Annex A
IPV INTRODUCTION PLAN IN REPUBLIC OF ARMENIA
Executive summary 
Armenia, together with the rest of the WHO European Region, was certified as polio free in 2002. The last case of wild poliovirus in Armenia  was identified in 1996 and ever since then it has been maintaining the prerequisite for being certified as polio-free through sustaining high routine coverage by oral polio vaccine and through maintenance of certification level for acute flaccid paralysis surveillance. 
However, the Caucasus Region remains a geographical high risk area, being a population transit zone with direct links to polio-endemic countries. To prevent wild poliovirus importation and spread in RA, in 2008 supplementary polio vaccination activities were implemented among children under 5, with very high coverage (98%). Starting from 2007 active AFP surveillance is in place in the health care system of Armenia. At the same time the country has taken recommended measures for laboratory containment of wild poliovirus and has developed an emergency outbreak preparedness and response plan in case of wild poliovirus importation or circulating vaccine derived poliovirus (cVDPV) outbreaks.

In accordance with WHO recommendations Armenia is preparing to proceed with the recommended process of cessation of oral polio vaccines through introduction of one dose of inactivated polio vaccine (IPV) in routine immunization schedule by the end of 2015 and through replacement of trivalent oral polio vaccine (tOPV) with bivalent oral polio vaccine (bOPV) in 2016. According to Global Polio End Game strategy introduction of at least one dose of IPV will ensure protection of children against type 2 WPV and type 2 VDPV while withdrawing type 2 wild poliovirus from OPV vaccine and then stopping use of all types of oral polio vaccines. 

Introduction of one dose of IPV in routine immunization has been widely discussed in the Country and finally endorsed by the Inter-Agency Coordination Committee on Immunization (ICC) on 5 December 2014.
At the national level the IPV introduction process will be overseen by the IPV introduction task force, which has prepared the IPV introduction plan, operationalized it with realistic timeline and budget. The task force will oversee preparation of revised guideline for health workers, FAQs, fact sheets; supervise development of training and communication materials on IPV introduction and on adverse events following immunization (AEFI). It will draw out a schedule for training of the health managers and health workers and support and supervise its implementation, monitoring quality of the training rendered.  The taskforce will prepare an IPV distribution plan and monitor its timely distribution. It will organize ceremonial launching of IPV introduction with planned wide media coverage and further monitor the activities after introduction is complete in terms of coverage, quality and AEFI surveillance. The taskforce will also undertake monitoring visits and facilitate implementation at all levels.

Armenia has a high-performing National Immunization Programme. Presently routine immunization provides birth doses of hepatitis-B and BCG vaccines, three doses of diphtheria, tetanus, w/cell pertussis, hepatitis-B and haemophylus influenza-B (Hib) vaccines in the form of Pentavalent and pneumococcal (PCV10) vaccines at 6-12-18 weeks, Rotavirus vaccine at 6 and 12 weeks, 5 doses of oral polio (OPV) at 6,12 and 18 weeks, 18 months and 6 years,  MMR vaccine at 12 months and 6 years, DTaP at 18 months, tetanus and diphtheria (Td) at 6, 16 years and each 10 years. The proposed one dose IPV will be provided to children at the age of 24 weeks (6 months) after birth  thus with no disruption of usual immunization schedule.

Because of the least wastage rate (low birth cohort - 41,000), easier to train the vaccinators on usage and the least expected adverse events following immunization, preferred presentation of IPV is stand-alone single dose vial.

A total estimated budget for introduction of IPV is USD 422,850 of which USD 100,000 is requested from GAVI as vaccine introduction grant (VIG). The rest will be provided through the Government and partners. The vaccine cost is not reflected in the budget.

The vaccine introduction grant from GAVI will be accessed through UNICEF, which is a well-established and agreed modality for both GAVI and the government of Armenia. UNICEF will charge 8% as project support cost (PSC) to cover part of operational cost.  PSC included, total budget requested from GAVI VIG is USD 100,000. Total amount of VIG is requested to be channelled through UNICEF.
The strong national immunization program prevailing in Armenia, makes IPV introduction very much feasible and major challenges are not foreseen. However, introduction of any new vaccine could give rise to some issues, which will be considered and addressed during the planning phase.

1. Financial issues: GAVI support for IPV is ensured up to 2018, if it is not continued beyond that, financing the vaccines through state budget may be a big challenge in terms of sustainability.

2. Mobilization of communities: mothers or the caregivers of children may not always like two injections (penta and PCV) on two thighs on a single day; thus IPV introduction might be delayed, so prior counseling and information sharing is necessary.

