the achievement of the following national and international health goals:
National Policies/Goals for child/infant mortality/ immunization

National Health Policy, 2002:

Reduce IMR to 30/1000 by 2010.

National Rural Health Mission, 2005:

Reduction in child and maternal mortality; prevention and control of disease

Expected Outcome: IMR reduced to 30/1000 live births by 2012

National Population Policy, 2000:

Reduce the IMR to below 30 per 1000 live-births by 2010.

Achieve universal immunization of children against all vaccine-preventable diseases

National Plan of Action for Children, 2005

Reduce IMR to < 30 per 1000 live births; child mortality to < 31 per 1000 by 2010

Reduce deaths due to Acute Respiratory Infections by one third by 2010

Strengthen Universal Immunization; ensure 100% immunization of children

Reduce childhood mortality due to ARI through prevention and necessary treatment

National Plans/Programmes for immunisation/new vaccines

Multi Year Strategic Plan, Universal Immunisation Programme, 2005-2010

Goal: “Accelerated introduction of licensed new and underutilized vaccines against diseases with significant mortality and morbidity in India”. 

International Commitments on reducing child/infant mortality

India committed to achieving MDG-4 (reducing Under-Five mortality by 2/3 between 1990-2015) 

MDG target for 2015 for IMR is 28/1,000.
Is the cMYP (or updated Multi-Year Plan) aligned with this document (timing, content etc)
The Multi Year Strategic Plan 2005-2010 (MYP), Universal Immunization Programme is aligned with this document. In the India strategy, Goal 5 emphasizes the need to “accelerate the introduction of licensed new and underutilized vaccines against diseases with significant mortality and morbidity in India”. Specifically the 2005-2010 MYP does not specify the implementation of the pentavalent vaccine. Therefore, the GoI has added an addendum to the MYP (see annex 1) to include an objective for the introduction of pentavalent vaccine in India, under Goal 5.  Additionally, the new vaccine introduction plan accompanying this application specifically addresses the aspect of Hib introduction into the immunization programme.
Please indicate the national planning budgeting cycle for health

The national planning budgeting cycle for health is from April 01 to March 31.
Please indicate the national planning cycle for immunisation

The national planning cycle for immunization is from April 01 to March 31.
Table 3.2: 
Current  National Vaccination Schedule: Traditional, New Vaccines and Vitamin A Supplement (refer to cMYP pages)

	Vaccine
	Ages of administration                

(by routine immunisation services)
	Indicate by an “x” if given in:
	Comments

	
	
	Entire country
	Only part of the country
	

	BCG
	Birth (can be given up to the age of 1 year)
	X
	
	

	DPT
	6,10, 14 weeks and Booster at 16-24 months
	X
	
	

	OPV
	Birth, 6, 10 , 14 weeks and Booster at 16-24 months
	X
	
	

	Measles
	9 months (can be given up to the age of 5 years)
	X
	
	

	Hep B
	Birth dose*, 6,10, 14 weeks
	
	X**
	

	JE
	16-24 months
	
	X
	Phased manner in JE endemic districts 

	Vitamin A
	9 months and then every 6 months from 1.5 years to 5 years (Total 9 doses)
	X
	
	


*for institutional deliveries within 24 hours of birth
** Implemented in 10 states (2007)
Table 3.3a): National Trends of immunisation coverage and disease burden 
(as per last two annual WHO/UNICEF Joint Reporting Form on Vaccine Preventable Diseases)
Note: Though overall evaluated coverage rates remain low, there is a large variation in coverage rates between states. India has been successful in reporting greater than 80% coverage rates in children 12-23 months of age in 15 states/territories reporting in the CES (2006) (see annex 8 for full report). It is expected that once the Health System Strengthening proposal and the introduction plan for pentavalent vaccine are implemented, the UIP systems will be strengthened. Thereby an opportunity to improve coverage in all states will be available.
	Trends of immunisation coverage (in percentage)
	Vaccine preventable disease burden

	Vaccine
	Reported^
	Survey
	Disease
	Number of reported cases^

	
	2006
	2007
	2005§
	2006ŧ
	
	2006
	2007

	BCG
	101
	101
	78
	78
	Tuberculosis*
	NA
	NA

	DTP


	DTP1
	NA
	97
	76
	78
	Diphtheria
	2472
	3354

	
	DTP3
	94
	97.8
	55
	55
	Pertussis
	22,616
	70,729

	Polio 3
	94
	102
	88
	58
	Polio
	676
	874

	Measles (first dose)
	90
	94
	59
	59
	Measles
	60,751
	36,900

	TT2+ (Pregnant women)
	78
	81
	NA
	83±
	NN Tetanus
	600
	937

	Hib3
	NA
	NA
	
	
	Hib **
	NA
	NA

	Yellow Fever
	NA
	NA
	
	
	Yellow fever
	NA
	NA

	HepB3
	72***
	69***
	
	6
	HepB seroprevalence* 
	NA
	NA

	Vit A supplement
	Mothers (<6 weeks post-delivery)
	NA
	NA
	
	
	
	
	

	
	Infants (>6 months)
	NA
	NA
	
	
	
	
	


* If available 
** Note: JRF asks for Hib meningitis

^ JRF 2006 and 2007 data
*** results from pilot project phase 1-implemented in 14 cities and 33 districts

§ Results from the National Family Health Survey III (NFHS-III) (2005) (www.nfhsindia.org)
Ŧ Results from the UNICEF Coverage Evaluation Survey (CES, 2006) (annex 8)
± Percent of newborns protected against tetanus
	Table 3.3b): Reported and Evaluated Immunization Coverage Trends of immunisation coverage for 10 States (Please note: the VPD burden data is not available for the 10 states)


