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February 2005  
The Government of

	Federal Democratic Republic of Ethiopia


Proposal for support submitted to the

Global Alliance for Vaccines and Immunization (GAVI)

and The Vaccine Fund

This document is accompanied by an electronic copy on diskette for your convenience. Please return a copy of the diskette with the original, signed hard-copy of the document to

GAVI Secretariat; c/o UNICEF, Palais des Nations, 1211 Geneva 10, Switzerland.

Enquiries please to: Dr Julian Lob-Levyt, jloblevyt@unicef.org or representatives of a GAVI partner agency.  All documents and attachments must be submitted in English or French.

1. Executive Summary

The Government of Ethiopia seeks support from the Global Alliance for Vaccines and Immunization (GAVI) and The Vaccine Fund for new vaccines introduction.    Funding is being requested to support the introduction of hepatitis B (HepB) and Haemophilus influenzae type b (Hib) vaccines in a combination with diphtheria-tetanus-pertussis vaccine (pentavalent DTP-HepB-Hib) in January 2006 or as soon as  global supplies are available.  A second choice would be introduction of HepB alone in combination with DTP vaccine (DTP-HepB).  Ethiopia places a high priority on childhood immunization and is committed to achieving the Millennium Development Goals (MDGs).  The introduction of these vaccines will help Ethiopia achieve its goals and is part of its multi-year plan for immunization system strengthening.
Hepatitis B causes significant burden of acute and chronic disease among Ethiopian children and adults.  The opportunities for prevention with this first vaccine against cancer are significant.  Using data available from Ethiopian studies, the number of infections, cases of disease and death were modelled
.  It is estimated that over 10,000 future deaths can be prevented for each vaccinated cohort.  The overall number of hepatitis B infections would be reduced by 65%.  The birth dose of HepB is not planned due to the relatively small contribution of perinatal transmission in this setting.
Haemophilus influenzae type b (Hib) is a significant cause of childhood morbidity and mortality in Ethiopia.  Many studies have been conducted showing Hib to be a significant cause of infant mortality.  A 5-year retrospective study by Gedlu and Rahlenbeck in 1995 looked at of all children with acute pyogenic meningitis admitted to a district hospital in north-western Ethiopia.  They found the most common pathogen was Haemophilus influenzae (40% of cases for which a causative bacterium was identified) with a case fatality rate of 29.4%.  The addition of Hib containing vaccine is expected to have a significant effect on infant and child mortality.
The Pediatric Bacterial Meningitis (PBM) network has been active in Ethiopia since 2001.  One sentinel site is operating from the Black Lion Hospital in Addis Ababa.  This pediatric referral hospital has been reporting cases of bacterial meningitis as well as bacterial etiology since it inception.  This site will be useful for monitoring the impact of Hib vaccine use in Ethiopia.    
Ethiopia received GAVI/VF support for ISS and Injection Safety in 2002.  This support has been very helpful in strengthening the routine immunization system.  Great improvements have been made in immunization coverage in a number of regions in the last years.  The Government of Ethiopia would like to build on this system and increase its ability to delivery desperately needed preventive services.  Due to the unique circumstances of the Ethiopian federal structure, a phased introduction has been considered to be unacceptable.  Despite the situation of great variation in regional strengths and routine immunization coverage, introduction will be done nationwide to address issue of equity. Ethiopia planned to introduce these two vaccines as stated in the immunization multi-year plan covering the period 2002-2006.  

In the application year 2005, Ethiopia’s population is projected at 72,984,782 with an annual growth rate of 2.7%. The crude birth rate and infant mortality rates are 39.9/1000 and 96.8/1000
 respectively. The number of surviving infants is estimated to be 2,630,202.  Public expenditure for health care is 5 percent of all government spending.  Regional governments are continuing to assume more and more financial responsibility for operational costs of EPI and other primary health care services. Advocacy for the Vaccine Independence Initiative is underway.  In addition, Ethiopia has recently completed a Financial Sustainability Plan for immunization and this has stimulated discussion and will be used for future planning. 
DPT-HepB-Hib combination vaccine dose-3 coverage is expected to be raised from the current DPT3 coverage of 66% (1,696,534 children) in 2004 to 74% (1,998,901 children) and 78% (2,163,837 children) in 2006 and 2007 respectively. This will entail increasing coverage rate by an average of four percentage points annually.   To immunize these infants, Ethiopia needs a quantity of 9,296,565

and 8,148,435 doses of pentavalent vaccine in 2006 and 2007 respectively.  A total of 11,139,128 and 9,763,440 doses of tetravalent vaccine would be needed for 2006 and 2007.
Ethiopia has adapted and used the Reaching Every District (RED) approach.  Strategies have included micro-planning, pre- and in-service training, expanded outreach, initiation of EPI services in facilities not providing them, and dropout reduction.  Using this strategy and funding made available from the GAVI ISS account along with those of the government and partners, dramatic increases in infant immunization coverage have been made.  