3. Programmatic: The vaccinators may be hesitant to provide two injections to a child on the same day; should be informed appropriately during trainings.

4. Programmatic: Possible increase in AEFI if not addressed properly could cause damage to the program; awareness of AEFI and its management and prevention; adherence to appropriate injection safety practices is important.

5. The IPV introduction taskforce will play a major role in overcoming all these challenges.  

1. Justification for introduction of IPV and national decision-making process

The last case of wild poliovirus was detected in Armenia in 1996. No new case identified since then; and neither any case of importation nor of vaccine derived poliovirus detected. The AFP surveillance system in Armenia remains highly sensitive in the years under review with achievement of >2 AFP cases per 100,000 population although EURO RCC set >1 AFP case per 100,000 target and the other important indicator regarding adequacy of two stool samples collected within 14 days of onset has also reached well above the required target of 80% (it is at 100% in the past two years). The OPV3 coverage in the past years has reached more than 97% nationally and all regions reported coverage above 95%. According to the 2014 Polio RCC report the risk of spread of poliovirus in case of importation is low in Armenia. However, the country is maintaining high alert on possible importation, especially through highly sensitive AFP surveillance system that is extended up to the furthest corners of the country (Ref: Annual Update on Polio Eradication 2013, submitted by National Certification Committee on Polio Eradication of Armenia ). 

Armenia recognizes the threat of wild poliovirus importation from endemic and currently infected countries as it has happened in recent past in China, Tajikistan or Syria. It is also aware of the possible threat of emergence of circulating vaccine-derived poliovirus (cVDPV). Armenia also recognizes that the threat of wild poliovirus importation and that of emergence of cVDPV, although of very low probability, will remain until all countries of the world are polio-free and cessation of oral polio vaccines is complete.  The country has prepared an emergency preparedness and response plan, which pivots around rapid immunization response through supplementary immunization activities (SIAs), intensified surveillance and routine immunization. 

In accordance with WHO recommendations Armenia is preparing to proceed with the recommended process of cessation of oral polio vaccines through introduction of one dose of inactivated polio vaccine (IPV) in routine immunization schedule by the end of 2015 and through replacement of trivalent oral polio vaccine (tOPV) with bivalent oral polio vaccine (bOPV) in 2016. When introduced IPV will play key role in:
· Risk reduction due to planned OPV type 2 withdrawal,

· Interruption of transmission if type 2 outbreaks occur, and

· Boosting immunity against all types of poliovirus

Considering importance of IPV introduction, Ministry of Health of Armenia discussed it at the NITAG meetings, with relevant partners, departments of MoH and other ministries including Ministry of Finance. The decision to introduce one dose of IPV in routine immunization was endorsed at the meeting of ICC on 5 December 2014 (the minutes of the meeting attached). 

The  ICC meeting of 5 December 2014 in addition to the endorsement of the decision to introduce one dose of IPV in routine immunization, welcomed formation of a Taskforce for implementation of IPV with assigning of responsibilities for finalizing IPV introduction plan and the application for GAVI support. The IPV introduction taskforce was assigned to operationalize the plan and to oversee its implementation. 

Armenia has a high-performing National Immunization Programme. Presently routine immunization provides birth doses of hepatitis-B and BCG vaccines, three doses of diphtheria, tetanus, w/cell pertussis, hepatitis-B and haemophylus influenza-B (Hib) vaccines in the form of Pentavalent and pneumococcal (PCV10) vaccines at 6-12-18 weeks, Rotavirus vaccine at 6 and 12 weeks, 5 doses of oral polio (OPV) at 6, 12 and 18 weeks, 18 months and 6 years,  MMR vaccine at 12 months and 6 years, DTaP at 18 months, tetanus and diphtheria (Td) at 6, 16 years and each 10 years (Table 1). 