	Vaccine
	Source
	BCG
	DTP 1
	DTP 3
	Polio 3
	Measles (1st dose)
	TT2+ (pregnant)
	Hep B***
	Hib
	Yellow Fever
	Vitamin A
	Vitamin A

	Andhra Pradesh
	Reported 2006
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA

	
	Reported 2007
	97.6
	95.5
	97.4
	97.4
	93.7
	93.4
	83.1
	NA
	NA
	NA
	NA

	
	Survey 2005
	92.9
	92.6
	61.4
	79.2
	69.4
	
	NA
	NA
	NA
	NA
	NA

	
	Survey 2006
	95.9
	
	85.9
	83.6
	86.2
	
	NA
	NA
	NA
	NA
	NA

	Himachal Pradesh
	Reported 2006
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA

	
	Reported 2007
	109.7
	102.4
	105.9
	105.9
	103
	93.5
	31.6
	NA
	NA
	NA
	NA

	
	Survey 2005
	97.2
	96.6
	85.1
	88.6
	86.3
	
	NA
	NA
	NA
	NA
	NA

	
	Survey 2006
	97.2
	
	93.5
	92.9
	94.2
	NA
	NA
	NA
	NA
	NA
	NA

	Jammu Kashmir
	Reported 2006
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA

	
	Reported 2007
	86.5
	84
	86.1
	86.1
	75.6
	64.7
	10.4
	NA
	NA
	NA
	NA

	
	Survey 2005
	90.9
	90.5
	84.5
	82.2
	78.3
	NA
	NA
	NA
	NA
	NA
	NA

	
	Survey 2006
	92.3
	NA
	86.4
	86.1
	84.8
	NA
	NA
	NA
	NA
	NA
	NA

	Karnataka
	Reported 2006^
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA

	
	Reported 2007^
	124.7
	231.6
	180.1
	179.9
	172.1
	104.9
	0
	NA
	NA
	NA
	NA

	
	Survey 2005§
	87.8
	86.7
	74
	73.8
	72
	NA
	NA
	NA
	NA
	NA
	NA

	
	Survey 2006 Ŧ
	96.9
	NA
	87.4
	87.3
	89.8
	NA
	NA
	NA
	NA
	NA
	NA

	Kerala
	Reported 2006^
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA

	
	Reported 2007^
	99.1
	97.4
	94.5
	94.5
	88.4
	87.8
	28
	NA
	NA
	NA
	NA

	
	Survey 2005§
	96.3
	94
	84
	83.1
	82.1
	NA
	NA
	NA
	NA
	NA
	NA

	
	Survey 2006 Ŧ
	99.4
	NA
	91.9
	91.6
	90.8
	NA
	NA
	NA
	NA
	NA
	NA

	Madhya Pradesh
	Reported 2006^
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA

	
	Reported 2007^
	73.9
	73.8
	74.4
	74.4
	76.3
	65
	66.9
	NA
	NA
	NA
	NA

	
	Survey 2005§
	80.5
	76
	49.8
	75.6
	61.4
	NA
	NA
	NA
	NA
	NA
	NA

	
	Survey 2006 Ŧ
	90
	NA
	62.0
	91.6
	71.8
	NA
	NA
	NA
	NA
	NA
	NA

	Maharashtra
	Reported 2006^
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA

	
	Reported 2007^
	99.5
	107
	96.8
	94.5
	91.8
	73.1
	15.2
	NA
	NA
	NA
	NA

	
	Survey 2005§
	95.3
	94.3
	76.1
	73.4
	84.7
	NA
	NA
	NA
	NA
	NA
	NA

	
	Survey 2006 Ŧ
	92.3
	NA
	73.0
	73.0
	74.3
	NA
	NA
	NA
	NA
	NA
	NA

	Punjab
	Reported 2006^
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA

	
	Reported 2007^
	92.5
	94.4
	91.9
	92
	84.9
	100.9
	8.6
	NA
	NA
	NA
	NA

	
	Survey 2005§
	88
	85.9
	70.5
	75.9
	78
	NA
	NA
	NA
	NA
	NA
	NA

	
	Survey 2006 Ŧ
	93.2
	NA
	82.1
	81.7
	82.1
	NA
	NA
	NA
	NA
	NA
	NA

	Tamil Nadu
	Reported 2006^
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA

	
	Reported 2007^
	101.4
	101.9
	101.6
	101.6
	100.8
	100.5
	13.9
	NA
	NA
	NA
	NA

	
	Survey 2005§
	99.5
	98.9
	95.7
	87.8
	92.5
	NA
	NA
	NA
	NA
	NA
	NA

	
	Survey 2006 Ŧ
	99.6
	NA
	93.7
	92.1
	94.9
	NA
	NA
	NA
	NA
	NA
	NA

	West Bengal
	Reported 2006^
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA
	NA

	
	Reported 2007^
	101.8
	93.4
	90.3
	86.2
	85.5
	78.7
	21.9
	NA
	NA
	NA
	NA

	
	Survey 2005§
	90.1
	89
	71.5
	80.7
	74.7
	NA
	NA
	NA
	NA
	NA
	NA

	
	Survey 2006 Ŧ
	98
	NA
	77.5
	76.8
	85.5
	NA
	NA
	NA
	NA
	NA
	NA


^ JRF 2006 and 2007 data

*** only implemented in 14 cities and 33 districts
§ Results from the National Family Health Survey III (NFHS-III, 2005) (www.nfhsindia.org)
Ŧ Results from the UNICEF Coverage Evaluation Survey (CES, 2006) (annex 8)
NA is not available
Table 3.3c Evaluated Coverage Rates for a Fully Immunized Child** in the 10 States (CES, 2006) 
	State
	Coverage rate**