On 18 April 2005 the Interagency Coordination Committee (ICC) on EPI discussed this application for support of the combination vaccines and endorsed this proposal.  The ICC will continue to monitor the implementation of this action plan. 
2. Signatures of the Government and the Inter-Agency Co-ordinating Committee

The Government of  Federal Democratic Republic of Ethiopia 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.
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Date:
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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:
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	Ministry of Health
	Dr. Tedros Adhanom/ State Minister for Health
	

	Family Health Department 
	Dr. Tesfanesh Belay/ Department Head 
	  

	Plan and Program Department
	Dr. Girma Azene/Department Head
	

	Pharmaceutical Administration and Supply Service
	Mr. Alemayehu Lemma/Service Head 
	

	WHO
	Dr. Olusegun Babaniyi/ WHO Representative
	

	UNICEF
	Mr Bjorn Lungqvist/UNICEF Representative
	

	USAID
	Mr. William Hammink/USAID Country Representative 
	

	Rotary International 
	Eng. Shiferaw Bizuneh/polio Plus Committee Chairman
	

	Ethiopia Health and Nutrition Research Institute (EHNRI)
	Dr. Tsehaynesh Mesele/ Director
	

	JICA  
	Mr. Hedeki Higashi
	

	Christian Relief and Development Association (CRDA)/CORE Group
	Dr. Filmona Bisrat/ Director


	


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

Name: Mrs. Hiwot Mengistu, Maternal and Child Health Team Leader or Dr. Asnakew Yigzaw, EPI Programme Officer
Tel.No.: 
+251 1 517011 ext. 204, 207 or  +251 1 2555023 or    +251 9 233904
Fax No.: 
+251 1 519366 

          

E-mail:

asnakewy@et.afro.who.int    or     asnakewyigzaw@yahoo.com
Alternative address:

Name: 

Dr. Femi Oyewole, WHO/EPI Team Leader
Tel.No.: 
+251 9 200598, +251 1 514031 
Fax No.:
+251 1 514037
E-mail:

oyewolef@et.afro.who.int

3. Immunization-related fact sheet

	Table 1: Basic facts for the year 2005…(most recent; specify dates of data provided)

	Population
	72,984,782
	GNP per capita
	100$US

	Surviving Infants* 
	2,630,202
	Infant mortality rate 
	96.8/ 1000

	Percentage of GDP allocated to Health
	5%
	Percentage of Government expenditure for Health Care
	5%


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

	Table 2: Trends of immunization coverage and disease burden by 12 months of age (as per last two 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

	
	20003
	20004 
	200…
	Age group
	 200…
	Age group
	
	 20003
	 2004

	BCG
	57%
	67%
	
	
	
	
	Tuberculosis
	
	NA

	DTP


	DPT1
	64%
	76%
	
	
	
	
	Diphtheria
	
	NA

	
	DPT3
	52%
	66%
	
	
	
	
	Pertussis
	
	NA

	OPV3
	52%
	65%
	
	
	
	
	Polio
	
	1

	Measles
	42%
	56%
	
	
	
	
	Measles
	
	73

	TT2+  (Pregnant women)
	33%
	41%
	
	
	
	
	NN Tetanus
	
	55

	Hib3
	N/A
	N/A
	
	
	
	
	Hib
	
	7

	Yellow Fever
	N/A
	N/A
	
	
	
	
	Yellow fever
	
	NA

	HepB3
	N/A
	N/A
	
	
	
	
	HepB seroprevalence  (if available)
	
	NA

	Vit A supplementation


	Mothers                               ( < 6 weeks after delivery )
	
	6%
	
	
	
	
	
	
	

	
	Infants              ( > 6 months)
	ND
	ND
	
	
	
	
	
	
	


	The best official estimate:   In the absence of  a more recent vaccination coverage survey, the best official estimate of coverage among infants as reported in the WHO/UNICEF Joint reporting form is the administrative data report.  The coverage survey was conducted in 2001. Therefore the best official estimate is the administrative report of year 2004.  


· Summary of health system development status relevant to immunization:

Country Situation

Ethiopia is a federal state divided into 9 administrative regions and 2 city councils covering about 1.1 million square kilometers. The total population of the country is projected to be 73 million in 2005, with more than 85% of the inhabitants living in rural areas.  The regions are further divided into 85 zones and special woredas (equivalent to a district). Each zone is made up of a number of woredas. A woreda is comprised of 20-40 kebeles, which are the smallest administrative units. The administrative system is currently undergoing decentralization with a view to devolve power to the woredas and subsequent phasing out of the zonal structure. There are presently 624 woredas in the country. 
In Ethiopia, there are wide regional variations in population ranging from 300,000 in Gambela to 25 million in Oromia. The newly emerging regions (Gambella, Afar, Ben-Shangul Gumuz  and Somali) have low population and inadequate capacity resulting into poor performance. These regions have shortages of qualified staff and weak infrastructure. Some areas have nomadic populations, making it more difficult to reach the children and women with immunization and other health services.  Even within the regions with better infrastructure and human capacities, there are pockets of difficult to reach areas that need to be addressed. 