	Vaccine
	1st Dose
	2nd Dose
	3rd Dose
	Geographic Area
	Target Group

	HepB
	B
	 
	 
	National
	New Born < 24 hours

	BCG
	B
	 
	 
	National
	New Born < 48 hours

	DTP - HepB - Hib
	W6
	W12
	W18
	National
	1,5 month; 3 months and 4,5 months

	Oral Polio Vaccine
	W6
	W12
	W18
	National
	1,5 month; 3 months and 4,5 months

	Rotarix
	W6
	W12
	-
	National
	1,5 month; 3 months

	PCV
	W6
	W12
	W18
	National
	1,5 month; 3 months and 4,5 months

	MMR
	M12
	Y6
	 
	National
	I dose - 12 months; II dose - 6years 

	Td
	Y6
	Y16
	Y26
	National
	I dose - 6 years, next booster doses every 10 years


Table 1: Current National Immunization Schedule in Armenia
Coverage of all antigens in the recent years is consistently above 95%; (Data source, WHO-UNICEF Joint Reporting Form, ARM DHS 2010).
The last major events in the National Immunization Programme were successful introduction of pentavalent vaccine in routine immunization in 2009, Rotaviral vaccine in 2012, and Pneumococcal vaccine in 2014. With implementation of planned preparatory activities including revision of guidelines, extensive training of vaccinators and health care service providers including family doctors and nurses on the new vaccines, dosage, mode of administration, possible side effects and adverse events following immunization; communication materials development and distribution within first year of introduction the coverage reached above 90% (JRF 2013). The intensive preparatory activities also meant that not a single case of severe AEFI was reported in relation to these new vaccines introduction.
In 2011 NIP reorganized the vaccine delivery system. In the new structure all district level stores were closed and marz stores started to distribute vaccines and consumables directly to health facilities in a monthly delivery schedule. New system is working properly and NIP has no intention to make any other changes in the near future. 
Taking the above into consideration, it is technically and operationally feasible to introduce IPV in the national immunization programme of Armenia. 

2. Overview of IPV

2.1 Vaccine preference
Table 2: IPV vaccine preferences and estimated date of introduction 
	Preferred IPV vaccine
	Month and year of first vaccination
	Preferred second presentation
	Preferred third presentation

	Stand-alone 1 dose vial


	October 2015


	Stand-alone 2 dose vial


	Stand-alone 5 dose vial




2.2 Country licensure status 

The National Drug Regulatory Authority in Armenia is capable to ensure compliance with international standards including management system, organization, document control, equipment, qualifications, validation, personnel and operational procedures. In case of vaccines, Country always accepts WHO-prequalified vaccines; therefore, inactivated polio vaccine can be brought into the country irrespective of the preferred presentation and of any alternative presentations (single dose, two dose, five dose or ten dose presentations). 

In Armenia vaccines are procured through UNICEF Supply Division.  UNICEF notifies to MoH detailed information for custom formalities. Authority of the international airport of Yerevan is well aware of importance of vaccine shipment.  The vaccine shipment is released to central warehouse (CW) within twenty four hours of vaccine arrival. This process is working well so far without any complaints for the last 15 years.

2.3 Target population and vaccine supply

Inactivated polio vaccine will be introduced as a single dose injection to children at the age of 24 weeks (6 months) after the 3rd doses of Pentavalent (DTP-HepB-Hib), PCV and OPV starting September 2015.  Target population will therefore be number of surviving children at the age of 24 weeks adjusted to reflect programmed coverage objective (Table 2). 

	Year
	Number in target population for IPV
	Number in birth cohort
	Number of surviving infants

	2015
	20,000
	42,000
	41,620

	2016
	40,565
	42,200
	41,820

	2017
	40,760
	42,400
	42,020

	2018
	40,890
	42,500
	42,150

	Total
	142,215
	169,100
	167,610


Table 2: Estimates of target population for 2015-2018
According to current comprehensive multi-year plan on immunization (cMYP-2011-15) the annual birth cohort for 2015 was estimated as 45,777 (the cMYP is attached for reference). However, according to the current estimation it is expected to be between 41,000 and 41,500. Current cMYP ends in 2015 and country, with support from WHO, will be reviewing/updating it for the period of 2016-2020 in the course of 2015. 

	
	2015
	2016
	2017
	2018

	Population (growth 0.45%)
	3,000,000
	3,013,500
	3,027,000
	3,041,000

	Births (1.4% of total population)
	42,000
	42,200
	42,400
	42,500

	Surviving Infants (infant mortality rate 9‰)
	41,620
	41,820
	42,020
	42,150

	Pregnant women (1.3 as a factor of births)
	54,600
	54,860
	55,120
	55,250

	Child Bearing Age Women (28.6% of total population)
	858,000
	861,861
	865,722
	869,726


Table 3: Population projection, Armenia 2015-18 (as per NIP estimation)

Taking that September 2015 is the proposed month of IPV introduction and only the children at 24 weeks of age will be eligible for IPV, the target for 2015 will be approximately 20,000. For the next years projected numbers of target children receiving IPV ranges from 40,500 in 2016 to 43,000 in 2018 (Table 4).
	Year
	Target

	2015
	20,000

	2016
	40,500 

	2017
	41,760 

	2018
	43,000


Table 4: Yearly targets for IPV, Armenia (2015-18)

Armenia is requesting GAVI to provide IPV vaccine through UNICEF Supply Division.

