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BiH Proposal for support of Hib vaccine introduction

05 June 2006
The Government of

	Bosnia and Herzegovina




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 an electonic copy 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

Synopsis of the proposal for additional support for injection safety supplies and for the introduction of Hib Vaccine from GAVI and The Vaccine Fund. 
Estimation of Hib Disease burden in Bosnia and Herzegovina has been conducted in summer 2004: WHO experts in cooperation with Ministries of Health in both entities, using RAT (“Rapid Assessment Tool for estimating the local burden of Haemophilus influenzae type b disease” found quite high disease burden among 1-5 year old children in FBiH and RS. The same study proved cost effectiveness of Hib vaccination introduction. Hib vaccine was used as a pilot in FBiH in a 2002, but the high cost of Hib vaccine and weaknesses in bacterial meningitis surveillance system were the main obstacles for successful implementation of Hib vaccination. GAVI support for Hib vaccination in the BiH will open a new avenue for further improvement of preventable disease control, reporting and surveillance system and cost effectiveness of the National Immunization Program.

Population Bosnia and Herzegovina comprises two entities: the Federation of Bosnia and Herzegovina (FBiH) and Republika Srpska (RS) with the population approximately 3.9 million. There is also the independent administrative District of Brčko with the population of 90 thousand not subordinated to either entity. In 2005 there were 33 973 births and 34 093 ‘surviving’ infants, the DTP3 coverage was 90% and the short term target for increased coverage is 92% in 2007 increasing to 93% by 2008. The main strategy for increased coverage ultimately to reach ‘all’ children include comprehensive immunization programme training of health staff at the advent of introduction of new vaccines (Hib) and injection safety procedures – modelled upon experiences gained during the introduction of Hep B vaccine.

The requested number of doses of Hib vaccine in mono-dose presentation is: 

117530 for 2007, 93605 for 2008, 91255 for 2009, 88981 for 2010 and 86757 for 2011.

The preparation of a previous proposal was initiated at the ICC-meeting in June 2005, after the critical review by the GAVI IRC in May 2005, a first revision was approved at the ICC meeting 27 September 2005. After further review by GAVI presented in January 2006 the present revised proposal was initiated by the ICC in April 2006 and approved at the ICC meeting on 5 June 2006. 

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

The Government of Bosnia and Herzegovina commits itself to developing national immunization services on a sustainable basis in accordance with the multi-year plan submitted with the original proposal in 2002 and as amended by this document. Districts’ performance on immunization is reviewed annually through a transparent monitoring system. The Government requests that the Alliance and its partners contribute financial and technical assistance to support immunization of children as outlined in this application.

Signature:
…………………………………………...

Title: Minister of Civil Affairs

Date:
…………………………………………...

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

We, the undersigned members of the Inter-Agency Co-ordinating Committee endorse this proposal on the basis of the supporting documentation, which is attached. Signatures for endorsement of this proposal do not imply any financial (or legal) commitment on the part of the partner agency or individual:
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In case the GAVI Secretariat have queries on this submission, please contact :

Name:Serifa Godinjak Title/ Dr Address: Ministry of Civil Affairs
Tel.No +387 33 221 073  e  Fax No. +387 33 221074   

E-mail: serifa.godinjak@mcp.gov.ba ………………………………. 
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Fax No +387 33 663 940

E-mail: dir@bihnet.ba

3. Immunization-related fact sheet

	Table 1: Basic facts for the year 2004 (most recent; specify dates of data provided)  

	Population
	3,909,000
	GNP per capita
	Euro 1,362 

	Surviving Infants* 
	35,104
	Infant mortality rate 
	7.1/ 1000

	Percentage of GDP allocated to Health
	10.7 (**)
	Percentage of Government expenditure for Health Care
	11.4 (***)


* 
Surviving infants = Infants surviving the first 12 months of life – including children not born in the entity/district of residence. Since the 1992-95 war parents may still choose to give birth in maternity hospitals located in any part of former Yugoslavia. 

** 
data for 2003 from World Health Report
***
data for 2003 from World Health Report.

	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

	
	2004
	2005
	200… 
	Age group
	 200…
	Age group
	
	 2004
	2005

	BCG
	95
	95
	
	
	
	
	Tuberculosis
	
	

	DTP


	DTP1
	94
	94
	
	
	
	
	0
	0
	

	
	DTP3
	87
	90
	
	
	
	
	24
	39
	

	OPV3
	87
	91
	
	
	
	
	Polio
	0
	0

	Measles (MMR I)
	88
	89
	
	
	
	
	Measles
	28
	23

	TT2+  (Pregnant women)
	n.a.
	n.a.
	
	
	
	
	NN Tetanus
	0
	0

	Hib3
	54(1)
	501)
	
	
	
	
	Hib
	n.d.
	n.d.

	Yellow Fever
	n.a.
	n.a.
	
	
	
	
	Yellow fever
	n.a.
	n.a.

	HepB1 (neonatal)(2)
HepB3
	95
	97
	
	
	
	
	
	
	

	
	81
	88
	
	
	
	
	HepB seroprevalence  (if available) (3)
	n.d.
	

	Vit A supplementation


	Mothers                               ( < 6 weeks after delivery )
	n.d.
	n.d.
	
	
	
	
	
	
	

	
	Infants              ( > 6 months)
	n.d.
	n.d.
	
	
	
	
	
	
	


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

(1) Pilot Hib vaccination introduced only in Federation of BiH. National coverage Hib 3= 50% in 2005

(2) In FBiH, the Hep B programme started in May 2004.

(3) No Hep B seroprevalence data available. 111 acute Hep B cases in 2004 and 134 cases in 2005.

n.a. not applicable

n.d. no data




· Summary of health system development status relevant to immunization:

See original proposal from 2002

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

Various agencies and partners from both government (two entity MOHs and MOH of Distrikt Brcko, two entity PHIs and Department for Public Health of District Brcko Ministry of Civil Affaires and Health Insurance Fund) and non government representatives (UNICEF, WHO and WB) that are supporting immunization services in Bosnia and Herzegovina  are co-ordinated and organised through an inter-agency co-ordinating mechanism which is referred to in this document as ICC. 

· Name of the ICC: The Interagency Coordination Committee for Bosnia and Herzegovina

· Date of constitution of the current ICC: 27October 2000

Organisational structure (e.g., sub-committee, stand-alone): Two entities Minister of Health share chairmanship on the rotational basis. Secretarial support provided by UNICEF. Members – see below. 

· Frequency of meetings: quarterly 

4.1.Composition :

	Function


	Title / Organization
	Name

	Chair


	Minister of Health/Federal Ministry of Health

Minister of Health and Social welfare /Ministry of Health and Social welfare of Republika Srpska
	Dr. Vjekoslav Mandić 

Dr. Ranko Škrbić


	Secretarial and technical support


	Assistant Project Officer /UNICEF
	Dr. Selena Bajraktarevic

	Members
	· Representative/UNICEF

· Project Analyst/The World Bank

· EPI manager/RS Public Health Institute

· Liaison Officer/WHO

· Ministry of Civil Affaires of BiH

· EPI manager/FBIH Public Health Institute

· Director of Federal PHI

· Director of Institute for Public Health of RS

· Deputy Director of Federal Public Health Institute 
	Helena Eversole

Mirjana Karahasanovic

Mitar Tesanovic

Haris Hajrulahovic

Safet Halilovic

Zlatko Puvacic

Zlatko Vucina

Milorad Balaban

Aida Cemerlic




4.2. Major functions and responsibilities of the ICC:

Discusses achievements and failures of the Annual Plans of Action for Immunization in the context of the Multi-year Strategic Plan for Immunization (2002-2006) as well as additional activities/interventions aiming to meet operational immunization coverage and disease reduction targets, to ensure safe immunization practices and vaccine wastage reduction 

Participates into field assessments of basic strategies and activities of the Multi-year Plan such as safe immunization practices, wastage reduction, cold chain effectiveness, adequacy of recording and reporting of VPDs, immunization coverage and AEFI.

Discusses financing of the BiH National Immunization Plan according to Financial Sustainability Plan and mobilizes resources for important needs accordingly.

4.3. Key tasks for 2007  

Participate in development of Procurement Vaccine Plan for 2007 according to the country needs and monitor vaccines distribution and utilization/ maintenance and replacement of cold chain equipment.

Participate in development of Proposal to GAVI and Vaccine Fund for Injection Safety and  Hib introduction 

Report to GAVI accordingly 

4.4. Three major strategies to enhance ICC’s role and functions in the next 12 months  
The focal point who provides secretarial and technical assistance to ICC need to undertake following actions:

· Ensure the flow of information between ICC members

· Organize meetings on a quarterly basis and on request if felt needed

· Ensure the preparation of meetings including documentation, agenda etc.

Involving new partners through advocacy for immunization

Involving all partners in the development of plans and monitoring implementation of activities and ensuring transparency of partners' (including MOHs) support to immunization

4.5. Functional relationships of the ICC with other institutions in health sector : 

ICC is set up under the auspices of the Ministries of Health in Bosnia and Herzegovina, namely the Ministry of Health of the Federation of Bosnia and Herzegovina and the Ministry of Health and Social Welfare of the Republika Srpska. 

The ICC should serve the following purposes: co-ordination of activities in the area of the national immunization programme (NIP) design and implementation; to provide comprehensive institutional support for the NIP; to review and assess immunization policy and activities; to provide a channel for the co-ordinated and effective international assistance in this field. 

The ICC has a broad membership base.  It comprises of representatives of the institutions in country and international agencies.

4.6. Main indicators that are chosen by the ICC to monitor implementation of this proposal 

· Hib 1 coverage by entities and District; Target for 2007: 97%

· Hib 3 coverage by entities and District; Target for 2007: 90%

· Monitoring of wastage rate for Hib mono-dose vaccines by entities and District; Target for 2007 <5%

Attached are the supporting documents :

	· ICC’s workplan for the next 12 months 
	             
[image: image1.emf]Document 1  worokplan of the ICC 2005.doc



	· Minutes of the three most recent ICC meetings or of any other meetings in which partners participated that concerned improving and expanding the national immunization program 
	    Document  2                              
[image: image2.emf]Doc 2 ICC  minutes.doc




5. Immunization services assessment(s)

See original proposal from 2002

Reference is made to the most recent assessments of the immunization system that have been completed within the three years prior to the submission of this proposal.

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

	Title of the assessment
	Main participating agencies
	Dates

	
	
	

	
	
	


· The three major strengths identified in the assessments:

· The three major problems identified in the assessments:

· The three major recommendations in the assessments:

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

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

	· 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…..