Being one of the eligible countries for the GAVI/VF support, Ethiopia has been receiving Immunization System Strengthening Support (ISS) and Injection Safety (IS) material support since 2002.   

Ethiopia also had a successful DQA completed in 2003 with a verification factor of 80%. To implement the DQA’s recommendations, the FMOH in its Annual EPI Review recommendations have made commitments to improve on the recording, record keeping and reporting systems at the different levels.

Country Context
· With an estimated over 470,000 under five child deaths annually, Ethiopia is sixth among the six countries that together make up over half of the global burden of under five deaths. 

· Almost half of the children are below the normal range of weight for age, and over 10% are estimated to be acutely malnourished; the majority of the population is at risk for vitamin A deficiency.

· Access to health services and coverage of basic child health and nutrition interventions are extremely low.

· Health expenditure is low in both absolute terms (estimated at $5.60 per capita in 2001-2002) and in relative terms (about 5% of GDP).

· A long term cycle of climate instability and food insecurity has been exacerbated by repeated drought and famine in parts of the country during the past few years; this has led to increased morbidity and malnutrition among children, and to increased poverty and population movement.  The international community has been forced to frame substantial amounts of its assistance in the context of disaster relief and crisis mitigation, rather than health sector development.  The situation has been exacerbated by outbreaks of diseases including measles and malaria.

· The country is characterized by a large variety of ethnic groups, with different languages and alphabet systems, as well as a large number of distinct ecological and agricultural environments.

· The federal system of government is highly decentralized, with budget and authority moved to sub-national (regional) and increasingly to woreda levels.

· Ethiopia has a Poverty Reduction Strategic Paper (PRSP) and a major Health Sector Development Program, now in the second 5 year phase of a 20 year rolling sector development program.
· The Health Sector Development Programme (HSDP) was developed to strengthen the health care delivery package with the aim of improving quality, access and equitable health care.  The implementation of the HSDP continues to contribute to the overall poverty reduction strategies within the sector-wide approach. This approach emphasizes long–term strengthening of health systems and ownership at the district level. 
· Improving the national immunization services is one of the high priority objectives of the Health Sector Development Program and it is one of the indicators for poverty reduction performance in the country. 

Health Infrastructure
In Ethiopia, there are 126 hospitals, 519 health centers, 1,797 health stations and 2,899 health posts, only approximately 64% of the population resides with in 10 kilometers of any health facility.  All hospitals and most health centers as well as health stations are expected to provide immunization services in addition to the thousands of outreach services.

The Federal Ministry of Health (FMOH) is charged with policy formulation, standard setting, supervision of research and tertiary referral centers, and external co-operation in the field of health.  On the other hand, Regional Government Health Bureaus (RHB) implement health care and supervise service delivery within the regional boundaries.  

The Immunization System
The Expanded Program on Immunization (EPI) started in Ethiopia in 1980 with the goal of reducing mortality and morbidity of children from vaccine preventable diseases. During its inception, the Ethiopian EPI had as its objective to increase immunization coverage by 10% annually and reach 100% in 1990. Unfortunately, the program has not managed to achieve its original coverage objective, however, recent coverage increases are significant. 

In the routine EPI program, the traditional six antigens are being given in both the public and private sectors; however, some private hospitals in the capital city, Addis Ababa, give HepB and Hib vaccines in addition to the six antigens provided in public facilities. 

The FMOH developed a multi-year plan in 2001 (2002 –2006) from which each annual plan is drawn and implemented on a yearly basis. 

Although there have been some challenges facing the immunization program, the program has had tremendous achievements in its two decades of existence. Some of the major achievements are: 

· "Reaching Every District" (RED) approach which was implemented in more than 90% of the districts.
· Routine immunization coverage has increased by 15% over a one year period. 

Source: Ministry of Health – Completed vaccination before first birthday, based on routine reports

Trends in immunization coverage in Ethiopia, 1996 - 2004
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In addition to these routine activities, the immunization system has reached over 30 million children in its 2002-2004 measles catch-up activities.  It has also conducted polio SIAs without any wild poliovirus detected from 2001-2004.  SIAs have continued this year and are important in addressing the recent importations of polio from neighbouring Sudan.
	· Attached are the relevant section(s) of strategies for health system development
	Document number          01


4.  The Inter Agency Co-ordinating Committee (ICC) 

4.1 Profile of the ICC

· Name of the ICC:  Inter-agency Coordinating Committee for Immunization
· Date of constitution of the current ICC: 
1996
· Organisational structure:  The Main ICC has two sub-committees (a technical sub-committee and a social mobilization subcommittee) .