3. Introduction and implementation considerations 

3.1 Policy development

There is no need to alter National Immunization Policy to include IPV in the national immunization programme. The recommended schedule will be used: single dose to be given by intramuscular injection at 24 weeks of age after Penta3, PCV3 and OPV3 (Table 5). 

	Vaccine
	1st Dose
	2nd Dose
	3rd Dose
	Target Group

	HepB
	B
	-
	-
	New Born < 24 hours

	BCG
	B
	-
	-
	New Born < 48 hours

	DTP-HepB-Hib
	W6
	W12
	W18
	1,5 month; 3 months and 4,5 months

	OPV
	W6
	W12
	W18
	1,5 month; 3 months and 4,5 months

	Rotarix
	W6
	W12
	-
	1,5 month; 3 months

	PCV
	W6
	W12
	W18
	1,5 month; 3 months and 4,5 months

	IPV
	W24
	-
	-
	6 months

	MMR
	M12
	Y6
	-
	I dose - 12 months; II dose - 6years 

	Td
	Y6
	Y16
	Y26
	I dose - 6 years, next booster doses every 10 years


Table 5: Revised National Immunization Schedule in Armenia (with one dose of IPV vaccine)
No other interventions are planned during the routine session.

Activities related to IPV introduction have already started in October 2014 with establishment of national task force by ministerial order and will continue through September 2015, when launching of IPV into routine immunization will occur through an official ceremony. Following the launching ceremony the supervisory and monitoring activities will continue and a post-introduction evaluation is planned to be conducted in 2016. The detailed timeline of activities is attached as Annex-C (Timeline of Activities).
3.2 National coordination mechanism to ensure the successful introduction

At the national level the IPV introduction process will be overseen by the IPV introduction task force, which will prepare the IPV introduction plan, operationalize it with realistic timeline and budget. The task force will oversee preparation of revised guideline for health workers, FAQs, fact sheets; supervise development of training and communication materials on IPV introduction and on adverse events following immunization (AEFI). It will draw out a schedule for training of the health managers and health workers and support and supervise its implementation, monitoring quality of the training rendered.  The taskforce will prepare a distribution plan of IPV and monitor its timely distribution. It will organize ceremonial launching of IPV introduction with planned wide media coverage and further monitor the activities after introduction is complete in terms of coverage, quality and AEFI surveillance. The taskforce will also undertake monitoring visits and facilitate implementation at all levels. 

3.3 Affordability and financial sustainability

A total of USD 422,850 is the estimated budget for introduction of IPV of which USD 100,000 is requested (including 8% PSC cost) from GAVI as vaccine introduction grant (VIG). The rest will be provided through government and partners. The vaccine cost is not reflected in the attached budget.
The vaccine introduction grant from GAVI will be accessed through UNICEF, which is a well-established and agreed modality for both GAVI and the government of the Republic of Armenia. UNICEF will charge 8% as project support cost (PSC) to cover part of operational costs of the organization. PSC included, total budget requested from GAVI VIG is USD 100,000, which is requested to be channelled through UNICEF. Existing arrangements for activity monitoring and financial reporting between GAVI and UNICEF will be applicable for the proposed VIG.
Introduction of 1 dose of inactivated IPV in routine immunization as a part of Endgame Strategy of Global Polio Eradication Initiative is feasible and sustainable in Armenia, especially having assured support for the vaccine supply up to 2018 by GAVI Alliance. If the Alliance would not be able to support IPV beyond 2018, country will need to mobilize resources to ensure supply of the vaccine till the global cessation of oral polio vaccine occurs.