	Andhra Pradesh
	80.1

	Himachal Pradesh
	91.4

	Jammu & Kashmir
	81.8

	Karnataka
	84

	Kerala
	87.9

	Madhya Pradesh
	55.9

	Maharashtra
	72.7

	Punjab
	75.3

	Tamil Nadu
	89.9

	West Bengal
	71.2

	India
	62.4


** Fully Immunized Child (DPT, BCG, OPV and Measles)
If survey data is included in the table above, please indicate the years the surveys were conducted, the full title and if available, the age groups the data refers to:
The National Family Health Survey (NFHS)* and the Coverage Evaluation Survey (CES) (see annex 8) are two large surveys that had results available in 2007. Though the results from both surveys are not comparable due to differing methodologies, the independent results of each survey suggests and increase in immunization coverage rates in India. 
1) The National Family Health Survey-III (NFHS-III) was done in 2005-2006. The Coverage Evaluation Survey, UNICEF was done in 2006. Both surveys include children 12-23 months of age.
*(www.nfhsindia.org)
Table 3.4b): Baseline and annual targets for 10 States (refer to cMYP pages or updated Multi-Year Plan) It is GoI policy to use reported coverage to determine the baseline and annual targets for the immunization program. Reported coverage is used for planning and vaccine procurement.This provides states with a buffer for mobile populations between states.
	Number in Millions

	
	2007-08
	2008-09
	2009-10
	2010-11
	2011-12

	Births (in million) (Statistics division, MoHFW)
	10.5
	10.7
	10.9
	11.1
	11.2

	Infants’ deaths (in million)
	0.4
	0.6
	0.6
	0.6
	0.6

	Surviving infants (in million)
	10.1
	10.1
	10.3
	10.5
	10.6

	Pregnant women (in million)
	12.24
	12.33
	12.57
	12.81
	13.06

	Target population vaccinated with BCG 
	11.81
	10.6
	10.8
	11.0
	11.2

	BCG coverage*
	105.7%
	100%
	100%
	100%
	100%

	Target population vaccinated with OPV3 
	10.6
	10.1
	10.3
	10.5
	10.6

	OPV3 coverage**
	106.8%
	100%
	100%
	100%
	100%

	Target population vaccinated with DTP3*** 
	11.3
	10.1
	10.3
	10.5
	10.6

	DTP3 coverage**
	107.9%
	100%
	100%
	100%
	100%

	Target population vaccinated with DTP1***
	10.9
	10.1
	10.3
	10.5
	10.6

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

	Target population vaccinated with 3rd dose of Hepatitis B 
	2.67*
	10.1
	10.3
	10.5
	10.6

	Hepatitis B 3 Coverage**
	23%
	100%
	100%
	100%
	100%

	Target population vaccinated with 1st dose of Hepatitis B 
	3.10
	10.1
	10.3
	10.5
	10.6

	Wastage1 rate in base-year and planned thereafter 
	25%
	25%
	25%
	25%
	25%

	Target population vaccinated with 1st dose of Measles 
	10.1
	10.1
	10.3
	10.5
	10.6

	Target population vaccinated with 2nd dose of Measles
	NA
	NA
	NA
	NA
	NA

	Measles coverage**
	103.1%
	100%
	100%
	100%
	100%

	Pregnant women vaccinated with TT+ 
	10.4
	10.1
	10.3
	10.5
	10.6

	TT+ coverage****
	89.4%
	100%
	100%
	100%
	100%

	Vit A supplement
	Mothers (< 6 weeks of pregnancy)
	NA
	NA
	NA
	NA
	NA

	
	Infant ( > 6months) 
	
	
	
	
	

	Annual DTP Drop out rate [ (  DTP1 - DTP3 ) / DTP1 ]  x 100
	-NA-
	-NA-
	-NA-
	-NA-
	-NA-

	Annual Measles Drop out rate (for countries applying for YF)
	-NA-
	-NA-
	-NA-
	-NA-
	-NA-


* Hepatitis B program implemented in 10 states only.
Table 3.5: Summary of Current and Future Immunization Budget*
	Cost Category
	Estimated cost per annum in $US

	
	Baseline (2007-2008)
	2009-2010
	2010-2011
	2011-2012

	Traditional vaccines
	$ 30,400,000
	$ 35,000,000
	$ 37,000,000
	$ 40,000,000

	New vaccines
	$ 5,000,000
	$ 108,900,000
	$ 89,200,000
	$ 91,000,000

	Injection supplies
	$19,000,000
	$ 22,000,000
	$ 26,000,000
	$ 29,000,000

	Training
	$ 3,000,000
	$5,950,000 
	$ 6,990,000
	$ 7,300,000

	Social mobilization
	$18,000,000
	$ 35,700,000
	$ 41,940,000
	$ 43,800,000

	Monitoring
	$ 3,000,000
	$ 5,950,000
	$ 6,990,000
	$ 7,300,000

	Surveillance
	$ 3,000,000
	$ 5,950,000
	$ 6,990,000
	$ 7,300,000

	Other (transportation, cold chain maintenance)
	$ 3,000,000
	$ 5,950,000
	$ 6,990,000
	$ 7,300,000

	Subtotal Recurrent Costs
	$ 84,400,000
	$ 225,400,000
	$ 222,100,000
	$ 233,000,000

	Cold chain
	$ 9,300,000
	$ 12,500,000
	$ 15,500,000
	$ 16,000,000

	Subtotal Routine Capital Costs
	$ 9,300,000
	$ 12,500,000
	$ 15,500,000
	$ 16,000,000

	Polio Campaigns
	$ 252,000,000
	$ 233,000,000
	$ 116,000,000
	$ 116,000,000

	Subtotal Campaigns
	$ 252,000,000
	$ 233,000,000
	$ 116,000,000
	$ 116,000,000

	Grand Total
	$ 345,700,000
	$ 470,900,000
	$ 353,600,000
	$ 365,000,000


      * 1USD= 43 INR
Please list in the tables below the funding sources for each type of cost category (if known). Please try and indicate which immunisation program costs are covered from the Government budget, and which costs are covered by development partners (or the GAVI Alliance), and name the partners.