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

	Component or area
	Month/Year

	
	

	
	


6. Multi-Year Immunization Plan

See original proposal from 2002

Based upon the recommendations of the assessment of immunization services, the Government has developed (or updated) the multi-year immunization plan or adjusted the health sector plan.

	· 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…….


	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

	
	
	

	
	
	


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

See original proposal from 2002

	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
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Vitamin A
	
	
	
	


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

See Inception Report for 2002 and Annual Progress Report for 2003

Table 4: Baseline and annual targets 

	
	Year of GAVI/VF application
	Year 1 of Program implemen-tation
	Year 2 
	Year 3
	Year 4
	Year 5
	Year 6
	Year 7
	Year 8 
	Year 9 of Programme implementation

	
	2002
	2003
	2004
	2005
	2006
	2007
	2008
	2009
	2010
	2011

	Births
	38861
	37180
	35693
	33973
	32614
	31310
	30527
	29764
	29020
	28294

	thereof births FBiH
	24127
	23078
	22155
	21901
	21025
	20184
	19679
	19187
	18708
	18240

	 Republika Srpska
	13754
	13204
	12676
	11142
	10696
	10268
	10012
	9761
	9517
	9279

	 District Brcko 
	980
	898
	862
	930
	893
	857
	836
	815
	794
	775

	Infants’ deaths
	375
	322
	309
	322
	309
	297
	289
	282
	275
	268

	Surviving infants***
	38486
	36858
	35384
	34093
	32729
	31420
	30635
	29869
	29122
	28394

	Infants vaccinated with BCG 
	34874
	34577
	33908
	32353
	31310
	30370
	29611
	28871
	28149
	27445

	BCG coverage*
	90%
	93%
	95%
	95%
	96%
	97%
	97%
	97%
	97%
	97%

	Infants vaccinated with OPV3 
	33867
	
	31138
	31057
	29784
	29220
	28797
	28077
	27375
	26690

	OPV3 coverage**
	88%
	
	87%
	91%
	91%
	93%
	94%
	94%
	94%
	94%

	Infants vaccinated with DTP3**
	31173
	32066
	29723
	30642
	29456
	28906
	28490
	27778
	27083
	26406

	DTP3 coverage
	81%
	87%
	84%
	90%
	90%
	92%
	93%
	93%
	93%
	93%

	Infants vaccinated with DTP1
	33927
	35705
	33615
	32049
	31093
	30478
	29716
	28973
	28248
	27542

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

	Infants vaccinated with 3rd dose of Hep B
	
	10126
	12904
	30162
	29456
	28906
	28390
	27778
	27083
	26406

	Coverage 3rd dose **
	0%
	79%
	81%
	88%
	90%
	92%
	93%
	93%
	93%
	93%

	Infants vaccinated with 1st dose of Hep B*
	0
	11091
	25879
	32940
	31636
	30370
	29611
	28871
	28149
	27445

	Coverage 1st dose
	0%
	84%
	93%
	97%
	97%
	97%
	97%
	97%
	97%
	97%

	Estimated Wastage rate of Hep B vaccine, mono-d 
	
	5%
	5%
	5%
	5%
	5%
	5%
	5%
	5%
	5%

	Estimated Wastage rate of Hep B vaccine, ten-d
	
	
	50-60 %
	25%
	25%
	25%
	25%
	25%
	25%
	25%

	Infants vaccinated with1st dose of Hib
	
	
	
	20173
	13092
	29849
	29716
	28970
	28248
	27542

	Coverage Hib1
	
	
	
	92%****
	40%****
	95%
	97%
	97%
	97%
	97%

	Infants vaccinated with 2nd dose of Hib
	
	
	
	19244 
	7989
	28592
	28490
	27778
	27083
	26406

	Coverage Hib2
	
	
	
	88%****
	38%****
	91%
	93%
	93%
	93%
	93%

	Infants vaccinated with3rd dose of Hib
	
	
	11882
	16907 
	7359
	27650
	27571
	26882
	26210
	25555

	Coverage Hib 3
	
	
	54%
	78%****
	35%****
	88%
	90%
	90%
	90%
	90%

	Estimated wastage rate Hib vaccine, mono-d
	
	
	5%
	5%
	5%
	5%
	5%
	5%
	5%
	5%

	Infants vaccinated with Measles 
	36139
	20160 1
	32092
	31243
	30330
	29117
	28389
	27679
	26987
	26313

	Measles coverage**
	89%
	81%
	88%
	89%
	90%
	90%
	90%
	90%
	90%
	90%

	*  Number of infants vaccinated out of total births 

1 Data reported only for FBiH 
	** Number of infants vaccinated out of surviving infants 

**** Pilot Hib programme in FBiH terminated in May 2006


	
	
	
	
	
	
	
	
	

	*** Surviving infants includes children born in other countries and returns back to BiH
	
	
	
	
	
	
	
	
	
	


	Table 5: Estimate of annual DTP drop out rates see original proposal from 2002

	
	Actual rates and targets

	
	 2005
	 2006
	 2007
	 2008
	 2009
	 2010
	 2011
	 2012

	Drop out rate                                    [  (  DTP1   -    DTP3   )   /    DTP1   ]   x  100
	-4.4
	-5.3
	-5.2
	-4.1
	-4.1
	-4.1
	-4.4
	-5.3


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

NA

· Planning and constraints for the Polio Eradication Initiative:

see original proposal from 2002
7. Injection safety

7.1  Summary of the injection safety strategy for immunization (for all proposals):                                                             

In BiH up to 600 000 immunization injections are performed each year. There is a need to ensure that the immunization injection services are safe through the correct use of a single sterile needle and syringe for every injection, including proper disposal. In light of this concern, the Ministry of Civil Affairs in collaboration with the Ministry of Health of The Federation of Bosnia-Herzegovina and the Ministry of Health of Republika Srpska, and the administration of District Brčko, have developed a new national policy on injection safety that includes safe disposal. 
(Document 3) 
This national policy states that 100% of injections given in the public and private sectors for any purpose must be safe.

Briefly, the strategy to improve injection safety for immunization comprises
· A clear definition of a safe injection by aseptic technique, using disposable syringe and needle 
· Acceptable equipment for injections
· Auto-disable
 syringes to be introduced stepwise to replace the regular disposable syringes

· Regular disposable syringes are only acceptable for use if taken from sterile packaging immediately prior to injection and safely destroyed after use. Such syringes are still the equipment of choice for therapeutic injections.
· Safe disposal and destruction of used injection equipment by
· designated safety boxes

· needles shall not be recapped
· introduction of an operational system for tracking the distribution, utilization and destruction of injection equipment
· additional waste from injections shall be disposed of in a different container
· all used injection equipment will be safely destroyed/removed from harm
· centralized incineration is the method of choice and requires recollection of safety boxes under specific regulation
· alternatively full safety boxes could be delivered to a specific agency with appropriate means of destruction and/or decontamination of wastes

· for remote health facilities, burial in a specific protected pit is recommended.
· residues from incineration shall be safely buried in a protected pit.
· Under no circumstances are used syringes or needles, or safety boxes, to be disposed of as regular garbage or randomly dumped
· Training

· All health workers will be exposed to the principles of injection safety
· in-service training of existing health workers
· Formal training curricula for physicians, pharmacists, nurses and other health workers
· Health staff management and supervision

· trained and competent people at all levels of the health system are identified and assigned to monitor and manage injection safety issues
· Monitoring of injection practices and AEFI
regular monitoring of safe injection practices including sharps safe disposal will be conducted with use of key indicators
· Public awareness

· Ministries of Health are responsible for providing reliable information on injection safety for medical workers and for the population. A communication strategy with defined priority target groups and communication channels will be developed. Medical workers will inform patients on consequences of unsafe injection.
7.2 For countries submitting a proposal for Injection Safety Support.  Summarise the most important findings of a recent assessment of Injection Safety and Waste Disposal. 

Proposal for Injection Support was submitted 21 April 2005 and approved with clarifications in August 2005
.

	· Situation Analysis of Injection Safety and Waste Disposal or Report of the most recent Injection Safety and Waste Disposal Assessment
	Document number 5

	· Update of the implementation status of recommendations from recent injection safety assessment or injection safety components from a broader review.
	Document number…

	· Policy on Injection Safety and Waste Disposal 
	Document number 3


[image: image3.emf]Doc3



	· A copy of the Plan to achieve Safe Injections (including plans for transition to auto-destruct syringes) and Safe Management of Sharps Waste 
	Document number 4


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

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

NA

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

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.

Neonatal Hepatitis B vaccination (see original proposal from 2002.)

· Bosnia and Herzegovina’s application for the introduction of the HepB vaccine at birth was approved by GAVI in March 2002. 

· The entity of Republika Srpska (RS) started with vaccination according to the developed plan in January 2003. After a training seminar in December 2003, District Brcko introduced neonatal HepB vaccination in January 2004. 

· The Entity of the Federation of Bosnia and Herzegovina (FbiH) introduced HepB at birth in May 2004. The delay was related to partial disruption of the immunization programme in FbiH precipitated by an extensive media coverage in 2002 questioning the use of donated vaccines, in particular DTP whole-cell vaccine, resistance by paediatricians to the introduction of the HepB vaccine with thiomersal on birth, in parallel with pilot changes in the programme (pilot use of four doses of Hib-vaccine and two booster doses of acellular DTP vaccine (DTPa)). The issues were analysed and resolved after a management review of the immunization programme in the FBiH conducted 2-10 June 2003. 

· The MoH in FBiH used the introduction of neonatal Hep B vaccination to strengthen the management of the programme: appointment of an immunization coordinator at the MoH, FBiH, establishing of an Independent Advisory Group on Immunization, improved communication between Federal and Cantonal levels and decentralised training sessions for health personnel regarding Hep B Disease, B Vaccination strategies, injection safety and communication regarding common immunization concerns. The seminars also covered Hib vaccination strategies in lieu of the fact that pilot use of Hib had been initiated in the FBiH. The immunization schedule was remodelled and simplified to include three doses of Hep B at birth, 1 and 6 months of age, a total of 3 doses of Hib at 2, 4 and 18 months of age, and three doses of whole-cell DTP at 2, 4, and 6 months of age, and acellular DTP at 5 years of age. (One pilot dose of Hib at 6 months of age [see below] and one dose of DTPa at 18 months of age were discontinued). Hepatitis B vaccination within 24 hours of birth was rapidly accepted at all maternity wards. Coverage during the 8 first months of the programme in FBiH was 90%, and the coverage of concomitant BCG vaccination rose 2 percentage points to 93%.