3.4 Overview of cold chain capacity at district, regional and central levels
National Immunization Programme is one of the most successful and sustainable public health programmes in Armenia. Routine immunization coverage is high (>90%) since 2008. Over the past 10 years, the programme has received substantial assistance from both UNICEF and WHO in building a nation-wide cold chain system for the storage and distribution of vaccines for immunization programme. To understand the actual status of cold chain capacity, a nation-wide cold chain assessment was carried out in 2007 before MR supplementary activities in the country. Based on the assessment report, nation-wide cold chain replacement plan was developed and implementation of this cold chain replacement plan was completed in August 2007 within the UNICEF support. This was a critical step in infrastructure building and strengthening cold chain capacity for the immunization programme in the country. Following the EVM assessment by WHO in 2008 the National Warehouse was renovated and strengthened with a new additional cold room (40 m3) procured with WHO support in 2012. 
The last EVM assessment conducted in July 2014 revealed that certain progress has been done following previous (2011) EVM assessment and 2013 follow up visit mainly on the primary store level. However, there is still room for further improvement especially at the lower levels of the vaccine supply chain. 
At the time of EVM assessment required cold chain capacity was estimated as the following: 14.4 m³ refrigeration and 1 m³ freezer net capacity. Dry storage need was estimated as 46.2 m³. These estimations revealed a 3.3 m³ deficit of refrigeration (+4oC) net volume. Furthermore, considering planned introduction of PCV (September 2014) and IPV (September 2015) it was estimated that refrigeration net volume shortage would increase to 9.2 m³ (Table 6). 

	Storage types
	Total volume requirement for max stock
(Antigens used during the review period)
	Total volume requirement for max stock 
(including current antigens + PCV + IPV + MoD vaccine needs)
	Total volume available
(gross)
	Total volume available
(net)

	+2°C to +8°C
	14.4 m³
	20.3 m³
	70 m3
	11.1 m³

	-20°C
	0.96 m³
	0.96 m³
	1,2m3
	1.0 m³

	Dry Store
	46.2  m³
	69.8 m³
	165m3
	110  m³


Table 6: Storage volume requirements and available capacities at central store
The assessment also revealed some deficit in net refrigerating capacities in some regions as summarized in the Table 7.
	Region 
	Infant population*
	Available net refrigeration capacity (lt)*
	Refrigeration volume required for current schedule
	Refrigeration volume required for new schedule
	Refrigeration volume Shortage (lt)

	Armavir
	3751
	105
	439
	618
	513

	Syunik
	718
	110
	84
	118
	8

	Tavush
	1300
	230
	152
	214
	-

	Kotayk
	3700
	460
	433
	610
	150

	Ararat
	3543
	515
	415
	584
	69

	Lori
	3145
	405
	368
	518
	113

	Shirak
	3246
	540
	380
	535
	-

	Aragatsotn
	1948
	324
	228
	321
	-

	Vayots Dzor
	625
	210
	73
	103
	-

	Gegharquniq
	3200
	540
	375
	527
	-


Table 7: Refrigeration volume requirements and available capacities at regional stores
In order to address these issues the MoH has already procured additional 40 m3 cold room for the National Warehouse (expected arrival in March 2015) and has planned to procure 10 cold rooms (10 m3 each) for regional stores. In order to increase net refrigerating volume at the central store according to the Assessment recommendation more efficient shelving will be considered within the cold rooms. This will allow increasing net storage capacity to 20 m3. GAVI’s VIG will assist to replace and upgrade the cold chain equipment at the health care facility level. Thus, when all these activities are accomplished it is expected that the cold chain system will have enough capacity to accommodate the current and new vaccines. 
Much investment and capacity building efforts have been undertaken during past two years not only in the area of equipment replacement and upgrade. Series of cold chain maintenance training at different levels were conducted as well as activities aimed at raising awareness on proper vaccine handling and temperature monitoring (through procuring additional thermometers and designing, developing and distributing posters on cold chain issues to all health facilities in the country).  Further improvement in temperature monitoring is being initiated through strengthening of 30 Day Temperature Recording (30 DTR) system.   

3.5 Waste management and injection safety 

There is no need to change the current policy on injection safety and waste management in relation to IPV introduction. Under the existing injection safety and waste management policies and practice in immunization programme, the vaccination is carried out solely with auto-disable (AD) syringes, and the waste is stored temporarily in safety-boxes. The main method of disposal of the sharp waste is incineration. However, open burning of safety boxes still exists in remote rural areas. During planned trainings this component will be emphasized once more to ensure compliance with injection safety requirements. 
3.6 Health worker training and supervision

Armenia has adequate number of trained health staff responsible for providing immunization services and for supervision throughout the country. However, prior to IPV introduction, as in case of all other new vaccine introduction the staff would require to be provided with adequate knowledge about the IPV. This will be done through training on IPV introduction during which they will be oriented on: 
1. Importance and Role of introduction of IPV in polio eradication and for protection of children.
2. Programmatic implications and adjustment (provision of single dose of IPV at the age of six months as intramuscular injection).
3. Immunization schedule for all other vaccines.
4. Adjustments in recording and reporting forms in relation to IPV.
5. Counselling of mothers and caregivers.
6. AEFI - early detection and response, reporting, prevention and communication.
7. Monitoring vaccination coverage, monitoring dropouts.
8. Communication with community; inter-personal communication (IPC), posters, leaflets etc.