Table 3.6: Summary of Current and Future Financing and Sources of Funding*

	Cost Category
	Estimated costs per annum in US$

	
	Funding Source
	Baseline 
(2007-2008)
	2009-2010
	2010-2011
	2011-2012

	Traditional vaccines
	GoI
	$ 30,400,000
	$ 35,000,000
	$37,000,000
	$40,000,000

	New vaccines
	GoI/GAVI
	$5,000,000
	$ 108,900,000
	$89,200,000
	$91,000,000

	Injection supplies
	GoI
	$19,000,000
	$ 22,000,000
	$26,000,000
	$29,000,000

	Training
	GoI
	$ 3,000,000
	$5,950,000 
	$6,990,000
	$7,300,000

	Social mobilization
	GoI
	$18,000,000
	$ 35,700,000
	$41,940,000
	$43,800,000

	Monitoring
	GoI
	$ 3,000,000
	$ 5,950,000
	$6,990,000
	$7,300,000

	Surveillance
	GoI/WHO
	$ 3,000,000
	$ 5,950,000
	$6,990,000
	$7,300,000

	Other (transportation, cold chain maintenance)
	GoI
	$ 3,000,000
	$ 5,950,000
	$6,990,000
	$7,300,000

	Subtotal Recurrent Costs
	
	$84,400,000
	$225,400,000
	$222,100,000
	$233,000,000

	Cold chain
	GoI/UNICEF
	$9,300,000
	$12,500,000
	$15,500,000
	$16,000,000

	Subtotal Routine Capital Costs
	
	$9,300,000
	$12,500,000
	$15,500,000
	$16,000,000

	Polio Campaigns
	GoI/ Development Partner
	$252,000,000
	$233,000,000
	$116,000,000
	$116,000,000

	Subtotal Campaigns
	
	$252,000,000
	$233,000,000
	$116,000,000
	$116,000,000

	Grand Total
	
	$345,700,000
	$470,900,000
	$353,600,000
	$365,000,000


      * 1USD= 43 INR

6.   New and Under-Used Vaccines (NVS)
	Please give a summary of the cMYP sections that refer to the introduction of new and under-used vaccines.  Outline the key points that informed the decision-making process (data considered etc):

Goal 5 of the India Multi Year Strategic Plan 2005-2010, Universal Immunization Program states the need for “Accelerated introduction of licensed new and underutilized vaccines against diseases with significant mortality and morbidity in India.” The document further outlines the following principles to guide the addition of new vaccines:
1) the vaccine should be safe and effective; 
2) the disease burden should be judged to be sufficient to warrant introduction of the vaccine into the national programme; 
3) Cost of the vaccine should be judged reasonable and suitable for absorption into the budget provision even if introduction is funded; and 
4) financial sustainability should be built into the plan of new vaccine introduction. 
The Goal 5 under objective 5 in the addendum in MYP also propose “the introduction of Hib as a pentavalent vaccine in UIP in India”  (see Annex 1)
The decision to introduce the Hib vaccine was based on the examination of the burden of disease in India. Hib causes pneumonia, meningitis and other invasive diseases. It is estimated to cause, globally, at least 3 million cases of serious disease and over 368,000 deaths annually1. The burden of disease is disproportionately more significant in resource poor countries and is seen more often in children 4 months to 18 months of age.

In unvaccinated populations, Hib is the major cause of non-epidemic bacterial meningitis during the first year of life. The case fatality is 3-20% in children that have received adequate antibiotic treatment. The case fatality is much high in resource limited areas, where children do not receive adequate treatment. In surviving children, neurological sequalae can be found in 30-40% of children.

Indian context:

In India, Hib has been shown to be a leading cause of bacterial meningitis and pneumonia among infants and young children aged less than 5 years. Two population-based Hib surveillance studies have been initiated in India. However, data from one study was not sufficient to make any population-based estimates; and data from the second study is currently being analyzed.  Based on published and unpublished hospital based data, the estimated incidence of Hib meningitis is 77 to 100 cases per year per 100,000 children less than 5 years2 .

Two meta-analysis of hospital based data shows that 13% of pneumonia and 25% of bacterial meningitis in India is attributable to Hib.

Neurological sequelae of Hib meningitis was found to be 25-30% among surviving children.  Three different studies in Pune3 , Chandigarh4 and Kottayam5  found 36%, 40% and 43% of cases respectively had various neurological sequelae. In India, there is strong empirical evidence documenting high rates of antibiotic resistance among first and second line antibiotics. Thus this further necessitates the need for a vaccine to prevent Hib. 

Hib vaccine is the only public health intervention that can effect dramatic declines in the incidence of Hib disease1. 