Vaccination against Hib disease: 

In the original proposal to GAVI in 2002 the MULTI-YEAR STRATEGIC PLAN FOR IMMUNIZATION (2002 – 2006) addressed Hib disease in Objective 11: 

“Assessing Hib infection burden and planning for universal childhood immunization” as follows

 Feasibility:

· The MOHs are well aware of other countries’ findings on Haemophilus influenzae type b (Hib) as a major etiological agent of bacterial meningitis and other invasive disorders (epiglotitis, pneumonia, otitis media, osteomyelitis etc.) in infants and young children.
· The MOHs aware of universal or recommended immunization in other countries of the European Region, including neighbour ones with similar to BiH childhood clinical pathology. MOHs willing to introduce universal infant immunization
Challenges:

· Lack of laboratory diagnosis of Haemophilus influenzae
· No data suggesting clinical significance of Hib, needed for the vaccine promotion and its acceptance by the medical community and the general public
· Not affordable for the Government at the present economic situation of BiH
The MoH in the Federation and experts at the Federal Public Health Institute moved swiftly to pilot usse of Hib vaccination, incorporating Hib vaccine in the vaccination programme Decrees for 2003, revised 2004 in FBiH. 

The pilot use of new Hib vaccine in immunization schedule was aimed to improve quality of Immunization Programme in Federation of BiH and to rebuild the trust of parents in immunization. Since in year 2002 and 2003 there was huge media negative reporting on immunisation in Federation of BiH, which caused loss of parents’ trust in immunization of their children and immunization coverage rate decreased dramatically. Consequently the Federal Minister of Health decided to pilot the use of new Hib vaccine into the immunization schedule in order to offer better immunization programme and to rebuild parents’ trust in immunization. 

During the recent meeting of the National Immunization Advisory Board of the Ministry of Health of the FBiH on 10.5.2006 pilot project results – use of Hib vaccine into mandatory Immunization program for children in FBiH, as well as the issue of financial sustainability of the mandatory Immunization program for children in FBiH – were discussed. 

It was concluded that 

· results of the pilot project and study of the «Hib rapid assessment», carried by WHO experts, proved justification of introduction of this vaccine into mandatory Immunization program for children (cost benefit). 

· Meningitis morbidity rate among children up to 5 years of age was decreased, vaccine was well accepted by health professionals, the trust of parents in Immunization program was regained and adequate cold chain facilities for the new vaccines were provided. 

· However, Hib vaccine is one of the most expensive vaccines and Government funds for vaccine procurement are rather limited. The Ministry of Health of the FBiH, in its 2006 budget, required an amount of 1.800.000 BAM for immunization program support from the Government of the Federation of BiH, but received only 500.000 BAM, which is barely one third of the funds needed for sustainability of mandatory Immunization program 

· The budget gap in 2006 once more shows the present precarious state of the Immunization program in FBiH and raises the question of procurement continuity and implementation of mandatory immunization program in the Federation of BiH, as well as trust of health professionals and parents in the Program.

The National Immunization Advisory Board of FBiH reached an unanimous decision in terms of financing and procurement of Hib vaccine, and suggested to the Ministry of Health of FBiH to finish the pilot project on Hib immunization  in FBiH – and to find a mechanism for continuous provision of Hib vaccine, which is an important measure of protection of children against severe, life-threatening infections, caused by Haemophilus influenza type b. The Minister of Health in Federation of BiH approved and signed minutes of the National Immunization Advisory Board of FBiH Meeting (held on 10 May 2006).    

By applying for GAVI support for introduction of Hib vaccine for the five-year period 2007-2011, the Government of FBiH will have time to establish sustainable financing of the Mandatory Immunization Programme through the Federal Solidarity Insurance Fund

Pursuant to the results of the Hib RAT assessment in July 2004 RS decided to apply for GAVI support to be able to introduce Hib vaccine as soon as possible. 

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

	Disease
	Title of the assessment
	Date
	Results

	Hib
	Estimation of Hib Disease Burden in Bosnia and Herzegovina
	20-30 July 2004
	Disease burden relatively high, introduction of Hib-vaccination may be cost effective and justifiable 

	
	6a = Clarification from

RAT assessment team
	
	
[image: image4.emf]Doc6a..doc




A Hib Rapid Assessment was conducted in July 2004 and showed that the disease burden in BiH (Hib meningitis incidence 14.8 –27.2 / 100 000 in children below 5) was high enough to justify vaccine introduction. This incidence is comparable to or higher than the pre-vaccine era incidence rates of countries, which have already introduced Hib. See the table below. (from Document 6a ). 

Countries are given in ascending order of estimated Hib incidence during the pre Hib-vaccination period.  
	Country
	Pre-vaccine era Hib incidence per100 000 children <5y 
	
Hib vaccine introduction

	Croatia
	3.1
	Introduced

	Bulgaria
	5.9
	-

	Moscow, Russia
	5.7
	-

	Ukraine (HibRAT)
	4 – 12
	-

	Armenia (HibRAT)
	3 – 15
	-

	Germany
	8.0 - 9.0
	Introduced

	Slovenia
	10.7
	Introduced

	Uzbekistan (HibRAT)
	4 - 22
	-

	Moldova (HibRAT)
	10 - 16
	-

	Albania (HibRAT)
	15
	Considering

	Kyrgyzstan (HibRAT)
	5 – 25
	-

	UK
	11.0 – 18.0
	Introduced

	BiH (HibRAT)
	14.8 – 27.2
	Considering

	Sweden
	16.6 – 30.7
	Introduced

	USA
	19.3 – 68.6
	Introduced




According to crude cost calculations as indicated in the standard Hib RAT methodology, the annual cost of Hib vaccine in BiH (309 450 $, at 2,5$/dose), was well below the annual cost of treatment of Hib-associated diseases (574 000$ min - 1 056 800$ max). Only considering the cost of vaccines, Hib vaccination seems cost-effective in BiH.

The results of the Hib RAT in BiH were presented and discussed at an International Immunization programme Conference organized by the MoH and PHI of FBiH in Neum, 9-11 September 2004. 

There is a clear consensus among national immunization experts and the political leadership (Ministers of Health in the Entities and Cantons) that 

· the immunization programme (since long) is considered as a major public health priority, and that

· The introduction of Hib should be endorsed. 
However, the preliminary experiences of the pilot Hib vaccination in FBiH (see below) have indicated the vulnerability of the Hib vaccination programme if financial means are not secured and the number of dose per child is not kept at a minimum. Purchasing Hib-vaccine by regular competitive tenders is not considered to be financially sustainable. See the recently prepared Financial Sustainability Plan, Document 9 
· The Advise from WHO on strengthening of Hib disease laboratory diagnostics should be followed (Document 7). Further technical assistance was sought to achieve this aim. Presently, procedures for Hib diagnostics have been established at the laboratories in the clinical centres in Mostar, Sarajevo and Tuzla, as well at the Zenica cantonal hospital

In summary: 

· After the results of the HibRAT were presented, the government of BiH and the partners have taken determined steps to introduce Hib. Given the strong national immunization programme to accommodate new vaccines, and the interest of the public and the medical community for Hib; the ICC deems the introduction of national Hib vaccination to be feasible and beneficial in BiH, aiming at preventing the morbidity and mortality of severe Hib infection 

· The Ministries of Health, together with the immunization partner agencies, in the ICC thus recommend introduction of Hib vaccination if GAVI will support the programme for a period of five years and UNICEF procurement will be used thereafter. Else, it will not be feasible to start Hib vaccination in either RS or FBiH (where pilot use will be terminated during the summer 2006 according to the decision of the National Immunization Advisory Board of FBiH, as approved by the Minister of Health of FBiH.)
· (For Europe and Asia countries requesting support for Hib Vaccines). WHO advise on Hib introduction is attached:
	· WHO advise on introduction of Hib in this country
	Document 7 
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·  (if new or under-used vaccines have been already introduced)

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

The pilot introduction of Hib vaccination and management assessment of the immunization programme in the FBiH during 2003 revealed weaknesses in  

a) cold storage facilities, 

b) procurement process and 

c) stock management 

To resolve identified problems the following activities were carried out during 2004 and 2005 (see Annual progress reports for 2004 and 2005):

Bosnia and Herzegovina (national level):

· Advocacy and social material has been developed and distributed (with special emphasis to Hep B introduction),

· Communication plan is under development,

· Financial Sustainability Plan has been submitted and approved.,

· Hib rapid assessment has been conducted, Document 6a

· Injection Safety proposal have been submitted and approved 
· A new public procurement legislation has been introduced.

Federation of Bosnia and Herzegovina):

· Preparatory measures for the introduction of the neonatal Hep B vaccine,

· Appointment of a contact person for immunization from federal to facility levels,

· Establishment of an Independent Advisory Board for Immunization at the Federal MoH,

· Ministerial Decree on mandatory immunizations has been revised and issued annually

· List of contraindications was reviewed and AEFI surveillance system introduced,

· A new schedule for immunization has been developed and implemented,

· The Federation Solidarity Insurance Fund became responsible for financing of vaccines,

· A new reporting system has been developed and introduced to further enhance reporting, 

· A new vaccine stock management system has been introduced, including monthly reporting,

· Federal cold chain infrastructure has been improved with another cold room and a freezer for OPV. The present cold room and refrigerator capacity is sufficient for a one-year supply of all EPI vaccines including Hep B and Hib in mono-dose presentation. See Document 10 Refrigerator and freezer capacities in F-BiH, Survey April 2006.

. Republika Srpska.
· 4 seminars were held for strengthening Hep B introduction in East Sarajevo, Foca, Trebinje, Doboj, covering NIP, Hep B disease and vaccine, coverage, immunization quality and safety issues.

· In 2004 supervisory visits were conducted to 6 hospitals and 23 primary health centres, and in 2005 supervisory visits were conducted to 10 hospitals and 30 primary health centres, covering the administration of neonatal dose and following doses Hep B vaccination and other components of the Programme.

· Brcko District: The District PHI collaborates with both entities regarding training and monitoring of the Immunisation Programme
.

· Summary of the action points that address possible implications for storage capacity, staff training, cold chain, measures to avoid freezing of vaccines, logistics, drop out rate, wastage rate etc… in the Plan for Introduction 
Actions to be taken. Timelines are given in Document 8

Bosnia and Herzegovina (national level):

· National introduction of Hib vaccine in a three (2+1) dose schedule in year 2007
· Targeting 97% dose 1 coverage of eligible children in 2007, 
· 90% coverage of the third dose at 18 months of age in 2007 and
· no municipality below 85% 3-dose Hib coverage by 2007

· Continued monitoring of cold chain by standardized reporting forms at all levels
· Procurement of vaccines are since 2005 done through the entity Health Insurance Funds as requested by entity Public Health Institutes
·  based on Monthly/quarterly reports on vaccine used and remaining stocks. 
· Both entities expect to have planned stocks of all vaccines for 2007 and secured financing of vaccines procured by the government for the period 2007-2011, provided procurement of Hib is secured through GAVI funding
· Sentinel surveillance for rapid monitoring of Hib disease prevalence in both entities set up in 2006 – based on the established Hib laboratory diagnostics
Federation of Bosnia and Herzegovina

Following the recommendations of Immunization program management overview (June 2003), positive steps were taken in terms of vaccine and cold chain management, and the following recommendations of the WHO expert were accepted on FBiH level: 

· Federal level purchases vaccine semi-annually, having 3-months stock for most vaccines. 