The training materials will be prepared by immunization staff of the National Center of Disease Control and Prevention with guidance from National IPV introduction taskforce. A pool of national trainers will be trained first and they will provide trainings at Primary Health Care facility level. The trainings effectiveness will be estimated by conducting pre-and post-test assessments.
Supervisory visits will be done by national and regional NIP teams and national IPV introduction task force members prior to introduction to sensitize the health care providers and to assess the quality of the trainings provided and after introduction to monitor implementation and coverage, and provide support in case of AEFI or any other issues in the field. With IPV introduction communication on AEFI (Risk communication) will be emphasized in the trainings so that AEFI surveillance system and communication are well in place for effective detection and response.
The costs for development of the training materials, for carrying out the training, supervisory activities are reflected in the budget (Annex D).  

3.7 Risks and challenges

The strong health system, especially strong national immunization program prevailing in Armenia, makes IPV introduction very much feasible and major challenges are not foreseen. However, introduction of any new vaccine can potentially give rise to some issues, which will be considered and addressed during the planning phase.
1. Financial issues: GAVI support for IPV is ensured up to 2018, if it is not continued beyond that, financing the vaccines through state budget may be a big challenge in terms of sustainability.

2. Mobilization of communities: mothers or caregivers of children may be resistant to multiple injections at the same visit. Therefore, prior counseling and information sharing is crucial to prevent possible delays in vaccination.

3. Programmatic: The vaccinators may be hesitant to provide multiple injections to a child on the same day; should be properly informed and trained.

4. Programmatic: Increase in AEFI not addressed properly can damage the whole program; awareness of AEFI and its management and prevention; adherence to appropriate injection safety practices is important.

5. The IPV introduction taskforce will play a major role in overcoming all these challenges.  

4. Situational analysis of the immunisation programme

4.1 General context of the country

The Republic of Armenia is located between the Black and Caspian Seas, bordering on the north and east by Georgia and Azerbaijan, and on the south and west by Iran and Turkey. Armenia has a population of around 3,017,000 (2013 est.)
 and is the second most densely populated of the former Soviet republics. Ethnic Armenians make up 97.9% of the population. Armenia has a relatively large Diaspora (8 million by some estimates).

In 2013 85.5% deaths in Armenia were attributed to non-communicable diseases followed by ill-defined conditions (8.3%), external causes (4.4%) and communicable diseases (1.1%). In general, the situation with maternal and infant mortality in Armenia has been improving over the last years.

	Indicator
	Value

	Average life expectancy at birth
	74.8 years

	Male life expectancy at birth 
	71.5 years

	Female life expectancy at birth
	77.9 years

	Crude birth rate 
	13.8 per 1,000

	Crude death rate
	9.0 per 1,000

	National population growth rate
	4.8

	Population under 15 years 
	19.1%

	Population 60 years and over
	15.4%

	Urban population
	63.4%


Table 8: Basic demographic Indicators 20131
HEALTH CARE SYSTEM

The inherited system relied on large infrastructure and hospital-based care. Recognizing the need to address these issues, the Government of Armenia (GoA) developed its first PHC strategy in 1997, the implementation of which was supported by several external donors and technical agencies. Based on its implementation results, the GoA developed a new PHC strategy in 2003 which has the following tasks: (1) continue integration of currently separate PHC functions (children’s and adults’ consultancies) into/scale up the family medicine practice, (2) complete the retraining and training of family physicians and nurses, (3) introduce incentives for good quality services, particularly in remote areas, (4) raise awareness among the population about their rights, (5) increase the share of public expenditures allocated to PHC services, and (6) optimization of PHC and hospital networks.

Key objectives of the countries present health care system is to ensure financial protection and access to good quality services for the entire population with a focus on regions with high poverty rates through strengthening of primary health care services (Poverty Reduction Strategy Plan (2003-2015), Strategy for Maternal and Child Health (2003-2015), National Immunization Program (2011-2015)).

The next 10-12 years should be viewed as an important period from the perspective of adjusting the situation created in the health sector and assuring the prerequisites for the future development of the system. Immunization services are delivered by 850 health facilities under the jurisdiction of 225 Medical Service Providers in regions (marzes) and 36 in Yerevan.