In 2007, the National Technical Advisory Group on Immunization (NTAGI) formed a subcommittee to evaluate the advisability and feasibility of introduction of a Hib vaccine into the UIP in India. A meeting was held in April 2008 (see annex 9 for meeting minutes) to review global and India specific data on burden of disease, cost, safety, efficacy and effectiveness of vaccine, supply issues, harmonization of a new vaccine into the UIP, human resource and infrastructural capacity. The subcommittee recommended NTAGI endorse the recommendation for the implementation of the pentavalent vaccine in the UIP. In June 2008, NTAGI presented the recommendations to implement a pentavalent vaccine in the UIP (see annex 10 for meeting minutes). The GoI approved the recommendations.  Furthermore, the GoI also approved the NTAGI recommendations to introduce a Measles and Rubella (MR) vaccine in the routine immunization program in states with first dose measles coverage >80%; and to introduce a pneumococcal vaccine in 2010. This will be implemented in10 states with high DPT3 coverage and high mortality related to pneumococcal disease. The GoI has also begun the planning phase for these two additional policy decisions.
In consultation with the IHSCC, and the manufacturers, the GoI decided to introduce the 10 dose liquid form of the pentavalent vaccine. (see Annex 3,4,5 for the IHSCC meeting minutes)
The cMYP has been updated as an addendum. This includes an objective for the introduction of the pentavalent vaccine (see Appendix 1). An introduction plan has also been developed (see Appendix 2).
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	Please summarise the cold chain capacity and readiness to accommodate new vaccines, stating how the cold chain expansion (if required) will be financed, and when it will be in place.  Please use attached excel annex 2a (Tab 6) on the Cold Chain. Please indicate the additional cost, if capacity is not available and the source of funding to close the gap.
With the introduction of the pentavalent vaccine, there will not be any impact on the current cold chain capacity, as seen in Table 6.1 a and 6.1 b. The cold chain space that is currently required for DPT and Hepatitis B in the 10 states will be assumed by the 10 dose vial of pentavalent vaccine. Most vaccines (in the Universal Immunization Program) in India are procured by GOI and are usually sent to the Government Medical Store Depots (GMSDs), where stock is maintained for maximum of 3 months. There are 4 GMSDs in the country (Karnal, Chennai, Mumbai and Kolkata). Vaccines are then sent to the State Vaccine Stores and to Regional Stores within the States, prior to release to the District Stores. Manufacturers may also be asked by GoI to supply vaccine directly to larger States/ Divisional stores as part of the managing supply chain. Table 6.1a and 6.1b show the total amount of vaccine being procured. See Appendix 11 for a more detailed cold chain calculation.

However, the current cold chain capacity requires strengthening. The GoI in collaboration with UNICEF have conducted two regional cold chain assessments and a national cold chain assessment (see Appendix12 for the reports). A plan has been developed to implement the recommendations. The following actions have been initiated to improve vaccine, cold chain and logistics management:

1) A web based Management Information System (MIS) is being developed to link national, state and regional vaccine stores. The goal is to improve vaccine and logistics forecasting, tracking of vaccine flow and cold chain equipment. Eventually the plan includes interlinking MIS systems with the district level systems.

2) Enhancing the capacity of state immunization and cold chain officers by organizing vaccine management courses. 




Table 6.1: Capacity and cost (for positive storage) (Refer to Tab 6 of Annex 2a or Annex 2b)
Table 6.1 a) ^ National Cold Chain Requirements**:

	
	
	Formula
	Year1

2008-2009
	Year 2 2009-2010
	Year 3 2010-2011
	Year 4 2011-2012

	A
	Annual positive volume requirement, including new vaccine (specify: Pentavalent 10 dose in 10 States) (m3)
**
	Sum-product of total vaccine doses multiplied by unit packed volume of the vaccine
	1987.20
	2026.31
	2065.42
	2105.28

	B
	Annual positive capacity, including new vaccine (specify

(central storage space at GMSDs and State Stores and Divisional Stores taken together)(m3)
	#
	1483.52
	1483.52
	1483.52
	1483.52

	C
	Estimated minimum number of shipments per year required for the actual cold chain capacity$
	A / B
	2
	2
	2
	2

	D
	Number of consignments / shipments per year
	Based on national vaccine shipment plan
	4
	4
	4
	4

	E
	Gap (if any)*^
	(A / D) - B)
	-986.72
	-976.94
	-967.17
	-957.2

	F
	Estimated cost for expansion
	US $
	0
	0
	0
	0


^ Reference: National Cold Chain Assessment, India-July 2008, UNICEF (see annex 12)
** The current UIP schedule requires 60.54 cc per fully immunized child (FIC). After the introduction of the Pentavalent the requirement will decrease to 54.53cc per FIC. This calculation is based on the space utilized for a 10 dose pentavalent lyophilized vial. The storage volume of 5 and 10 dose liquid presentation of Pentavalent vaccine is not yet known. However, assuming the storage volume of 10 dose liquid presentation of vaccine is less then 10 dose lyophilized vaccine, there will be no additional requirement of cold chain storage space. 

$ cannot be less than 2 shipments per year.
Table 6.1 b)^ Capacity requirement for the 10 States* 

	
	
	Formula
	Year 1 
2008-2009
	Year 2 2009-2010
	Year 3 2010-2011
	Year 4

2011-2012

	A
	Annual Positive  volume** requirement, including new vaccine (specify: the current  (m3)

	Sum-product of total vaccine doses multiplied by unit packed volume of the vaccine
	806.68
	822.56
	838.44
	854.62

	B
	Annual Total  capacity, including new vaccine (specify: Space available at State and Divisional Stores taken together) (m3)
	#
	583.08
	583.08
	583.08
	583.08

	C
	Estimated minimum number of shipments per year required for the actual cold chain capacity
	A / B
	2
	2
	2
	2

	D
	Number of consignments / shipments per year
	Based on national vaccine shipment plan
	4
	4
	4
	4

	E
	Gap (if any)
	(A / D) - B)
	-381.41
	-377.44
	- 373.47
	-369.43

	F
	Estimated cost for expansion
	US $
	0
	0
	0
	0


^ Reference: National Cold Chain Assessment, India-July 2008, UNICEF (see annex 12)
** The current UIP schedule requires 60.54 cc per fully immunized child (FIC). After the introduction of the Pentavalent the requirement will decrease to 54.53cc per FIC. This calculation is based on the space utilized for a 10 dose pentavalent lyophilized vial. The storage volume of 5 and 10 dose liquid presentation of Pentavalent vaccine is not yet known. However, assuming the storage volume of 10 dose liquid presentation of vaccine is less then 10 dose lyophilized vaccine, there will be no additional requirement of cold chain storage space.