· Cantonal level gets vaccines quarterly, having 1,5-months stock

· Municipal level gets vaccines on monthly basis, having 2-weeks vaccine stock. 

This procurement mechanism, in spite of increasing vaccine transportation costs, highly improves storage control and vaccine safety.

An Inventory of capacities of vaccine storage from level of vaccination centre – levels of municipality, Canton/regions and Public Health Institutes was performed in April 2006 See Document 10
Federal level: The capacity of cold chain in FBiH corresponds to the above mentioned vaccine procurement mechanism. Federal storage facility for vaccines has 2 locations, Mostar and Sarajevo. Public Health Institute of FBiH in Mostar has a cold chamber, with capacity of 9600 litres, and 8 refrigerators, with the total capacity of 510 litres, while FBiH PHI in Sarajevo has a cold chamber, with capacity of 23040 litres and 4 refrigerators, with the total capacity of 290 litters. The total capacity of vaccine storage capacity (+4 oC) on federal level is 33440 litres, which is sufficient for annual vaccine procurement for Immunization program, but due to having 2 locations (Mostar and Sarajevo), WHO recommended procurement mechanism is more adequate. 

Cantonal level The latest inventory of cold chain on cantonal level shows that there is no lack of refrigerator space, as far as cantonal storage capacity (+ 4 º C) is concerned. Even if the use of mono-dose vaccines is increased, we have adequate space for agreed quantities.

The ten cantons in the FBiH have 77 refrigerators, with the total capacity of 19 419. Health professionals are aware of importance of cold chain for the Immunization program, therefore we have planned a purchase of new refrigerators, in accordance with recommendations stated in the Financial sustainability plan for Immunization program. 

Municipal level
Each vaccination centre on municipal level has adequate cold chain equipment
The cold store capacity in F-BiH is considered sufficient also including storage of Hib-vaccine in mono-dose presentation 
.

Republika Srpska

· The cold storage capacity in RS is considered sufficient also including storage of Hib-vaccine in mono-dose presentation

· The immunization programme Decree in Republika Srpska will be revised to include three doses of mono-valent Hib vaccine at 2, 4 and 18 months of age from year 2007

· A comprehensive training program for Hib introduction, tailored on the programme for Hep B 
· Start of immunizations with Hib vaccine in Republika Srpska from January 2007 if when GAVI approval for Hib vaccine is expected 

· First preference: required number of doses and presentations of requested new and under-used vaccines. (For each one of the requested first preference of new and under-used vaccine, please use provided formulae)
The revised immunization schedule introduced in May 2004 in the FBiH aimed at introducing new and underused vaccines and to simplify and economize the programme by removal of unnecessary vaccinations and to minimise the number of injections per visit. 

The new programme added three doses of Hep B, at birth, 1 and 6 months of age, a total of 3 doses of Hib at 2, 4 and 18 months of age, and three doses of whole-cell DTP at 2, 4, and 6 months of age, and acellular DTP at 5 years of age. 

One pilot dose of Hib at 6 months of age [see below] and one dose of DTPa at 18 months of age were discontinued resulting in a reduction of the cost of vaccines for FBiH with about 20% (Document 9, BiH FSP January 2005).

Table 7.1: Estimated number of doses of mono-dose Hib vaccines  
	
	
	Formula
	2007
	2008
	2009
	2010
	2011

	A
	Number of children to be vaccinated with the first dose 1  
	#
	29849
	29716
	28970
	28248
	27542

	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 
	A x B/100 x C
	89547
	89148
	86910
	84744
	82626

	E
	Estimated vaccine wastage factor
	see list in table (
	1,05
	1,05
	1,05
	1,05
	1,05

	F
	Number of doses ( incl. wastage)
	 D  x E
	94024
	93605
	91255
	88981
	86757

	G
	Vaccines buffer stock 3  
	F (-F of previous year) x 0.25
	23506
	0
	0
	0
	0

	H
	Number of doses per vial
	#
	1
	1
	1
	1
	1

	I
	Total vaccine doses requested
	F + G
	117530
	93605
	91255
	88981
	86757

	K
	Reconstitution syringes (+ 10% wastage) 4
	I / H x 1.11
	130458
	103902
	101294
	98769
	96300

	L
	Total of safety boxes (+ 10% of extra need) 
	(J + K) / 100 x 1.11
	1448
	1153
	1124
	1096
	1069


	· 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:

NA

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

For programmatic reasons, introduction of a DT-whole-cell P-Hib combination vaccine is not considered feasible during the next 5-year period. 

The vaccination schedule described above, with Hep B at birth, 1 and 6 months and a minimal number of Hib doses would require DTP-Hib at 4 and 6 months, and DTP alone at 6 months, and monovalent Hib at 18 months. National and international partners strongly advise against using different formulations of Hib and of DTP at consecutive visits for each child. The risk of programmatic errors is judged high and unwarranted. The alternative would be to increase the number of Hib doses given from three to four. As either three or four doses of Hib are according to WHO recommendations, a number of European countries with high incidence of invasive Hib disease successfully use a 2+1 Hib schedule (all Nordic countries and Italy). Therefore, BiH see no reason for opting for the more expensive four-dose regime even if based on a DTwP-Hib combination.

The ICC members also considered the production and provision of combo DTP-Hib vaccine on the global level. The ICC concluded that there are still limited capacity and availability of combo vaccine suppliers. Therefore price of combo vaccine will still be high and not affordable, and that can easily jeopardize the whole effort invested into the introduction of new Hib vaccines in BiH.   

	· Attached is the plan of action for introduction of vaccinations with new or under-used vaccines, specifically Hib)

	Document number8
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9. Financial analysis and planning 
The Government of Bosnia and Herzegovina (BiH) has submitted the Financial Sustainability Plan (FSP) to GAVI on 30 January 2005. The FSP covers both two entities of the country, Federation of Bosnia and Herzegovina (FBiH) and Republika Sırpska (RS) and analysis financial sustainability based on programme objectives reflected in several scenarios, with their attributed future cost and financing projections. Therefore this section is a summary of the FSP and refers to its findings, indicating references. For detailed information, please refer to the BiH FSP dated 30 January 2005.

The total programme cost in BiH was 2.34 million US$ in 2004: 1.46 million in FBiH and 0.87 million US$ in RS. The expenditures on vaccines amounted to 1.18 million US$ (900 thousand in FBiH and 279 thousand US$ in RS) - almost a half of the total program cost (61% in FBiH and 32% in RS). (FSP, section 3.1, page 18)

The total NIP costs constituted 0.4% of the government health expenditures in FBiH and 0.3% in the RS in 2003. Cost per fully immunized child was 78 US$ in FBiH and 56 US$ in RS in 2004. (FSP, executive summary) 

The future total cost of the programmes in both entities increases from 2.34 million US$ in 2004 to 2.93 million US$ in 2010 (according to the baseline scenario) (FSP, section 4, table 4). The share of vaccine costs remains approximately 50%. The expected increase is attributed to;

· the raise in cohort size and increase in coverage rates for some antigens in FBiH and,

· personnel and shared personnel cost increase by 13% due to inflation and cold chain equipment replacement in 2009 and 2010 in RS.

The basic scenario is based on the assumption that no changes in the immunization schedule are expected, which is;

· for FBiH, the most expensive vaccines such as DTaP, Hep B mono (thiomersal free 1st dose), MMR and Hib vaccines procurement will be made directly on the market;

· for RS, continuing the procurement of MMR directly from the market while Hep B vaccines will be procured at UNICEF rates after GAVI support ends in 2007.

Basic scenario for FBiH is the most costly one, therefore financial analysis is based on that in order to observe widest financial gap that may occur. Hib vaccine has already been piloted in FBiH and vaccine has been used in the vaccination schedule. The procurement modality is now challenged and the present Ministry of Health realises the potential threat to the basic Immunization Programme if the existing procurement modality is not changed. According to future resource requirement projections, the vaccine costs is expected to remain high; from 989 thousand in 2005 to 1,076 thousand US$ in 2011). Therefore, the pilot use of Hib vaccine will be discontinued and alternative scenarios based on shifting procurement modality are considered, namely shifting from market to UNICEF and/or to any measure which provides to purchase at UNICEF prices, which should result in significant savings in vaccine costs up to 50% and consequently in total resource requirements up to 39%. (FSP, section 4.2)

RS did not introduce Hib vaccine yet but expected to do soon if funding is provided by GAVI. Therefore, basic scenario is not a realistic one to reflect future cost of the programme. 2nd and 3rd alternative scenarios cover Hib introduction in 2005 (Note that FSP was prepared late 2004, assuming that introduction might take place in 2005). Therefore, it is more realistic to conduct analysis of future costs based on 2nd and 3rd alternative scenarios. Difference between those two scenarios is only the procurement modality (FSP, figure19, page 32). 2nd alternative scenario envisages that existing vaccines will be purchased using the same procurement modality (MMR being purchased from market) and Hib vaccine through UNICEF and/or at UNICEF prices. 3rd alternative scenario envisages that all vaccines, including Hib, will be purchased through UNICEF and/or at UNICEF prices (FSP, section 4.3.2). Incremental cost of introducing Hib vaccine is estimated to be approximately 100 thousand US$, except establishing buffer stock during the first year, which can also be considered as an anticipated financing gap after GAVI support period, if public funding (state or insurance) for the programme is not increased. But on the other hand, it should be noted that share of vaccine costs in the total programme cost is nearly half of the FBiH level. So, it is likely that RS will easily be able to fund the anticipated financial gap from public funds. 3rd alternative scenario, changing the procurement modality of MMR vaccine from market to UNICEF and/or to any measure which provides to purchase at UNICEF prices results with significant amount of savings which covers full incremental cost of Hib vaccine introduction. It should be considered as a potential and feasible measure (priority action) to secure financing of the programme after GAVI support period.

As a result, no funding gap is expected in BiH if;

a) current approaches are sustained in FBiH and 2nd and 3rd alternative scenarios implemented in RS and

b) both secure and probable financing is considered.