National Centers for Disease Control (NCDC) in Yerevan manages all major logistics activities like forecasting, storage, distribution of vaccines and consumables. NCDC branches in the regions replicate these functions in that level. Primary health care facilities and maternity centers administer vaccines in fixed posts or during outreach activities.     
4.2 Geographical, economic, policy, cultural, gender and social barriers to immunization
Ministry of Health has adopted World Health Organization (WHO) guidelines for childhood immunizations. The national guidelines call for all children to receive vaccines against 12 antigens using nine routine vaccine formulations. Targeted diseases are Tuberculosis, diphtheria, pertussis, tetanus, hepatitis B, haemophilus influenza type B, polio, measles, mumps, rubella, rotavirus diarrhoea, Pneumococcal diseases. Analysis of immunization coverage rates for children under 1 year reveals a steady increase between 2009 and 2013 (Table 9). 
	Vaccines
	2013 
	2012 
	2011 
	2010 
	2009 
	2000

	BCG
	99
	96
	96
	95
	99
	97

	DTP3
	95
	95
	95
	94
	93
	93

	HepB3
	95
	95
	95
	94
	93
	55

	Hib3
	95
	95
	98
	94
	-
	-

	MCV2
	97
	97
	98
	97
	96
	94

	Pol3
	96
	96
	96
	96
	94
	96

	Rota Last
	90
	-
	-
	-
	-
	-


Table 9: Immunization coverage rates (per cent) assessed.  Source: WHO/UNICEF National Immunization Coverage Estimates 2014 Edition

Immunization service are free of charge in Armenia and are accessible to the whole population irrespective of gender, socio-economic status, geographic and other factors. There are no marginalized/hard to reach populations. There are some vaccination resistant groups, basically among health care specialists. However, this fact is well known to the MoH and the NIP management and is constantly addressed by implementing respective activities (e.g. advocacy meetings; trainings; engagement in decision-making on immunization related issues etc.). In addition there is well functioning NITAG within the MoH.
4.3 Findings from recent programme reviews

As Armenia is GAVI graduating country an assessment of the country was conducted by major immunization partners and transition plan developed in 2013.
The main findings of the assessment are presented below:

Strengths

· There is strong political commitment and prioritization of the national immunization programme to support the achievement of the MDG’s.
· Political commitment is accompanied with strong technical and managerial capacity of the national immunization programme team.
· There is good collaboration among structures involved in management of immunization and clear understanding of roles and responsibilities.
· Separate budget item exists for vaccines to secure Programme funding.
· Precise calculation of vaccine resource requirements is in place.
· Disbursement of allocated funds is timely and complete.
· Use of allocated resources is highly efficient.
Challenges
· Economic recession and decreasing MoH budget share in GDP (2015-2016) and treat to financial sustainability due to limited fiscal space and need for increased domestic funding.
· Misperceptions on quality of vaccines among health care professionals and public leading to increases in programme cost.
· Critical operations of the NIP are being underfunded and mainly limited to decreasing donor support (i.e., training, supervision, monitoring, surveillance)
· Possible changes in vaccine procurement modality may negatively impact efficient use of resources.
· Need for increased domestic funding as no other donor available to contribute to the NIP funding.
Recommendations
· Continuously advocate for benefits of immunization to mobilize additional resources to meet programme targets
· Immunization advocates should be actively involved in development of National Health Strategy 2020, to ensure that the NIP priorities and targets are reflected.
· Conduct targeted behaviour change communication to alleviate misperceptions on vaccine quality among health care professionals and public.
· Allocate funds for operational activities (training, supervision, monitoring, surveillance) to improve quality of services.
· Ensure uninterrupted supply of quality-assured vaccines at an affordable price through the most cost-effective procurement modality.
· Empower strategic guidance to the NIP through investing in NITAG.
· Continue updating vaccine cost projections and develop different scenarios based on alternative vaccine products and presentations that meet programme needs.
· Continue communicating vaccine resource requirements to MTEF process.
· Forecast available fiscal space to assess financial sustainability of the NIP.

Key points for consideration
In order sustain the immunization investments and maintain the excellent programme performance:

1. Advocate for and mobilize additional resources that is required to meet increasing demands from new vaccine co-financing from domestic funds (national budget);

2. Use allocated resources efficiently by choosing the most appropriate procurement modality to access to highest quality vaccines at an optimum and affordable price and to take advantage of the globally negotiated prices for GAVI countries;

3. Address misperceptions of vaccine-quality through targeted communication to health care professionals and parents;

4. Allocate appropriate funding for operational activities and capacity building.

4.4 Stock management 

Stock management of vaccines and associated logistics are maintained through the central store and provincial stores. In 2011 NIP reorganized the vaccine delivery system. In the new structure all district level stores were closed and marz stores started to distribute vaccines and consumables directly to health facilities in a monthly delivery schedule. New system is working properly and NIP has no intention to make any other changes in the near future.