Please briefly describe how your country plans to move towards attaining financial sustainability for the new vaccines you intend to introduce, how the country will meet the co-financing payments, and any other issues regarding financial sustainability you have considered (refer to the cMYP):

Sustainable Financing

Currently GoI is requesting funds through GAVI to co-finance the introduction of the pentavalent vaccine for 10 states in India. India is seeking vaccine supply commodity equal to the GAVI support of $165 Million, through UNICEF procurement mechanism. Even beyond the GAVI support, the vaccine procurement for the next three year (until 2012) will be through UNICEF procurement.  In this partnership, the GoI will incur the cost of immunization supplies and safe disposal equipment (AD syringes and hub cutters).These AD syringes and the safe disposal equipments will be procured through existing GoI mechanisms. 

To ensure the financial sustainability of the introduction of pentavalent vaccine beyond GAVI support, the Government of India has already started the internal budgeting process to earmark funds to support the pentavalent program. The GoI is seeking approval from their Expenditure and Finance Committee (EFC) and will seek approval from the cabinet committee. The immunization budget for the pentavalent allocation can be approved within the MOHFW budget ceiling. Therefore ministry of Finance approval is not required.  
The decision by GoI to procure the pentavalent vaccines through UNICEF for the medium term is to ensure a sustainable supply of reliable vaccines for the UIP and until the supply through direct procurement can be better assured.

Improving Program Efficiency

There are a number of areas where UIP shall work to ensure improved efficiency of the programme. Poor vaccine management practices and high vaccine wastage can lead to poor utilization of resources. 

A vaccine management assessment is planned in early 2010 to be able to determine programme inefficiencies and more importantly implement corrective strategies to work towards limiting these inefficiencies. 

The overall objective for programme efficiency will focus on wastage reduction through better vaccine management practices, cold chain improvements in line with the recent cold chain assessment recommendations and enhanced monitoring and supervision.
The GoI will ensure that all activities related to the implementation of the pentavalent vaccine are monitored. A post introduction evaluation will be conducted 6-12 months after the introduction. Other specific activities that will increase program efficiency are highlighted in the Introduction Plan (Annex 2). 

Table 6.2: Assessment of burden of relevant diseases (if available):

Note: The following is an assessment of the burden of disease for the Hib antigen only, in the pentavalent vaccine. DPT and Hepatitis B have already been approved and introduced in the UIP.
	Disease
	Title of the assessment
	Date
	Results

	Incidence studies:

	Haemophilus influenzae type b (Hib)

	Only two known population-based Hib surveillance studies have been attempted in India: 1) Results of the preparatory phase of the Hib probe study (ICMR, 2008); and 2) a study conducted in Vellore
	1) 2008; 
2) 2008 (data analysis in progress)
	1) The sample size was not large enough to estimate the population incidence; 2)data analysis in progress

	Haemophilus influenzae type b (Hib)
	Haemophilius influenzae disease in children in India: a hospital perspective
	1998
	Estimation of incidence of Hib meningitis as 75 to 100 per year per 100,000 children less than 5 years old.

	Pneumonia (Hospital based data)

	Haemophilus influenzae type b (Hib)


	A Bacteriological study in hospitalized children with pneumonia.
The etiology of lobar pneumonia and emphysema thoracis in children.

Aetiology of pneumonia in hospitalized children.
	1995;1984; 1996
	A meta-analysis showed that 13% of pneumonia in India is attributable to Hib (95% CI 9.5, 16.4)

	Meningitis ( hospital based data)

	Haemophilus influenzae type b (Hib)


	Bacterial meningitis: diagnosis by latex agglutination test and clinical features.
Evaluation of polymerase chain reaction (PCR) for diagnosing Haemophilus influenza B meningitis.

Etiological study of pyogenic meningitis in children by CIEP.

Bacteriological profile of community acquired acute bacterial meningitis: A ten year retrospective study.

Diagnosis and Outcome of Acute Bacterial Meningitis in Early Childhood.
	1993; 2002; 1982; 2007; 2002
	A meta-analysis showed that 25% of bacterial meningitis in India is attributable to Hib (95% CI 20.8, 29.6)
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Estimates of Hib incidence rates in the 10 states**
	State
	Hib total 
	Hib pneumonia
	Hib meningitis

	Jammu and Kashmir
	1887
	1855
	27

	Himachal Pradesh
	1886
	1854
	28

	Madhya Pradesh
	1885
	1854
	28

	Punjab
	1886
	1854
	28

	West Bengal
	1882
	1850
	28

	Andhra Pradesh
	1875
	1843
	28

	Karnataka
	1879
	1847
	28

	Tamil Nadu
	1883
	1851
	28

	Kerala
	1885
	1854
	28

	Maharashtra
	1879
	1847
	28

	Total India
	1884
	1847
	28


* Incidence rates in children < 5 years. Incidence rates per 100,000 children

** WHO data (submitted for publication), using the Global Disease Burden Model to estimate national burden of disease
If new or under-used vaccines have already been introduced in your country, please give details of the lessons learnt from storage capacity, protection from accidental freezing, staff training, cold chain, logistics, drop out rate, wastage rate etc., and suggest solutions to address them:

In 2003, with the support of GAVI, the GoI launched a Hepatitis B pilot project in 15 cities and 33 districts. The recommended schedule was a three dose Hepatitis B program provided at 6, 10 and 14 weeks. The objective of the pilot was to assess the feasibility of implementing a new vaccine into the Universal Immunization Program (UIP). In 2007, the coverage data demonstrated a satisfactory implementation of the pilot project. The overall coverage for the 14 cities was approximately 60% (Note: Patna (the 15th city) did not implement the pilot). The overall coverage rate in the districts was higher at approximately 80%. With the success of the introduction of the Hepatitis B pilot, the program was expanded to 11 states in December 2007.