· Frequency of meetings:  Main ICC Quarterly and sub-committees monthly 
· Composition:

	Function
	Title / Organization
	Name

	Chair
	State Minister, Ministry of Health
	Dr. Tedros Adhanom

	Secretary
	EPI Officer
	Dr. Assefu Lemlem

	Members
	Planning and Program Department Head 
Family Health Department  Head
Pharmaceutical Administration and Supply Service Head
WHO Representative
UNICEF Representative
USAID

JICA

EHNRI Director
Rotary International
CRDA/CORE Group
	Dr Girma Azene

Dr Tesfanesh Belay 

Mr. Alemayehu Lemma

Dr Olusegun Babaniyi

Mr Bjorn Lungqvist

Mr William Hammink

Mr. Hedeki Hegashi
Dr. Tsehaynesh Mesele

Eng. Shiferaw Bizuneh

Dr. Filmona Bisrat 


Major functions and responsibilities of the ICC:

· Coordinate partners resources for immunization activities

· Advise MOH on immunization services

· Promote resource mobilization and allocation for EPI/plus in country and externally

· Approve plans and reports on EPI/plus

· Provide technical support for EPI/plus activities for both central and sub-national levels
Attached is the supporting document:
	· Terms of reference of the ICC
	        Document number    02


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

· Advocacy visits to low performing regions to improve immunization coverage.

· Strengthen resource mobilization activities to fund the cold chain rehabilitation multi-year plan.

· Provide technical, material and financial support for introduction of new vaccines.

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

· Number of district with more than 80% DPT1 coverage (access)

· Drop-out rates (utilization)

· Proportion of health facilities providing EPI services regularly.
Attached are the supporting documents :

	· ICC’s work plan for the next 12 months
	        Document number   03

	· Minutes of the three most recent ICC meetings in addition to previous relevant ICC minutes where new vaccines were discussed 
	        Document number    04


5. Immunization services assessments

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

	Title of the assessment
	Main participating agencies
	Dates

	Ethiopia Expanded Program on Immunization Review
	WHO, UNICEF, USAID, MOH, World Bank
	March 2001

	Ethiopia EPI Coverage Survey
	MOH, WHO, UNICEF
	March 2001

	Measles case fatality survey
	MOH/WHO
	2004

	Immunization DQA
	GAVI and MOH
	2003

	Cold chain inventory and rehabilitation plan
	MOH, WHO and UNICEF
	2004

	National RED review
	MOH, WHO, UNICEF
	October 2004

	EPI training need assessment
	MOH, WHO
	January 2005

	
	
	


· The three major strengths identified in the assessments:

· The EPI coverage has shown marked improvement in most regions

· Commitment of regional governments has improved 
· Cold chain storage capacity has doubled at national level and improved at regional and district level.

· The three major problems identified in the assessments:

· High vaccine wastage for BCG 

· Poor coverage in pastoralist areas (e.g Somali region).

· High attrition rate of trained human resource.

· The three major recommendations in the assessments:

· Improve supportive supervision, regular monitoring and evaluation at various levels.

· Conduct intensive training and capacity building on handling EPI vaccines at all levels of the health system.

· Mobilize resources from the government and donors, mainly for cold chain rehabilitation and injection materials.

· Attached are complete copies (with an executive summary) of:

	· The most recent assessment reports on the status of immunization services
	Document  number                       05 

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

	Document  number                         06



	Ethiopia EPI Coverage Survey
	Document  number                       07           

	National RED review 
	Document number                       08

	EPI training need assessment
	Document number                        09

	Immunization DQA 
	Document number                        10

	Measles case fatality survey
	Document number                        11


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

	Component or area
	Month/Year

	EPI review
	June 2005

	Multi year plan (2007-2011)
	2006

	Injection safety assessment
	 2005

	Wastage assessment
	TBD

	Freeze assessment
	TBD


6. Multi-Year Immunization Plan

Based upon the recommendations of the assessment of immunization services, the Government has developed  the multi-year immunization plan.  The plan is used for the development of annual plans and has been a useful roadmap for the EPI.  
	· Attached is a complete copy (with an executive summary) of the comprehensive Multi-Year Immunization Plan or of the relevant pages of the health sector plan. 
	Document number       12      


	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

	Support for EPI Review and MYP
	TBD
	TBD

	
	
	


	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/OPV0
	At birth
	X
	
	

	DPT/HepB/OPV/Hib1
	6 weeks
	X
	
	

	DPT/HepB/OPV/Hib2
	10 weeks
	X
	
	

	DPT/HepB/OPV/Hib3
	14 weeks
	X
	
	

	Measles
	9 months
	X
	
	

	TT for pregnant women
	TT1 1st contact during pregnancy, TT2, 4 Wks after TT1,

TT3, 6 months after TT2,
	X
	
	

	Vitamin A
	9 months
	X
	
	


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

· Expansion of the Reaching Every District (RED) approach to all districts.
· Regular supportive supervision and monitoring of the programme at all levels. On- going activity.