The funding gap can occur if the state (either general budget or insurance funds) fails to provide necessary resources (recognized as “probable”) timely for the procurement of vaccines and injection supplies. But it should not be taken as a major threat, where the public spending on health care as a percentage of GDP is around 8%.

Therefore, the financial sustainability in BiH is understood as securing public resources (increasing its reliability) and improving both technical and allocative efficiency (FSP, section 5). Priority elements of the financial sustainability strategy in both entities are as follows;

· to ensure that responsibilities for the financing of the NIP are clearly defined in the legislation and enforced,

· vaccines are procured at the lowest cost (close to UNICEF rates).

One more strategy element particularly in the FBiH is advocacy to increase knowledge and change attitude of health care providers towards the rationale of vaccination, adverse events and contraindications, to avoid negative public attitude toward certain antigens resulting in the failure of planned routine vaccination and/or introduction of extremely costly alternatives.  

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

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


· For countries that have not completed a FSP:

	· The attached document summarises the results of most recent efforts to conduct the needed financial analyses and prepare a FSP. (if already contained within the national, comprehensive  multi-year plan, indicate pages)
	Document number……




Please follow the latest version of the financial analysis tool which is available @ http://www.who.int/immunization_financing/tools/annexes/en/
10. Summary of requests to GAVI and the Vaccine Fund

With reference to all points presented above, the Government of Bosnia and Herzegovina, 

Considering that its DTP3 coverage for 20 was 84% corresponding to 30188 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
SUPORT FOR IMMUNIZATION SERVICES 

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

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

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

· Countries requesting immunization services support should submit the “Banking Details” form (Annex 2) with their proposal.
NA

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: (fill in only what is being requested from the Vaccine Fund in line with tables 7.1…)

	Table 8: New and under-used vaccines requested from GAVI and the Vaccine Fund (fill in the annual amount of row “I” of table 7.1.  Specify one additional row for each presentation of any vaccine as per tables 7.2, 7.3, …) 

	Vaccine presentation


	Number of doses per vial
	Starting month and year 
	Number of doses requested for first calendar year, 2007
	Number of doses requested for second calendar year 2008 *

	Hib
	1
	Dec 2006
	117530
	93 605

	· Vaccines will also be requested for following years as described in tables 7.1: 

2009, 2010 and 2011


· Vaccines will be procured (tick only one) : 

                                   By UNICEF ◙  Yes                                            By GOVERNMENT

· (If vaccines are proposed to be procured by the Government) 
Process and procedures of the National Regulatory Authority to control the purchase and delivery of vaccines into the country, including weaknesses, constraints and planned measures to improve the control system:

 

· (In case you are approved, you will be entitled to receive a lump-sum of US$ 100,000 to facilitate the introduction of new vaccines) Please submit the attached “Banking Form” ( Annex 2) with the proposal, in case you have not yet already done so for other types of support from GAVI/The Vaccine Fund.. 
Not applicable for a second new vaccine

10.2 SUPPORT FOR INJECTION SAFETY 

NA 

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

(Tick one choice only):
The amount of supplies listed in table 9





The equivalent amount of funds

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

	
	ITEM
	2007
	2008
	2009
	2010

	
	
	for other vaccines
	
	
	
	

	 K
	Total  of reconstitution  syringes 
	
	
	
	

	 L
	Total  of safety boxes
	
	
	
	


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

See Document Number 2 -ICC minutes from three most recent meetings 
The ICC has considered the introduction of combo DTP-Hib vaccine in BiH immunization programme and decided to request Hib monovalent vaccine from the GAVI and VF. 

Beside of rational and programmatic reason explained and elaborated in Doc. 8 attached to the GAVI proposal, decision was based on the following concerns:

· The capacity of combo DTP-Hib vaccine suppliers are limited to satisfy all demands and price of vaccine is still high, therefore that can cause unsecured procurement and provision of the DTP-Hib combo vaccine and can seriously jeopardize immunization coverage and huge effort invested in introduction of new Hib vaccine in immunization programme of BiH

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
	NA

	4
	a) The terms of reference of the ICC
	NA

	
	b) The ICC’s workplan for the next 12 months
	1

	
	c) The minutes of the three most recent ICC meetings or any meetings concerning the introduction of new or under-used vaccines or safety of injections
	2

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

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

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

	7
	a) The Situation Analysis of Injection Safety and Waste Disposal or Report of the most recent Injection Safety and Waste Disposal Assessment
	5 

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

	
	c) The Policy on Injection Safety and Waste Disposal or a Draft Policy awaiting endorsement
	3

	
	d) The plan to achieve Safe Injections (including plans for transition to auto-destruct syringes) and Safe Management of Sharps Waste or relevant pages of the health plan.
	4

	8
	a) WHO’s advise on introduction of Hib in this country (for European and Asian countries)
	7

	
	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

c) Hib Disease Burden assessment RAT)
	8

6

	9
	Updated Financial Sustainability Plan (or a summary of the relevant financial analysis for preparation of the FSP)
	…NA


Not applicable for this proposal

ANNEX  2

	GLOBAL ALLIANCE FOR VACCINES AND IMMUNIZATION


	
	Banking  Form

	

	SECTION 1 (To be completed by payee)

	
	

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

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

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



	Name of Institution:

(Account Holder)
	

	Address:
	

	
	

	
	

	City – Country:
	

	Telephone No.:
	
	Fax No.:
	

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

	For credit to:       Bank account’s title
	

	Bank account No.:
	

	At:                    Bank’s name
	

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

	By whom is the account audited?
	

	Signature of Government’s authorizing official:



	
Name:
	
	Seal:



	Title:
	
	

	Signature:
	
	

	Date:
	
	

	
	
	


	SECTION 2 (To be completed by the Bank) 

	

	FINANCIAL INSTITUTION
	CORRESPONDENT BANK 

(In the United States)

	Bank Name:
	
	

	Branch Name:
	
	

	Address:


	
	

	
	
	

	City – Country:
	
	

	
	
	

	Swift code:
	
	

	Sort code:
	
	

	ABA No.:
	
	

	Telephone No.:
	
	

	Fax No.:
	
	

	
	
	

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

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



	1  Name:

Title:
	
	Signature:                    
	

	
	
	Date:
	

	2  Name:

Title:
	
	Seal:

	
	
	

	
3  Name:

Title:
	
	

	
	
	

	4  Name:

Title:
	
	

	
	
	


COVERING LETTER

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

                                                           



Att. Dr Tore Godal

                                                           



Executive Secretary

                                                           



C/o UNICEF
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Haemophilus influenzae type b (Hib) meningitis in the pre-vaccine era: a global review of incidence, age distributions, and case-fatality rates (WHO/V&B/02.18), and 


HibRATs conducted by WHO.








� 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.





� Auto-disable syringe: Disposable syringe which blocks itself to render it impossible to re-use
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Kolodvorska 6, 71 000 Sarajevo


Bosnia and Herzegovina


Telephone 387 33 230 118


Facsimile  387 33 642 970
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Minutes


Interagency Coordination Committee Meeting


Sarajevo, 5 April 2006

Present: 
Dr Aida Ćemerlić, Deputy Director Federal PHI


Dr. Mitar Tesanović, EPI Coordinator, RS


                  Dr. Fani Majkic, EPI Coordinator, Federal Ministry of Health


Dr. Mirsada Mulaomerović, Federal Public Health Institute




Mr. Haris Hajrulahović, WHO B&H




Dr. Rankica Bahtijarević, MOCA

Kerry Neal, Project Officer IBCPS UNICEF B&H




Dr Selena Bajraktarević, UNICEF B&H


Other invited members of the GAVI entity committees or invitees who could not attend the meeting: 


Dr. Vjekoslav Mandić, Minister, Federal Ministry of Health


Dr. Ranko Skrbić, Minister, Ministry of Health and Social Welfare, RS


Dr.  Milorad Balaban, Director, RS Public Health Institute




Ms Mirjana Karahasanović, World Bank


Dr. Šerifa Godinjak, Ministry of Civil Affairs, B&H 


Dr. Jasna Šadić, Epidemiologist, Brcko District

Dr. Zlatko Vučina, Director, Federal Public Health Institute


Prof. Dr. Zlatko Puvačić, Federal Public Health Institute


Agenda



· Vaccines Procurement Plan for 2006 and Action Plan for custom and vaccines transportation (Kerry, Selena, Srdjan)

· Timetable of main GAVI related activities in 2006: 


Annual Progress Report (APR) towards sustainable introduction of HepB and injection safety -deadline 15 May; (Selena, Haris)


Update and revision of Proposal to GAVI for Hib vaccines – deadline 6 June;


(Selena, Haris)


· Other

Conclusions:


1. Due to lack of funds for vaccines procurement UNICEF BiH ordered 65% of OPV vaccines required by entity/district governments for year 2006, if money arrive required DTP and OPV will be ordered later ( UNICEF BiH) 

2. The official letter with exact number of OPV doses ordered by UNICEF will be sent to EPI coordinators ( Dr. Selena Bajraktarevic)

3. MoCA will check who was the coordinating and proposing Ministry involved in procedure of signing the UNICEF’s Country Programme Action Plan 2005-2008 signed by Mr. A.Terzic. That information is needed for getting the approval for custom clearance from Ministry of Finance required for vaccines and syringes donated by GAVI ( Dr. Rankica Bahtijarevic)


4. Federal Ministry of Health will inform ICC members how they overcome the problem related to the custom clearance documents (Dr. Fani Majkic)


5. For the first time entity governments toke over custom clearance and internal transportation of vaccines and devices provided by UNICEF/GAVI. Due to complex administrative structure of the country many difficulties occurred and delay in getting all papers needed for import of syringes which are already stored in central warehouse of transportation company Lagermax.  UNICEF agreed if necessary to pay for storage of syringes on the exceptionally basis but no longer than 15 days of storage. It means that UNICEF will pay for storage only till 15 April no longer then that date. 

6. ICC members proposed instead of three to put only one consignee address for vaccines and devices in order to simplify very complicated procedure in getting all papers for custom clearance. Also, ICC members proposed to invite both Ministers of Health on the next ICC meeting to discuss that issue with them. 

( UNICEF BiH )  

7. According to the Low on VAT article 29, By low on VAT low enforcement articles 52 and 62 entity governments can ask for VAT to be paid back


8. WHO consultant Dr. Patrick Olin is coming on 25 April to Bosnia and he will provide assistance to immunizations entities team in preparation of the Annual Progress GAVI Report (APR) on HepB and injection safety. Also, the application for Hib introduction will be revised and updated in order to be submitted to GAVI by 6 June. The deadline for the submission of APR is 15 May.