	Lessons Learned
	Solutions / Action Points

	Storage Capacity—the importance of assessing the storage capacity and ensuring sufficient space is available prior to implementing a new vaccine program.

	The GoI in collaboration with UNICEF has completed two cold chain assessments in their regional stores. In July 2008, UNICEF completed a national cold chain assessment. See Annex 12 for the full report.
A plan of action is being implemented. This includes strengthening the cold chain system, training staff and implementing a management information system.

	During the implementation of the Hepatitis B program, there were incidents of accidental freezing. There is a need to include components of cold chain in training activities at all levels.
	Cold chain management training should be included in all training activities (including cold chain handlers in all EPI training sessions)


	Drop out rates is an issue for all immunization programs. When implementing an immunization program, there must be a monitoring system in place prior to implementation in order to detect areas where children may be missed.
	The GoI has implemented a Routine Immunization Management System (RIMS). Immunization coverage data is collected and analyzed. Regular review meetings are held to analyze data and make recommendations.

	Keeping a close liaison with the Medical Store Depots, where vaccines and supplies are stored, is essential in the introduction of a new vaccine. It is important to work with program managers in the districts.
	The GoI is working to strengthen vaccine stock management. They are developing a web based computerized system to monitor the vaccine stock at the national and regional levels.

	Maintaining close coordination with ICC members, GAVI Working Group, NTAGI, and other departments within the GoI.
	ICC meetings will be held on a more regular basis in order to monitor the introduction of the new vaccine.

	Strengthening of financial management system to ensure timely disbursement of grant, availability of funds and timely reporting by the units.
	National/state review meetings are held to review financial status of the funds utilized/disbursed to districts. State Programme Management Units have been formed under the NRHM. This will help program managers manage allot funds.


Please list the vaccines to be introduced with support from the GAVI Alliance (and presentation):

The Government of India (GoI) would like to introduce a 10 dose, liquid DPT + Hep B+Hib pentavalent vaccine into the Universal Immunization Program in a phased manner. In 2009-2010, the GoI will implement the pentavalent vaccine in the 10 states that have implemented the Hepatitis B vaccine. The 10 states include: Jammu and Kashmir; Himachal Pradesh; Madhya Pradesh; Punjab; West Bengal; Andhra Pradesh; Karnataka; Tamil Nadu; Kerala and Maharashtra. 
First Preference Vaccine

The GoI is requesting GAVI to provide $165 million USD support for the introduction of a 10 dose liquid DPT + HepB + Hib pentavalent vaccine under vaccine commodity support, for a period of one year and 8 months (2009-2011). The GoI will procure AD syringes and safety disposal equipment to support the introduction of the pentavalent vaccine for the 10 states. The decision to introduce the 10 dose vial was based on the availability of vaccine, the wastage factor and the cost of the vaccine. The GoI met with manufacturers in July 2008 to discuss the availability and the current production of the pentavalent vaccine (see Annex 4).
The GoI will assume all costs of the pentavalent vaccine once the GAVI support finishes. Under the 11th Plan, GoI will provide provisions to fund and sustain the implementation of the pentavalent vaccine until March 2012. 

Tables 6.3, 6.4 and 6.5 have been combined into the following table below. India is in a unique situation where they are requesting support for a fixed amount of support from GAVI. GoI will be providing 100% of funding for the AD syringes and safety equipment. The GoI will also incur the cost of vaccine for children that will not be covered under GAVI support.  A detailed cost calculation can be found in the attached excel sheet (annex 2a)
Table 6.3 Summary Table of GAVI Support and GoI contribution for 2009-2012*
	
	Year 1 
2009-10
	Year 2 
2010-11
	Year 3
 2011-12

	Number of children to be vaccinated with the third dose (table 3.4) (in million)
	10.3
	10.5
	10.6

	Target immunization coverage rate with the third dose
	100%
	100%
	100%

	Number of children to be vaccinated with the first dose (in million)
	10.3
	10.5
	10.6

	Estimated vaccine wastage rate
	1.33
	1.33
	1.33

	Estimated buffer
	1.25
	0
	0

	Country co-financing
	0.3$USD/dose
	0.3$USD/dose
	100%

	Total number of doses required (in million)
	51
	41.9
	42.3

	Cost of vaccine (US $)
	2$
	2$
	2$

	Total cost of vaccine (US$)
	102.7 $ million
	83.8 $ million
	84.6 $ million

	Total GAVI support (US $)
	102.7 $ million
	62.3 $ million
	0

	# of doses provided by GAVI (million)
	51.3
	31.2
	-

	# of beneficiaries covered by GAVI
	10.28 million
	7.8 million
	-

	Remaining beneficiaries to be covered by GoI
	0
	2.71
	-

	Total GoI contribution for vaccine**
	0
	$ 21.5 million  USD 
	$84.60 million USD

	Total number of AD syringes required (million)
	43.2
	34.9
	35.3

	Other contribution (AD syringes, Hub cutters)**
	$ 25.7 million AD + $ 12,850 hub cutters = 25.7 million 
	$21 million + $17,450 hub cutters = $ 21 million
	$ 21.2 million + $17,650 for hub cutters = $21.2 million

	Total contribution from GoI
	$25.7 million USD
	$ 42.5 million
	$105.8 million


*  Estimates do not include freight cost. 1USD= 43 INR

 ** GoI is contributing 0.3 $US (GAVI contribution) and additional funds towards the remaining beneficiaries and a supply of AD syringes and hub cutters.