· Capacity building/training of service providers and health training institutions (MLM, peripheral, cold chain and logistics)  

· Revision of EPI policy guideline.  December 2004- April 2005 

· Use of the regional mass media for social mobilization activities (on-going)

· Involvement and collaboration with NGOs in planning, implementation and evaluation of EPI activities (on-going) 

· Measles follow up SIAs  (2005, 2006 and 2007)

Table 4: Baseline and annual targets
	Number of
	Baseline and targets

	
	2004
	2005
	2006
	2007
	2008
	2009
	2010

	Births
	2,835,533
	2,912,093
	2,990,719
	3,071,469
	3,154,398
	3,239,567
	3,327,035

	Infants’ deaths
	274,480
	281,891
	289,502
	297,318
	305,346
	313,590
	322,057

	Surviving infants
	2,561,054
	2,630,202
	2,701,218
	2,774,151
	2,849,053
	2,925,977
	3,004,978

	Pregnant women
	2,842,640
	2,919,391
	2,998,215
	3,079,167
	3,162,304
	3,247,686
	3,335,374

	Infants vaccinated with BCG* 
	1,886,968
	1,893,746
	2,079,938
	2,219,320
	2,364,714
	2,545,600
	2,704,481

	BCG coverage
	67%
	72%
	77%
	80%
	83%
	87%
	90%

	Infants vaccinated with OPV3** 
	1,655,330
	1,841,142
	1,998,901
	2,163,837
	2,307,733
	2,457,821
	2,614,331

	OPV3 coverage
	65%
	70%
	74%
	78%
	81%
	84%
	87%

	Infants vaccinated with DTP3** 
	1,696,534
	1,841,142
	 
	 
	 
	 
	 

	DPT3 coverage
	66%
	70%
	 
	 
	 
	 
	 

	Infants vaccinated with DTP1** 
	1,931,928
	2,077,860
	 
	 
	 
	 
	 

	DPT1 coverage
	75%
	79%
	 
	 
	 
	 
	 

	Wastage rate
	Not available 
	20%
	
	
	
	
	

	Infants vaccinated with DPT3-Hep B3-Hib3
	 
	 
	1,998,901
	2,163,837
	2,307,733
	2,457,821
	2,614,331

	DPT3-HepB3-Hib3 coverage
	 
	 
	74%
	78%
	81%
	84%
	87%

	Infants vaccinated with DPT1-Hep B1-Hib1
	 
	 
	2,233,409
	2,404,264
	2,549,981
	2,700,902
	2,857,193

	DPT1-HepB1-Hib1 coverage
	 
	 
	83%
	87%
	90%
	92%
	95%

	Pentavalent wastage rate
	
	
	10%
	10%
	10%
	10%
	10%

	Infants vaccinated with Measles** 
	1,421,748
	1,578,121
	1,755,791
	1,941,905
	2,136,789
	2,340,782
	2,554,232

	Measles coverage
	56%
	60%
	65%
	70%
	75%
	80%
	85%

	Pregnant women vaccinated with TT+ 
	1,151,037
	1,459,696
	1,649,018
	2,001,458
	2,213,613
	2,435,765
	2,668,299

	TT2+ coverage
	41%
	50%
	55%
	65%
	70%
	75%
	80%

	Vit A supplementation
	Mothers (< 6 weeks from delivery)
	6%
	NA
	NA
	NA I
	NA
	NA
	NA

	
	Infants (6-59 months)
	NA
	1,578,121
	1,755,791
	1,941,905
	2,136,789
	2,340,782
	2,554,232

	*  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
	


	Table 5: Estimate of annual DTP drop out rates

	
	Actual rates and targets

	
	 2003
	 2004
	 2005
	 2006
	 2007
	 2008
	 2009
	 2010

	Drop out rate [(DTP1-DTP3)/DTP1] x 100
	16.7
	12.2
	11.0
	10.5
	10.0
	9.5
	9.0
	8.5


· Planning and constraints for the Polio Eradication Initiative:

· Strengthen routine EPI and achieve OPV3 coverage of 78% by 2007.

· Four rounds of national polio SIAs to prevent the recent spread of the imported wild polio viruses.

· Strengthen AFP surveillance to maintain certification levels.

· Funding remains a major constraint

7. Injection safety

7.1  Summary of the injection safety strategy for immunization (for all proposals):         
Injection Safety and sharp wastage management 

· Following 3 years of GAVI ISS support, the Government of Ethiopia is committed to delivering all immunizations with AD syringes and continuing the use of safety boxes.  A 2002 government policy states this desire.
· The government of Ethiopia has secured funds for injection materials for the year 2005 from the Government of Ireland. This will ensure the continuous supply of AD syringes for all immunization activities. The ICC is looking for funds for 2006 and onwards. 

· Injection safety and waste disposal assessment will be conducted in 2005 to evaluate the utilization and disposal of AD syringe. 

· The injection safety-working group is fully functional and EPI is used as an entry point to other preventive and curative health services in ensuring injection safety. The working group has prepared a national injection safety strategic plan.

· Supervision checklists at all levels have been changed to include injection safety issues.

· Continuous training will be given to service providers on injection safety. 

· Waste disposal support is being given to health facilities to improve safe disposal options.                                                 

8. New and under-used vaccines

· Summary of those aspects of the comprehensive multi-year immunization plan that refer to the introduction of new and under-used vaccines.