In 2011 a web based computerized stock management software was introduced (wVSSM) by WHO. Central store staff knows how use it properly, and half of the regional stores are actively using the software. Manual stock registers are still in use as the master record keeping tool at all levels. All vaccine arrivals and dispatches are recorded daily at most stores. Special delivery slips are used during vaccine transports.
In-country vaccine deliveries follow a fixed interval, variable quantity distribution schedule. Central store delivers routine vaccines to regional stores quarterly and to health facilities in Yerevan City monthly. Regional stores also distribute vaccines to their health facilities in a monthly delivery program. Logistics structure is designed as a push and delivery system; vaccines are distributed to their destinations by vehicles provided from higher levels (central and provincial stores). Routine system for stock management and vaccine transportation will be used for IPV as well, so no additional cost increase is foreseen. 

5. Monitoring and evaluation

5.1 Updating of monitoring tools

The recording and reporting forms including registers, wall charts and computerised database will be revised by technical experts from NIP and the Taskforce to incorporate IPV. These monitoring tools will be printed and transported to the field prior to launch of IPV.

The process of updating of the recording, reporting forms and other immunization tracking tools is a good opportunity for strengthening sex disaggregated data collection. Full advantage of this opportunity will be taken while updating different tools so that sex disaggregated data is generated and reports of vaccine delivery are generated on this basis.
5.2 Adverse Event Following Immunisation (AEFI) monitoring and reporting

Surveillance on Adverse Events Following Immunization is well established in Armenia. However, few areas need improvement and strengthening to ensure timely detection and response as part of the AEFI surveillance system.  
National AEFI Surveillance system was revamped in 2007 prior to MR supplementary immunization activities; new AEFI surveillance guideline was adopted, cascade trainings from National to PHC level were provided on AEFI for health care service providers and health managers; AEFI reporting forms were prepared, printed and distributed. 
Under AEFI surveillance, the health workers and doctors including the immunization doctors are required to record all AEFIs and manage them while reporting the serious AEFIs immediately to the health managers and to the National AEFI Committee, which has the mandate to institute thorough investigation including causality assessment. 

Strengthening national capacity to implement pharmaco-vigilance is a priority and efforts are underway in this regard through strengthening of National Regulatory Authority (NRA). 

During the preparatory phase prior to IPV introduction, the trainings of health care providers and doctors from National and regional levels on the new vaccine will include orientation on AEFI as a whole and on specific AEFIs in relation to IPV with due emphasis given to management and prevention of AEFI, communication methods, especially Risk communication, reporting and investigation of AEFI. 

6. Advocacy, communication, and social mobilisation

Advocacy, communication and social mobilisation will play an important role in IPV introduction hence communication through different approaches will be an integral and key component of the implementation plan. 

High level officials in the ministry of health have already been sensitized through sharing of technical materials in relation to importance of and benefits of IPV introduction to the population, and contribution to polio Endgame Strategy. However, the communication strategy will envisage more advocacy to generate support for IPV introduction in other relevant ministries, and especially at the provincial and county levels to ensure full support to IPV introduction at all levels.

During in-country discussions on IPV introduction multiple injections was identified as a potential threat to smooth introduction of that particular vaccine and overall to maintenance of timely and full coverage by all vaccines. In order to mitigate possible negative impact of the third shot with IPV during one immunization session the MoH decided to shift IPV injection to the 24 weeks age (6 months). However, MoH will develop and implement respective communication strategy on multiple injections in the course of 2015 in order to be able to properly manage this concern.
The national launching ceremony planned prior to introduction will present a good opportunity for advocacy with other departments of Ministry of Health, and through mass media to general population. The immunization programme under guidance of the IPV introduction taskforce will plan to ensure that launching should be participated by high level officials from different departments of Ministry of Health, civil society representatives, developmental partners, local and international NGOs, electronic and print media and general population.  

Development of a communication strategy at the community level with key messages, modes of transmission will be conducted through wide participation of key stakeholders and partners under guidance of experts from Ministry of Health and Academic Institutions. Different modes of communication and various channels will be utilized to maximize social mobilization and support for IPV introduction and routine immunization intensification.  The basic objective is to create awareness among all tiers of the communities and also decision makers to ensure active participation and successful introduction of IPV in the country.[image: image1.png]
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