9. The next ICC meeting will be organized on the end of Patrick’s mission mid of May. (UNICEF BiH)

Minutes


2nd Interagency Coordination Committee Meeting


Sarajevo, 4 May 2006

Present: 
Dr. Milorad Balaban, Director PHI RS

Dr. Mitar Tesanović, EPI Coordinator, RS


                  Dr. Fani Majkic, EPI Coordinator, Federal Ministry of Health


Dr. Mirsada Mulaomerović, Federal Public Health Institute




Prof. Dr. Zlatko Puvacic, Federal PHI



Dr. Patrick Olin, Consultant WHO



Dr. Selena Bajraktarević, UNICEF B&H


Other invited members of the GAVI entity committees or invitees who could not attend the meeting: 


Dr. Vjekoslav Mandić, Minister, Federal Ministry of Health


Dr. Ranko Skrbić, Minister, Ministry of Health and Social Welfare, RS


Dr.  Zlatko Vucina, Director, Federal PHI




Ms. Mirjana Karahasanović, World Bank


Dr. Šerifa Godinjak, Ministry of Civil Affairs, B&H 


Dr. Jasna Šadić, Epidemiologist, Brcko District


Dr. Aida Cemerlic, Deputy Director, Federal PHI


Mr. Haris Hajrulahovic, WHO LO

Agenda



· Review of WHO/UNICEF Joint Reporting Immunization Form for the year 2005 

(Dr. S. Bajraktarevic; UNICEF, Dr. P.Olin; WHO)

· Presentation  of the Annual Progress Report (APR) towards sustainable introduction of HepB and injection safety ; (Dr. P. Olin; WHO) 


· Presentation of Bosnia and Herzegovina’s proposal for Hib vaccine revised according to the GAVI request (Dr. P. Olin; WHO)


· Other

Conclusions:


10. The members of ICC agreed to submit required amendments/changes to Joint Reporting Immunization Form and Annual Progress GAVI Report for BiH for 2005 by tomorrow, Friday, 5 May

11. Dr. Majkic and Dr. Tesanovic will update financial report within APR as well as detailed description of legislation related to vaccines purchase procedure.

12. The Annual Progress Report to GAVI is approved and accepted by ICC members and will be signed by both entity Ministers of Health before submission to GAVI Secretariat

13. With regards to Hib vaccine proposal, it was agreed to add estimated coverage for Hib1 and Hib2 into the existing table. 


14. The Immunization Advisory Body will meet on 10May to discuss the piloted Hib vaccination in Federation of BiH. After that meeting Federal Minister of Health will be able to complete the Hib proposal and to provide required explanation for the GAVI. 


15. All ICC members agreed that Hib vaccine proposal will be submitted to GAVI by 6th June, with required explanation and hope that GAVI will accept and approve the support for introduction of Hib vaccination for the whole country, since governments of BiH is not able to afford sustainable Hib vaccination from their funds.   


Minutes


3rd Interagency Coordination Committee Meeting


Sarajevo, 5 June 2006

Present: 
Dr. Aida Cemerlic, Deputy Director PHI FBIH

Dr. Senka Dimitrijevic, on behalf of Dr. Balaban and Dr. Tesanovic

                  Dr. Fani Majkic, EPI Coordinator, Federal Ministry of Health


Dr. Mirsada Mulaomerović, Federal Public Health Institute




Dr. Brankica Bahtijarevic, Ministry of Civil Affairs BiH



Dr. Patrick Olin, Consultant WHO (conference call)




Mr. Haris Hajrulahovic, WHO



Dr. Selena Bajraktarević, UNICEF B&H


Other invited members of the GAVI entity committees or invitees who could not attend the meeting: 


Dr. Vjekoslav Mandić, Minister, Federal Ministry of Health


Dr. Ranko Skrbić, Minister, Ministry of Health & Social Welfare, RS


Dr.  Zlatko Vucina, Director, Federal PHI




Ms. Mirjana Karahasanović, World Bank


Dr. Šerifa Godinjak, Ministry of Civil Affairs, B&H 


Dr. Jasna Šadić, Epidemiologist, Brcko District


Dr. Milorad Balaban, Director, RS PHI


Dr. Mitar Tesanovic, EPI Coordinator, RS

Agenda



· Approval of HIB Proposal revised by BH Governments according to the GAVI letter

Conclusions:

The members of ICC have approved revised Proposal for introduction of Hib vaccine in accordance with GAVI requirements, and will forward electronic copy to GAVI Secretariat by COB today. The signed copy of the document will be forwarded to GAVI Secretariat by the Minister of Civil Affairs of BiH as soon as possible.
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Document 
1


Workplan of the Inter Agency Co-ordinating Committee (ICC) for the next 12 months 

Major functions and responsibilities of the ICC for the next 12 months:


Discusses achievements and failures of the Annual Plans of Action for Immunization in the context of the Multi-year Strategic Plan for Immunization  (2002-2006) as well as additional activities/interventions aiming to meet operational immunization coverage and disease reduction targets, to ensure safe immunization practices and vaccine wastage reduction 


Follow up on implementation of the recommendations proposed by the  Management Immunisation Review team required for improvement of immunisation system in Federation of Bosnia and Herzegovina and in entire country.


Participates into field assessments of basic strategies and activities of the Multi-year Plan such as safe immunization practices, wastage reduction, cold chain effectiveness, adequacy of recording and reporting of VPDs, immunization coverage and AEFI.


Discusses financing of the Immunization programme in BiH and mobilizes resources for important needs not met. Follow up on recommendations proposed by the Financial Sustainability Plan in order to avoid vaccines stock out.

Follow up on media reporting related to the immunization programme 


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


· Ensure the flow of information between ICC members with clear definition and division of  roles and responsibilities


· Organize meetings on a quarterly basis and on request if needed


· Ensure the preparation of meetings including documentation, agenda etc, involving all partners in the development of plans and monitoring implementation of activites and ensuring transparency of partners' (including MOHs) support to immunization


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


· Hib 1 coverage by entities and District; Target for 2007: 97%


· Hib 3 coverage by entities and District; Target for 2007: over 90%


· Monitoring of wastage rate for Hib mono-dose vaccines by entities and District; Target for 2007 <5%
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Date: 27 September 2005

Dr Safet Halilovie
Minister of Civil Affairs

Ministry of Civil Affairs of Bosnia and
Herzegovina

Trg BiH |

71000 Sarajevo

Bosnia and Herzegovina

urrtroce: Lares
By i Fax: +38733 221 074
o T e

ssed 10 fearn that Bosnia and Herzegovina has decided to submit a proposal to the
ine Fund for immunization against Haemophilus influenzae type b (Hib). The
WHO Regional Office for Europe would like to express our support to this uscful initative,

As you may remember, a team of WHO experts in collaboration with their national colleagues
carried out & rapid assessment of Hib disease burden in Bosnia and Herzegovina (Hib RAT) on
20-30 July 2004. Results of this assessment were presented and a report by the Hib RAT Team
‘was submitted to health authorities.

Further to this we are pleased to provide you with a clarification note prepared by the Hib RAT
Team (attached to this letter). We believe that this document will be helpful in the preparation of
the countey's proposal for the GAVI/ Vaccine Fund support.

The Hib RAT team confirms that their assessment has revealed that the disease burden of Hib
is high cnough (o justify the introduction of Hib vaccine. The incidence of Hib meningitis in
‘your country was found to be between 148 and 27.2, in the other words, compatible or even
higher than incidence rates in other countries of Europe which have introduced Hib vaccine in
their national immunization programmes. In addition to that, cost calculations performed by the
Hib RAT Team indicated that,in addition to heath benefits, Bosnia and Herzegovina can cxpet
certain cost-benefit from the country-wide imsmunization with Hib vaccinc.

We expect that the country-wide introduction of this vaccine will provide an excelient
opportunity to publicize the immunization activities and increase the public awareness about the
vaccine preventable diseases, achicvements of the immunization programmes and benefits
resulted from immunization.

Tolophone: 4539 171569 E-mait
Fax 639171863 Wabsie:

slo@euromhoint






[image: image2.png]The Regional Office s ready to provide Bosnia and Herzegovina with further technical support
for the country-wide introduction of Hib vaccine, if necessary.

‘We look forward to our further collaboration.
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Reducing Disease Burden
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Copy for information

M Tomo Lucic, Minister of Healih, Minisiry of Health Federarion of Bosnia and Herzegovina, Titova 9, 71000
‘Sarsjevo , Bosnia and Herzegovina, Phone: +387 33 664246, Fux/Phone: +387 33 664245, Email
Kab.moh @binetba

D 1vo Kormljenovic, Minister of Health and Social Care, Ministy of Health and Social Care of Republika Sroska,
Zaave Korde 8. 78000 Banja Luka . Bostia and Herzegovina, Phone: +387 51216 600, Fax: +387 51 216 601,
‘Eamail: ministarstvo-zdrfa @blic.net <maiho;ministarstvo-zdtavlia @blic e

Dr Harls Hajrulabovic, WHO Liaison Officer, WHO Country Offie, Bosnia and, Herzegoving, Marsala Tita
Street 48, 71000 Sarajevo, Bosaia and Herzegovina

Dr Patrick Olin, WHO Consultant
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National Plan of Action to Improve Immunization injection safety and safe disposal in BiH


		3.1. Specific Objective: Injection equipment and safety boxes

To ensure adequate supply and distribution of injection equipment and supplies including AD syringes and safety boxes necessary to ensure injection safety



		Activity

		2006

		2007

		2008

		2009

		2010



		a) transition to the use of AD syringes and safety boxes for all immunization 

		Q1,2 

		

		

		

		



		b) Bundling of  AD syringes and safety boxes using the existing distribution system 

		Q1,3

		Q1,3

		Q1,3

		Q1,3

		Q1,3



		c) Annual update and approved of by the administrative unite the forecast tables for adequate supplies of injection and disposal equipment 

		Q4

		Q4

		Q4

		Q4

		Q4



		3.2.Specific Objective: Safe disposal of used injection equipment


To ensure the safe collection and disposal of injection equipment including AD syringes and safety boxes for subsequent destruction 



		Activity

		2006

		2007

		2008

		2009

		2010



		a) Implementation of rapid assessment …(conducted during 2005)

		Q1,2,3,

		

		

		

		



		b)Following the results of the rapid assessment and mapping, selection and approval of adequate waste disposal systems for health care facilities at all levels

		Q4

		Q1,2,3,4

		Q1,2,3,4

		Q1,2,3,4

		Q1,2,3,4



		c) Setting up of a National Coordination Mechanism in order to implement the approved waste disposal systems,…  

		Q4 2005 and Q1 2006

		

		

		

		



		3.3 Specific Objective :Training



		Activity

		2006

		2007

		2008

		2009

		2010



		a) Adaptation of educational training material for health care staff of different levels on injection safety and safe disposal 

		Q4 during 2005 and Q1,2 during 2006

		

		

		

		



		b) Identification and training of epidemiologist and/or medical senior technicians  in vaccine management, surveillance and supervision …. 