The Multi-Year Plan

The current multi-year plan was developed 4 years ago and makes a clear commitment to the introduction of "new vaccines" in the Ethiopian EPI.  The plan calls for introduction of hepatitis B, Hemophilus influenza type b during the cycle of the plan only "when the programme will be prepared."  However, at that time, data was still being gathered for decision making and so the MYP is lacking details on the specifics of the introduction process.

The MYP has the following overall objectives:
· Strengthen and optimize the delivery of sustainable, quality immunization services.

· Accelerate efforts to achieve polio eradication, measles control/elimination, and neonatal tetanus elimination. 

· Introduce new vaccines and appropriate technologies into the programme in a sustainable way.
· Assessment of burden of relevant diseases  :

The Burden of Hepatitis B Virus Infections 

In a study of hepatitis B virus (HBV) markers conducted among Ethiopian Jews on arrival in Israel, a prevalence of HBsAg to be 11.5%.  Prevalence of anti-HBc was 52%
.  In a study conducted in Gondar among blood donors the sero-prevalence of HBsAg was 14.4%.
  A community-based seroepidemiological survey in Addis Ababa in 1994 found a population prevalence of HBsAg to be 7% (95% CI 6-8).  Prevalence of any marker for HBV rose to over 70% by age 40-49.
 

Hepatitis B virus infections cause significant burden of acute and chronic disease among Ethiopian children and adults.  The opportunities for prevention with this first vaccine against cancer are significant.  Using limited data available from Ethiopian studies the number of infections, cases of disease and death were modelled
.  It is estimated that using 2005 surviving infants, estimates of markers of hepatitis B sero-prevalence, 80 percent HepB3 coverage, and no birth dose, over 10,000 future deaths can be prevented for each vaccinated cohort.  The overall number of hepatitis B infections would be reduced by 65%.  The birth dose of HepB is not planned due to the relatively small contribution of perinatal transmission in the Ethiopian setting.

	 
	Number Without Program
	Number With Program
	Number Prevented
	Percent Reduction

	Total HBV infections
	1,841,141
	646,167
	1,194,974
	65%

	Acute symptomatic hepatitis B cases
	453,678
	152,276
	301,402
	66%

	Chronic HBV infections
	250,448
	110,346
	140,102
	56%

	HBV-related deaths:
	 
	 
	 
	 

	   Acute hepatitis B
	1,904
	638
	1,266
	66%

	   Cirrhosis
	10,440
	4,599
	5,842
	56%

	   Hepatocellular carcinoma
	5,262
	2,322
	2,940
	56%

	   Total Deaths
	17,606
	7,559
	10,047
	57%


The Burden of Haemophilus influenzae type b (Hib) Infections

Haemophilus influenzae type b (Hib) is a significant cause of childhood morbidity and mortality in Ethiopia.  Studies have been conducted on childhood meningitis in Ethiopia and Hib was found to be the commonest cause of meningitis in children.  A hospital based prospective study of 136 children aged 3 months to 12 years admitted as cases of meningitis between 1996 and 1997 found that infants accounted for 79 (58%) of cases and 23 (68%) of deaths. H. influenzae, S. pneumoniae and N. meningitidis accounted for 90% of culture isolates.
  A study in 1993 in Ethiopia found that nasopharynx and throat carriage was 85-90% for Haemophilus influenzae species and Streptococcus pneumoniae (S. Ringertz, 1993).
  A 5-year retrospective study by Gedlu and Rahlenbeck in 1995 looked at of all children with acute pyogenic meningitis admitted to a district hospital in north-western Ethiopia.
  They found there were 132 cases of pyogenic meningitis from 1990 to 1994 the causative agents were identified in 85 cases.  The most common pathogen was Haemophilus influenzae (40% of cases for which a causative bacterium was identified) with a case fatality rate of 29.4%.  The median age for Hib was found to be 0.5 year.  In a hospital based study by Muhe and Klugman in Black Lion Hospital (1993 to 1995) of 120 cases of meningitis 74 (61.6%) were due to Hib and of 47 deaths 28 (59.6%) were due to Hib. The case fatality rate was 37.8%.

The Pediatric Bacterial Meningitis (PBM) network has been active in Ethiopia since 2001.  One sentinel site is operating from the Black Lion Hospital in Addis Ababa.  This pediatric referral hospital provides has been reporting cases of bacterial meningitis as well as bacterial etiology since it inception.  This site could be useful for monitoring the impact of Hib vaccine use in Ethiopia.  To provide more information on the epidemiology of pediatric bacterial meningitis and the impact of Hib vaccine, at least 2 additional sites (Gondar and Jimma Universities hospitals) have been proposed for additional sentinel sites.  
The above limited studies and other findings have shown that HBV and Hib are important public health problems in Ethiopia.  Hence, the Government of Ethiopia has decided to introduce the HepB and Hib vaccines in 2006.
	Disease
	Title of the assessment
	Date
	Results

	
	See footnotes
	
	

	
	