Hub cutters are calculated as 1/5000 syringes @ a cost of 2.5 $US and AD syringes are calculated as total children x 3 x buffer x 1.11 wastage @ a cost of 0.6 $US)
Second Preference Vaccine

If the first preference of vaccine is in limited supply or currently not available, please indicate below the alternative vaccine presentation 
The GoI will introduce the 10 dose liquid pentavalent vaccine. The GoI may reconsider its strategy if a 5 dose vial becomes available in the market.
Procurement and Management of New and Under-Used Vaccines 
a) Please show how the support will operate and be managed including procurement of vaccines (GAVI expects that most countries will procure vaccine and injection supplies through UNICEF):
The Government of India (GoI) is requesting support for one year of supply of the 10 dose per vial liquid DPT + Hep B+ Hib pentavalent vaccine. The rest of the required vaccine will be procured by the GoI through the existing Universal Immunization Program (UIP) processes. UNICEF procurement mechanism will be used. 
AD syringes and safety equipment will be totally procured by the GoI through existing mechanisms in UIP of India.
b) If an alternative mechanism for procurement and delivery of supply (financed by the country or the GAVI Alliance) is requested, please document:
· Other vaccines or immunisation commodities procured by the country and description of the mechanisms used.

· The functions of the National Regulatory Authority (as evaluated by WHO) to show they comply with WHO requirements for procurement of vaccines and supply of assured quality.

Not applicable in India.
c) Please describe the introduction of the vaccines (refer to cMYP)
The pentavalent vaccine will be implemented in 10 states of India, starting in 2009-2010. The 10 states include: Jammu and Kashmir; Himachal; Madhya Pradesh; Punjab; West Bengal; Andhra Pradesh; Karnataka; Tamil Nadu; Kerala and Maharashtra. The pentavalent vaccine will be included in the Universal Immunization Program. The recommended schedule includes: a) a birth dose of monovalent Hepatitis B (for institutional deliveries only) (provided through a different mechanism); and b) a three dose schedule at 6, 10 and 14 weeks using the Pentavalent vaccine (DPT+ Hep B + Hib).
The GoI will be responsible for immunization safety, safe disposal, training and immunization equipment.

For more details please see the introduction plan (Appendix 2) and the MYP addendum (Appendix 1).
d) Please indicate how funds should be transferred by the GAVI Alliance (if applicable)
There will not be any actual transfer of the funds. The GoI is requesting commodity assistance in form of vaccine only.
e) Please indicate how the co-financing amounts will be paid (and who is responsible for this)
The GoI is requesting GAVI to provide the $165 million USD in equivalent vaccine commodity. The GoI will provide funding for AD syringes and safety disposal equipment to support the introduction of the pentavalent vaccine in the 10 states. The GoI will also provide vaccine for the remaining recipients not covered under the GAVI support.
f) Please outline how coverage of the new vaccine will be monitored and reported (refer to cMYP)
The coverage rates for the pentavalent vaccine will be monitored through the existing Health Management Information System (HMIS) and Routine Immunization Monitoring System (RIMS).  Regular review meetings and monitoring meetings will take place in the 10 states. AEFIs will be reported through the established reporting system. A sentinel surveillance system for Hib is currently expanding to include 2 sites. The data will help in providing a more accurate estimate of disease burden due to Hib.  A Vaccine Management Assessment (VMA) will be conducted in 2009. The post Introduction evaluations will also be conducted following 6-12 months of the vaccine introduction. Please see the introduction plan (appendix 2) and the revised MYP (Appendix 1).
7. Additional comments and recommendations from the National Coordinating Body (ICC/HSCC) 

8.   Documents required for each type of support
	Type of Support
	Document
	DOCUMENT NUMBER
	Duration *

	ALL
	WHO / UNICEF Joint Reporting Form (last two)
	Annex 7
	

	ALL
	Comprehensive Multi-Year Plan (cMYP) and addendum
	Annex  1
	

	ALL
	Endorsed minutes of the National Coordinating Body meeting where the GAVI proposal was endorsed
	Annex 3
	

	ALL
	Endorsed minutes of the ICC/HSCC meeting where the GAVI proposal was discussed
	Annex 3-5
	

	ALL
	Minutes of the three most recent ICC/HSCC meetings 
	Annex 3-5
	

	ALL
	ICC/HSCC workplan for the forthcoming 12 months (terms of reference)
	Annex 6
	

	New and Under-used Vaccines
	Plan for introduction of the new vaccine (if not already included in the cMYP)
	Annex 2
	


* Please indicate the duration of the plan / assessment / document where appropriate 
ANNEX 1
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	SECTION 1 (To be completed by payee)

	
	

	In accordance with the decision on financial support made by the Global Alliance for Vaccines and Immunisation 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 program?
	YES  (   )    NO   (   )

	By whom is the account audited?
	

	Signature of Government’s authorizing official:
By signing below, the authorizing official confirms that the bank account mentioned above is known to the Ministry of Finance and is under the oversight of the Auditor General.



	
Name:
	
	Seal:



	Title:
	
	

	Signature:
	
	

	Date:
	
	

	Address and Phone Number:
	
	


	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.:
	
	

	Bank Contact Name and Phone Number:
	
	

	
	
	

	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 Alliance – 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
	

	
	


� Inter-agency coordinating committee or Health sector coordinating committee, whichever is applicable.


� 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.
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