		Q4 during 2005 and Q1,  in 2006 

		

		Q1,2

		

		Q1,2



		c) Training health care workers in injection safety …,

		Q1,2,3,4

		

		Q2,3,

		

		Q2,3



		d) Developing education material for other professional categories involved in injection safety and safe disposal

		Q1,2,3,4

		

		Q1,2,3,4

		

		



		e)Identification and involvement of responsible institution for training of non medical professionals  ….

		Q3,4

		Q1,2

		

		

		



		f) Inclusion of injection safety issues in the educational curriculum ….

		

		Q1,2,3,4

		Q1,2,3,4

		

		



		3.4. Specific Objective: Monitoring of injection safety and safe disposal and AEFI



		Activity

		2006

		2007

		2008

		2009

		2010



		a) adaptation of the existing system with regard to safety injection and safe disposal 

		Q2,3,4

		

		

		

		



		b) development of supervision tool for monitoring injection safety and safe disposal, that could include the indicators listed below 

		Q3,4

		Q1,2,

		

		

		



		c) Implementation of supervision activities (… 

		Q3,4

		Q1,2,3,4

		Q1,2,3,4

		Q1,2,3,4

		Q1,2,3,4



		d) Implementation of regular injection safety assessment

		

		Q3,4

		Q1,2

		

		Q3,4



		e) Implementation of national immunization coverage survey

		Q3,4

		Q3,4

		Q3,4

		Q3,4

		Q3,4



		Indicators to monitor safety

		

		

		

		

		



		Proportion of health facilities, regions/cantons…

		Q2,4


Target: 25% of health facilities

		Q2,4


Target: additional 25% of new health facilities (in total 50%) 

		Q2,4


Target: additional 25 % of new health facilities (in total 75%) 

		Q2,4


Target: additional 20% of new health facilities (in total 95%)

		Q2,4


Target: additional 5% of new health facilities (in total 100%)



		Prop. Of health facilities with no shortage of vaccines…

		Q2,4,


Target: 70% of health facilities 

		Q2,4


Target: additional 20% of new health facilities (in total 90%)

		Q2,4


Target: additional 10% of new health facilities (in total 100%) 

		Q2,4




		Q2,4



		Prop. of health facilities where injections are administrated …. 

		Q4 


Target: 25% of health facilities 

		Q4


Target:  additional 25% of new health facilities (in total 50%)

		Q4,


Target: additional 25%


new health facilities( in total 75%)

		Q4,


Target: additional 20% of new health facilities (in total 95%)

		Q4


Target: additional 5% of new health facilities (in total 100%)






		Number of confirmed adverse events following immunization

		Q4


Target: 60%

		Q4


Target: 20% (in total 80%)

		Q4


Target:

10% ( in total 90%)

		Q4


Target: 5% (in total 95%)

		Q4


Target: 5% (in total 100%)



		Proportion of health care facilities that are provided with safety boxes for EPI vaccines

		Q2,4

Target: 40% of health facilities

		Q2,4

Target: additional 20% of new health facilities (in total 60%)

		Q2,4

Target: additional 20% of new health facilities (in total 80%)

		Q2,4

Target: additional 10% of new health facilities (in total 90%)

		Q2,4

Target: additional 10% of new health facilities (in total 100%)



		Prop. of health care facilities with a functioning system for sharps waste collection…

		Q4

Target: 40% of health facilities

		Q4

Target: additional 20% of new health facilities (in total 60%)

		Q4

Target: additional 20% of new health facilities (in total 80%)

		Q4

Target: additional 10% of new health facilities (in total 90%)

		Q4

Target: additional 10% of new health facilities (in total 100%)



		Prop. of health facilities where used syringes/needles can be found in the garbage 

		Q4

Target:60% of health facilities

		Q4

Target: 40% of health facilities

		Q4

Target: 20% of health facilities

		Q4

Target: 10% of health facilities

		Q4

Target: 0% 



		3.5. Specific Objective: Public Awareness 



		Activity 

		2006

		2007

		2008

		2009

		2010



		a) Reinforcement of the national strategy of communication in the area of injection safety …

		Q1,2,3,4

		Q1,2,3,4

		Q1,2,3,4

		

		



		b) Development, publishing and distribution of material on injection safety … 

		Q3,4

		Q1,2,3,4,

		

		Q1,2,3,4

		



		c) Information of the strategy planners,  decision makers on risk factors…

		Q1,2,3,4

		Q1,2

		Q1,2

		Q1,2,

		Q1,2
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Document 8


Strategic plan for introduction of Hib vaccine into the BiH immunization programme


Background

Bosnia and Herzegovina (BiH) is located in the west part of the Balkan Peninsula. BiH borders the Republic of Croatia on the North, West and South; and the Federal Republic of Yugoslavia on the East. The landscape is mountainous and nearly half of its area is covered with forests. BiH gained its independence in 1992, after the collapse of former Yugoslavia. According to the Dayton agreement signed in 1995, the country comprises of two entities: the Federation of Bosnia and Herzegovina (FBiH) and the Republika Srpska (RS), as well as the independently administered district of Brčko. The pre-war population, according to the last census taken in 1991, was 4 518 456 people. An official census of the population has not yet been undertaken in the post-war period. The BiH Bureau of Statistics gives a national estimate of approximately 3 800 000 for 2002. 


Approximately three fifths of the population were urban residents, with the remaining two fifths living in rural areas..


The Multi year immunization programme strategic plan 2002-2006 (the ‘Multi-year plan’) currently guiding the implementation of EPI in BiH was prepared in 2001 with a strategic direction consistent with GAVI goals. Specifically, the Plan outlines objectives to achieve polio eradication, measles elimination, control diphtheria and meningococcal disease, reduce hepatitis B carriage rates, and to assess the burden of Hib disease. 


Since the Multi-year plan was developed, the Ministry of Health in F-BiH addressed the emerging priority of combating Haemophilus influenzae type b (Hib) invasive disease by pilot use of Hib vaccine in a four dose schedule at 2, 4, 6 and 18 months of age. The pilot project coincided with a major upheaval of the immunization programme triggered by an alleged serious adverse event after a Unicef donated whole-cell DTP in 2002. An ensuing Immunization Programme review in June 2003 initiated major changes of the programme management concomitant with preparations for introduction of neonatal Hep B vaccination and a new optimised vaccination schedule as described in Annual Reports to GAVI for 2003 and 2004.


The MoH in F-BiH, advised by the Independent Expert Group on Immunization in the entity, considered options to the four-dose Hib schedule: 


In the “traditional” EPI schedule DTP, OPV, HepB and Hib are given together at 6 weeks, 10 weeks and 14 weeks. This schedule is likely to provide better chances to complete immunization series (and protect the child) at an early age and will allow to reduce the number of visits for immunization since all these antigens are given during the same visit. In addition to that, the use of combined vaccines in this schedule would reduce the number of injections”


However, this schedule with Hib vaccine given at early age together with DTP is especially relevant for countries with many Hib cases occurring in early childhood (before six months of age). 


In Europe proportion of Hib cases in children below 1 year of age is known to be lower than in other Regions, as presented in the WHO document WHO/V&B/02.18 “Haemophilus influenzae  type b (Hib) meningitis in the pre-vaccine era: a global review of incidence, distribution and case fatality rates”.

The third dose given at later age (as it is done in Nordic countries and some other European countries) would provide a better immunity. Four-dose Hib schedules (used in a number of European countries) would also provide a better protection but to significantly increased cost of Hib immunization.


The MoH in F-BiH decided that the Immunization schedule introduced in May 2004 should include Hib vaccine in a three dose schedule at 2, 4 and 18 months, following the so called Nordic schedule with a delayed third dose to obtain better long term protection. Hib incidence during the first six month after birth was considered to be low in Bosnia as in other European countries. Two doses given during the first six months of life have been shown to be protective in European countries with high pre-vaccination incidence of Hib.


A Hib Rapid Assessment was conducted in July 2004 and showed that the disease burden in BiH (Hib meningitis incidence 14.8 –27.2 / 100 000 in children below 5) was high enough to justify vaccine introduction (Document 6, with clarification from the RAT assessment team, Document 6 a). This incidence is comparable to or higher than the pre-vaccine era incidence rates of countries, which have already introduced Hib. See the table below (from Document 6).

		Country

		Pre-vaccine era Hib incidence per100 000 children <5y 

		
Hib vaccine introduction



		Croatia

		3.1

		Introduced



		Bulgaria

		5.9

		-



		Moscow, Russia

		5.7

		-



		Ukraine (HibRAT)

		4 – 12

		-



		Armenia (HibRAT)

		3 – 15

		-



		Germany

		8.0 - 9.0

		Introduced



		Slovenia

		10.7

		Introduced



		Uzbekistan (HibRAT)

		4 - 22

		-



		Moldova (HibRAT)

		10 - 16

		-



		Albania (HibRAT)

		15

		Considering



		Kyrgyzstan (HibRAT)

		5 – 25

		-



		UK

		11.0 – 18.0

		Introduced



		BiH (HibRAT)

		14.8 – 27.2

		Considering



		Sweden

		16.6 – 30.7

		Introduced



		USA

		19.3 – 68.6

		Introduced








According to crude cost calculations by the as indicated in the standard HibRAT methodology, the annual cost of three doses of Hib vaccine in BiH (309 450 $, at 2,5$/dose), was well below the annual cost of treatment of Hib-associated diseases (574 000$ min - 1 056 800$ max). Only considering the cost of vaccines, Hib vaccination seems cost-effective in BiH in the currently used schedule.

 The study indicated that routine immunization against this disease was warranted and cost effective, even with the relatively high vaccine costs compared with traditional EPI vaccines. 


The assessment indicated the need of strengthening BiH Hib laboratories in order to reach WHO proficiency standards in culture, isolation and identification of Haemophilus influenzae type b, (see recommendations from WHO Euro, Document 7).

Subsequent to the Hib Assessment in 2004, the present plan was developed to include Hib vaccine into the national routine schedule, building on the experiences from the pilot use of the vaccine in the Federation of BiH. During a recent meeting of the National Advisory Board of the Ministry of Health of the FbiH on 10 May 2006 pilot project results – use of Hib vaccine into mandatory Immunization program for children in FbiH – as well as the question of financial sustainability of the mandatory Immunization program for children in FBiH – were discussed. 