	
	


· 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. from the Plan for Introduction of New and Under-used Vaccines:
Key Logistics Issues

A. Expansion of Storage Space

The government and partners have taken serious measures to expand the vaccine storage space at all levels.  These storage issues are no longer critical problems for new vaccine introductions.
· Storage space at national level: Currently there are two cold rooms at national level, these cold rooms are used for EPI and other programs. Two new cold rooms were procured by WHO and are being installed at this time. Additional two cold rooms will be procured by HIV/AIDS Prevention and Control Office for central store. These four additional cold rooms have a capacity of 100m3. This will increase the total cold room storage capacity at national level to 175 m3.  HIV/AIDS test kits were previously taking a large amount of storage volume in the central cold stores.  These have recently been moved to a separate storage facility opening up much needed storage space in the existing cold rooms.
· Regional level: The existing five regional cold rooms are now fully functional. In addition, one cold room with a capacity of 25 m3 was procured by WHO for one of the regions is being installed in Q2 of 2005. The HIV/AIDS Prevention and Control office will procure five additional cold rooms which will be used for both HIV kits and vaccines at regional level (the fund is secured and on procurement process). These will double the cold storage space at the regional level.

· Peripheral level: Based on the national cold chain inventory, a national cold chain multi-year rehabilitation plan has been prepared and a summary is attached with this document. The plan includes replacement of old equipment, filling the current gap (providing refrigerators to all health units) and procuring cold chain equipment for health facilities to be constructed in the next five years.  Based on the plan, in year 2004/05 about 650 refrigerators will be procured with support from the Government of Ireland and 858 refrigerators will be procured through UNICEF (both funds are secured and on procurement process). These are in addition to the refrigerators to be procured by the regional governments.

In addition, spare parts, which will be adequate for all major types of kerosene refrigerators for the next two years, have been procured and distributed to regions.

The central and regional levels will have excess storage space for vaccine and other programs before mid-2005. For district and health facility level, the cold chain rehabilitation plan incorporated all refrigerators and spare parts to be procured from 2005 to 2009. 

B. Strengthening of Vaccine management

· The central cold room has now two qualified staff for vaccine management and vaccine stock balances are updated daily and reported weekly to responsible agencies.

· The regional cold rooms have full time logisticians to monitor the cold rooms regularly.
· MOH and partners are also planning to recruit technicians on a regular basis at the centre to troubleshoot especially at the regional stores
· Vaccine stock management system will be revised to accommodate the new vaccines. 

· Vaccine and cold chain management is part of all trainings.

· Partners (WHO and UNICEF) have recruited eight regional EPI officers to conduct regular supportive supervision and vaccine management is one of the priority areas of focus. 
First Preference for New Vaccines Products: 
The Government of Ethiopia realizes that the global supply of pentavalent vaccine is limited and that this request represents a significant vaccine volume.  Therefore, the Government of Ethiopia is willing to delay penta-valent vaccine introduction from its target date of January 2006, based on discussions with GAVI and The Vaccine Fund.  This would be considered preferable to introducing an alternate product for a short period of time.
Table 7.1: Estimated number of doses of DTP-HepB-Hib (pentavalent) vaccine
	
	 
	Formula
	2006
	2007
	2008
	2009
	2010

	A
	Number of children to be vaccinated with the first dose 1  
	#
	2,233,409
	2,404,264
	2,549,981
	2,700,902
	2,857,193

	B
	Percentage of vaccines requested from The Vaccine Fund 2
	%
	100
	100
	100
	100
	100

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

	D
	Number of doses (GAVI)
	A x B/100 x C
	6,700,227
	7,212,791
	7,649,942
	8,102,706
	8,571,578

	E
	Estimated vaccine wastage factor
	see list in table 
	1.11
	1.11
	1.11
	1.11
	1.11

	F
	Number of doses ( incl. wastage) GAVI
	 D  x E
	7,437,252
	8,006,199
	8,491,436
	8,994,003
	9,514,451

	G
	Vaccines buffer stock GAVI  
	F (-F of previous year) x 0.25
	1,859,313
	142,237
	121,309
	125,642
	130,112

	H
	Number of doses per vial
	#
	2
	2
	2
	2
	2

	I
	Total vaccine doses requested of GAVI
	F + G
	9,296,565
	8,148,435
	8,612,745
	9,119,645
	9,644,563

	J
	Number of AD syringes (+ 10% wastage) GAVI
	(D + G) x 1.11
	9,501,090
	8,164,081
	8,626,089
	9,133,466
	9,658,876

	K
	Reconstitution syringes (+ 10% wastage) GAVI
	I / H x 1.11
	5,159,594
	4,522,381
	4,780,074
	5,061,403
	5,352,733

	L
	Total of safety boxes (+ 10% of extra need) GAVI
	(J + K) / 100 x 1.11
	162,734
	140,820
	148,808
	157,563
	166,629


	· 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:

· Use of the 2-dose pentavalent vaccine vial will allow reduction of wastage compared to the 10-dose DTP vial currently used.
· Training of health workers (MLM and peripheral levels) (on-going)

· Better planning of immunization sessions, outreach and fixed sites will be planned to reach more children per session.

· Regular supervision and monitoring at all levels (on-going)
· Improve vaccine forecasting and management   (on-going)

· Micro-planning  for routine EPI in all districts (conducted for 2004/05)

· Involve the district and community level government bodies to institutionalize community linkage for immunization sessions.

· Innovative social mobilization strategies will be used with a view to increasing utilization, decreasing drop-out and decreasing vaccine wastage.

Second Preference for New Vaccines Products: 
Table 7.2: Estimated number of doses of DTP-HepB Tetravalent vaccine
	
	 
	Formula
	2006
	2007
	2008
	2009
	2010

	A
	Number of children to be vaccinated with the first dose 1  
	#
	2,233,409
	2,404,264
	2,549,981
	2,700,902
	2,857,193

	B
	Percentage of vaccines requested from The Vaccine Fund 2
	%
	100
	100
	100
	100
	100

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

	D
	Number of doses (GAVI)
	A x B/100 x C
	6,700,227
	7,212,791
	7,649,942
	8,102,706
	8,571,578

	E
	Estimated vaccine wastage factor
	see list in table 
	1.33
	1.33
	1.33
	1.33
	1.33

	F
	Number of doses ( incl. wastage) 
	 D  x E
	8,911,302
	9,593,013
	10,174,423
	10,776,599
	11,400,198

	G
	Vaccines buffer stock GAVI  
	F (-F of previous year) x 0.25
	2,227,826
	170,428
	145,353
	150,544
	155,900

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

	I
	Total vaccine doses requested of GAVI
	F + G
	11,139,128
	9,763,440
	10,319,776
	10,927,142
	11,556,098

	J
	Number of AD syringes (+ 10% wastage) GAVI
	(D + G) x 1.11
	9,910,138
	8,195,373
	8,652,778
	9,161,107
	9,687,500

	K
	Reconstitution syringes (+ 10% wastage) GAVI
	I / H x 1.11
	0
	0
	0
	0
	0

	L
	Total of safety boxes (+ 10% of extra need) GAVI
	(J + K) / 100 x 1.11
	110,003
	90,969
	96,046
	101,688
	107,531


	· Attached is the plan of action for introduction of vaccinations with new or under-used vaccines 
	Document number  13

	Cold chain inventory and rehabilitation plan
	Document number         14


9. Financial analysis and planning 
The attached Financial Sustainability Plan (FSP) was developed with the assumption that Ethiopia would introduce monovalent hepatitis B vaccine for 2 years (2005-2006) and would then transition to pentavalent vaccine in 2007.  Depending on the success of this application and global pentavalent supplies, slight modifications to this analysis may be required.  In general, however, it presents a very accurate picture of the analysis required for this application.
	· The attached document is an update of the program costs, financing projections and the plan of action for addressing the financial gap (see Section 4,  pages 26-34)
	Document number  15


10. Summary of requests to GAVI and the Vaccine Fund

With reference to all points presented above, the Government of Federal Democratic Republic of Ethiopia, considering that its DTP3 coverage for 2004 was 66% corresponding to 1,696,534 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                       

  YES           NO
· Support for New and Under-used vaccines                                  YES           NO

· Support for Injection Safety                                                          YES           NO
10.1 SUPPORT FOR NEW AND UNDER-USED VACCINES 

GAVI and the Vaccine Fund are requested to fund the introduction of New and Under-used Vaccines by providing the following 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 *

	DPT-HepB- Hib
	2
	January 2006
	9,296,565
	8,148,435

	DPT-HepB
	10
	January 2006
	11,139,128
	9,763,440



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


· Vaccines will be procured (tick only one) : 
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                                   By UNICEF                                               By GOVERNMENT

 
· Please use banking details provided for previous GAVI/The Vaccine Fund support for payment of  lump-sum of US$ 100,000 to facilitate the introduction of new vaccines.
11. Additional comments and recommendations from the ICC 

None, see ICC minutes for a record of agenda items and decisions.
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
	01

	4
	a) The terms of reference of the ICC
	02

	
	b) The ICC’s work plan for the next 12 months
	03

	
	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
	04

	5
	a) Most recent, national assessment report(s) on the status of immunization services
	05

	
	b) Summary of the recommendations of the assessment report(s) with remarks on the status of implementation of each recommendation.
	06

	
	c) EPI coverage survey
	07

	
	d) National Reaching Every District (RED) Review
	08

	
	e) EPI training needs assessment
	09

	
	f) Immunization Data Quality Audit (DQA)
	10

	
	g) Measles case fatality survey
	11

	6
	a) A complete copy (with executive summary) of the comprehensive Multi-Year Immunization Plan or of the relevant pages of the health sector plan
	12

	8
	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)
	13

	
	Cold chain inventory and multi-year rehabilitation plan 
	14

	9
	Financial Sustainability Plan 
	15
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