At the meeting it was concluded that 


· results of the pilot project and study of the «Hib rapid assessment», carried by WHO experts, proved justification of introduction of this vaccine into mandatory Immunization program for children (cost benefit). 


· Meningitis morbidity rate among children up to 5 years of age was decreased, vaccine was well accepted by health professionals, the trust of parents in Immunization program was regained and adequate cold chain facilities for the new vaccines were provided. 


· However, Hib vaccine is one of the most expensive vaccines and Government funds for vaccine procurement are rather limited. The Ministry of Health of the FBiH, in its 2006 budget, required an amount of 1.800.000 BAM for immunization program support from the Government of the Federation of BiH, but received only 500.000 BAM, which is barely one third of the funds needed for sustainability of mandatory Immunization program 


· The budget gap in 2006 once more shows the present precarious state of the Immunization program in FBiH and raises the question of procurement continuity and implementation of mandatory immunization program in the Federation of BiH, as well as trust of health professionals and parents in the Program.


The Advisory Board reached an unanimous decision in terms of financing and procurement of Hib vaccine, and


suggested to the Ministry of Health of FBiH to finish the pilot project on Hib immunization  in FBiH – 


and to find a mechanism for continuous provision of Hib vaccine, 


which is an important measure of protection of children against severe, life-threatening infections, caused by Haemophilus influenza type b. 


By applying for GAVI support for introduction of Hib vaccine for the five-year period 2007-2011, the Government of FBiH will have time to establish sustainable financing of the Mandatory Immunization Programme through the Federal Solidarity Insurance Fund


Pursuant to the results of the Hib RAT assessment in July 2004 RS decided to apply for GAVI support to be able to introduce Hib vaccine as soon as possible.

New strategy


The plan proposes the use of the monovalent Hib vaccine in Republika Srpska and the Federation of BiH from January 2007. 


Rationale


In conjunction with the successful national introduction of neonatal Hepatitis B vaccination in 2003 and 2004, the new national injection safety policy, and the plan for comprehensive actions to improve injection safety (documents 4 and 5), the present plan effectively updates the multi-year plan with reference to new and under-utilised vaccines


The reasons for adhering to mono-valent vaccines in the two entities are mainly to secure high coverage and safe delivery of new and traditional vaccines at all doses at lowest possible cost. 


The Government realizes that combining a neonatal hepatitis B vaccine programme at 0, 1 and 6 months of age, and an introduction of Hib vaccine in three or four doses means a choice between 


· reducing the number of doses of Hib, to significantly reduce the cost of vaccines or 


· reducing the number of injections per visit to simplify vaccination procedures with marginal savings of injection materials and refrigerator space. 


Combining three doses of monovalent Hep B at 0, 1 and 6 months, with DTPw at 2, 4 and 6 months and with monovalent Hib at 2, 4 and 18 months, means that cost) is reduced by only using three doses of Hib. The number of injection per child visit is 1 or 2 – which is acceptable and doable for staff and parents. Only one new visit, at 1 month of age, has been added to fit the two new vaccinations Hep B and Hib into the traditional vaccination programme.


In this cost-saving schedule DTPw-Hib vaccines may only replace the 2 and 4-month doses of of Hib. DTPw at 6 months and Hib at 18 months would still be required. Thus, different preparations for the same vaccines (DTP, DTPw-Hib, and monovalent Hep B and Hib) would be needed at each health centre, increasing the risk of administration of wrong vaccines. 


A switch to DTPw-Hib at all visits would mean four doses at 2, 4, 6 & 18 months. The vaccine cost would increase by one dose of the combined vaccine per child and the cost for injection materials injection materials would only be reduced by 2 syringes and needles (3x2 versus 4).   


Given the cost-effectiveness of the schedule introduced in FBiH in 2004 the Government at present refrain from requesting DTPw-Hib or Pentavalent vaccines from GAVI.


Actions to be taken


· Revise immunization programme Decree for 2007 in Republika Srpska to include three doses of mono-valent Hib vaccine at 2, 4 and 12 to 18 months of age 


· Complete comprehensive training programs and community mobilization plans 


· Preparation, legal and logistic, of procurement of Hib and other vaccines through UNICEF


· Include Hib vaccine in the immunization programme in both entities from January 2007 


· Development of sentinal surveillance for rapid monitoring of Hib disease prevalence in both entities


Auxiliary measures


· Revision, production and parallel introduction of new immunization record forms, as incorporated in the Immunization Programme Decree 2005 for FBiH.


· Development of distribution schedule for AD syringes for all EPI vaccines 


· Development of new vaccine replenishment schedule for districts and immunization units


· Development of enhanced supportive supervision procedures


National Plan of Action to Introduce Immunization against Hib in BiH with Timeline defined


The plan is, as appropriate, coordinated with the Plan of Action of Immunization Safety and Safe Waste Disposal


		3.1. Specific Objective: To introduce immunization with three doses of Hib vaccine in the national immunization programme 






		Activity

		2006

		2007

		2008

		2009

		2010

		2011



		a) Closure of Sub-national pilot use of Hib vaccine since 2003

		Q2 

		

		

		

		

		



		b) National introduction of Hib vaccine

		

		Q1

		

		

		

		



		c) Update of coverage with forecast tables for adequate supplies of Hib vaccine and injection and disposal equipment 

		

		Q2,4

		Q2,4

		Q2,4

		Q2,4

		Q2,4



		3.2 Specific Objective :Training



		Activity

		

		

		

		

		

		



		a) Adaptation of educational training material for health care staff regarding. Hib disease, Hib Vaccine, Schedule and monitoring of AEFI 

		Q4 

		Q1,2

		

		

		

		



		b) Identification and training of epidemiologist and/or medical senior technicians in vaccine management, surveillance and supervision

		Q4 

		

		Q2

		

		Q2

		



		3.2 Specific Objective: Monitoring of coverage and AEFI of newly introduced vaccines hep B and Hib 



		Activity

		

		2007

		2008

		2009

		2010

		2011



		a) adaptation of the existing system with regard to Monitoring of AEFI

		Q3,4

		

		

		

		

		



		b) development of supervision tool for monitoring coverage and AEFI, that could include the indicators listed below 

		Q3,4

		Q1,2,

		

		

		

		



		c) Implementation of supervision activities 

		

		Q1,2,3,4

		Q1,2,3,4

		Q1,2,3,4

		Q1,2,3,4

		Q1,2,3,4



		Indicators to monitor 

		

		

		

		

		

		



		Proporotion of health facilities, regions/cantons…

		

		*

		Q2

		Q2

		Q2

		Q2



		Prop. Of health facilities with no shortage of Hib vaccines…

		

		*

		Q2

		Q2

		Q2

		Q2



		Prop. of health facilities where injections are administrated …. 

		

		*

		Q2

		Q2

		Q2

		Q2



		Number of confirmed adverse events following Hep B and Hib immunization

		

		*

		Q4

		Q4

		Q4

		Q4



		Proportion of health care facilities meeting target


Hib dose-1 coverage > 97 %


Hib dose 3 coverage >90 %

		

		*

		Q2

		Q2

		Q2

		Q2



		Proportion of health care facilities at risk


Hib dose-1 coverage < 90 %


Hib dose 3 coverage < 85 %

		

		*

		Q2

		Q2

		Q2

		Q2



		3.5. Specific Objective: Public Awareness 



		Activity 

		2006

		2007

		2008

		2009

		2010

		2011



		a) Reinforcement of the national strategy of communication in the area of newly introduced vaccines

		

		Q1,2,3,4

		

		Q1,2,3,4

		

		Q1,2,3,4



		b) Development, publishing and distribution of material newly introduced vaccines

		Q3,4

		Q1,2,3,4,

		

		Q1,2,3,4

		

		Q1,2,3,4



		c) Information of the strategy planners,  decision makers on threats to the immunization programme

		Q3,4

		Q1,2

		Q1,2

		Q1,2,

		Q1,2

		Q1,2





* During the year 2007, tha data will be collected for the 2008 report. 

Sources: 



Haemophilus influenzae type b (Hib) meningitis in the pre-vaccine era: a global review of incidence, age distributions, and case-fatality rates (WHO/V&B/02.18), and 



HibRATs conducted by WHO.
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[image: image1.png]Clarification note on results of the HibRAT in Bosnia and Herzegovina

‘The HibRAT team has been informed that in its May review, the GAVI IRC wanted the
proposal of Bosnia and Herzegovina (BiH) for the introduction of Hib vaccine to be
resubmitted. One of the reasons was stated as "The IRC felt the WHO report did not
sufficiently establish the disease burden for Hib"

In the Hib Rapid Assessment conducted in July 2004, we have found that the disease
burden in BiH (Hib meningits incidence 14.8 - 27.2/ 100 000 in children <5) was high
enough to justify vaccine introduction. This incidence range is either comparable or
higher than the pre-vaccine era incidence rates of countrics which have already
introduced Hib, as shown in the table below:

Pre-vaccine era Hib Hib vaccine
incidence in children <5y introduction

Tntroduced

Tntroduced

Sources:
- HIbRATS conducted by WHO

- Haemophilus influenzae type b (Hib) meningits In the pre-vaccine era: a
global review of incidence, age distributions, and case-fatality rates
(WHO/V&B/02.18)






[image: image2.png]Regarding cost-effectiveness, the aim of the HibRAT was not to do a comprehensive
cost-ctfectiveness analysis. However, we have done some crude cost calculations as
indicated in the standard HibRAT methodology. According to that, the annual cost of Hib
vaccine (309 450 5, at 2,58/dose), was well below the annual cost of the treatment of
Hib-associated diseases (574 000 $ min - 1056 800 § max). Although it s only the
vaccine cost considered in here, Hib vaccination still seems cost-effective in BiH.

‘We assume that the uncertainty of the IRC arose from one of the recommendations in the
HibRAT repor, stating "The resus from this assessment indicate that Hib-related
disease burden in BiH i relatively high, and introduction of Hib vaccine into routine
infant immunization may be cost-effective in preventing the morbidity and mortality of
severe Hib infection.” The reason for us not using a decisive expression in this
recommendation was ot 1o be imposing, and to lt the government and the partners take
the informed decision. As it is known, there are many other factors to be elaborated in
addition to the discase burden and cost-effectiveness, before deciding on Hib
introduction.

Since the HibRAT has been conducted, the national ICC has taken etermined steps to
introduce Hib in BiH. Given the evidence on discase burden and the costs, the strong
national immunization programme to accommodate new vaccines, and the keen interest
of the public and the medical community for Hib vaccine; we believe that Hib
introduction would be feasible and beneficial in BH.
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