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[bookmark: _Toc303889486]Executive summary
A joint national/international review of the Immunization and VPD Surveillance programs was conducted in Georgia under the National Centre for Diseases Control (NCDC) from 27th July to 5th August 2015.  The review teams were composed of national professionals from the NCDC and international experts from the WHO, UNICEF, GAVI, the CDC of Atlanta and the Sabin Vaccine Institute.  The objective of the review was to identify system strengths and weaknesses in view to make recommendations keeping in mind the global and regional diseases control targets as the polio “endgame”, the measles/rubella elimination and the hepatitis B infection control.
Five teams with nationals and internationals experts were reviewing public health centres and primary health care facilities at central level, in regions (5) and municipalities/districts (10).  Written feedback and outcomes were prepared, discussed and consolidated into findings and recommendations which were then presented during the 5th August debriefing meeting chaired by the Deputy Minister, MLHSA, with the participation of staff from MLHSA, NCDC and Partners.
I. Planning and management, including financing sustainability and advocacy
Major achievements
· Government financing of immunization program sustained and increased, reflected in the budget for the coming year (introduction of hexavalent)
· NCDC management and supervision of the immunization program, including competent and experienced staff: a strong part of the system
· Technical committees/ICC exist and most of them function; however the NITAG is not fully functional
· Core official documents on immunization available, and currently being revised
· Good settings in urban polyclinics; health staff dedicated
· Regular training on various technical areas
Major issues identified
· Lack of systemic approaches and incentives for increasing/maintaining immunization performance among service providers
· Shortages of several vaccines due to time delay in supply by UNICEF, problem of global market deficit and delayed transactions
· Lack of regulation and enforcement by SSA/Municipality/DPHC to ensure service quality in health facilities
· Problem of optimization of human resources at public health centre and primary health care levels
· Quality of infrastructure and of working conditions low in most of district public health centres (DPHC) and some of primary health care facilities
Main recommendations
1. GoG to maintain its continuous effort for financial sustainability
2. Ways to “regulate” the quality and performance of services of DPHC and health facilities to be envisaged (e.g. incentive/punitive)
3. UNICEF SD to be advocated to facilitate transactions, work with manufacturers to avoid delays, and to inform government in advance in case of supply shortages
4. Receiving vaccines in a single shipment per year to be considered
5. NCDC’s technical and financial strong capacity to manage and supervise the program to be fully maintained
II. Service delivery, including immunization schedules, strategies, new vaccine introduction, communication and social mobilization
Major achievements
· National immunization schedule followed by service providers, and in line with WHO recommendations
· Immunization practices and vaccines handling observed during the review: in general good
· Rotavirus vaccine and PCV implementation proceeding fairly well
· Around 95% of all vaccinations are provided by the state program, share of commercial vaccines minimal
· Improved knowledge and awareness of parents on immunization in recent years
· Health Promotion team at national level with increased capacity (human and financial resources) 
Major issues identified
· False contraindications still widespread, including temporary ones, inducing low coverage and drop-out
· Active follow up of children: a challenge for health staff (cost, time, motivation) for urban areas
· Larger health facilities with inpatient department less interested in implementing immunization
· Increasing vaccine hesitancy among parents in large cities
· Lack of trained/skilled professionals for health promotion (at all levels)
Main recommendations
6. Explore various strategies to reduce false contraindications (scientific workshops, behaviour change models)
7. Explore intervention/recommendation by MLHSA for school/kindergarten entry requirements (immunization/health certificate)
8. Develop comprehensive communication strategies; allocate sufficient resource, training and information material
9. Increase capacity in health communication in NCDC and DPHCs, with technical assistance
III. Immunization quality and safety, including AEFI surveillance and NRA
Major achievements
· Central level:  Existing good equipment for cold chain, temperature monitoring, transportation; cold storage capacity adequate; EVM (2014) recommendations and SOPs implemented for a good part; national vaccine store with high quality standard
· Country level:  Vaccine storage and distribution system well structured and fairly well functioning; Cold chain inventory assessment conducted (2013)
· New equipment provided (central, district) from GoG budget covering 1/3 of country need
· AEFI surveillance system in place, guidelines currently renewed
· NRA: Institutional Development Plan exists 
Major issues identified
· Lack of SOPs implemented at DPHC and primary health care facility levels
· Primary health care facilities mostly use domestic refrigerators, WHO standards cold chain equipment procured by NCDC can not be given to primary health care facilities
· Weaknesses in cold chain knowledge and practices in some city maternity and polyclinics
· Sensitivity of the AEFI system not really known
· Information recorded in the logbooks not always complete; may indicate staff overload and lack of time 
Main recommendations
10. GoG to continue allocating budget for cold chain in 2016 and 2017 to cover remaining need
11. Write and implement SOPs at DPHC and primary health care facility levels
12. Conduct temperature monitoring study during transportation between DPHC and health facilities, and within health facilities
13. Review AEFI surveillance system sensitivity; train on AEFI detection and case definition
14. The Regulatory Authorities (NRA) to implement the Institutional Development Plan produced in 2014 
IV. Immunization coverage and monitoring, including program performance
Major achievements
· Overall good immunization coverage system; data generally processed timely and complete
· New immunization e-module introduction improving child registry, with ID number. Planned introduction of e-birth registration
· Regular supervisory activities by NCDC in DPHC allowing checking the best practices and corrective action
· No real financial problem to implement supervisory activities 
Major issues identified
· Still too many differences not elucidated with target population figures
· Insufficient program performance monitoring by DPHC and primary health care facilities; limited data analysis
· Immunization coverages are lower than the Regional target of 95%
· High drop-out rates (penta1-3, penta-MMR1), rotavirus vaccine coverage lower than penta1 and penta2
· Some difficulties to supervise health facilities 
Main recommendations
15. Ensure roll-out and proper use of the immunization e-module by all health facilities as soon as possible. Ensure linkage of birth registration system with immunization module
16. Strengthen skills and accountabilities of DPHCs on data analysis and program performance monitoring
17. Explore ways to increase immunization coverage and decrease drop-out rates, engaging MLHSA and SSA
18. Maintain the extent and the quality of supportive supervision to ensure the full quality of the immunization program 
V. VDP surveillance and diseases control (polio, measles/rubella, hepatitis B)
Major achievements
· VPD surveillance well established and functional
· Availability of EIDSS - online system of case based detection / notification / reporting / investigation / analysis
· Data detection and reporting in general satisfactory; timeliness/completeness satisfactory; data analysis well done at national and district levels (including outbreak analysis)
· Availability of modern up-to-date laboratories at Lugar Centre; WHO-accredited national laboratories for polio, measles, and rubella 
· Plans to further strengthen laboratory component, particularly using molecular-based methods
· Continued collaboration and support from partners (CDC, DTRA, WHO, etc.) 
Major issues identified
· Limited laboratory confirmation of VPD cases
· Challenge with specimen collecting (e.g. blood sample)
· Out-dated surveillance guidelines for measles, rubella, and CRS
· Very weak CRS surveillance
· Threat to achieving measles and rubella elimination goal 
Main recommendations
19. Scale up measles and rubella elimination efforts through high political commitment, developing national plan and implementing appropriate strategies
20. Continue efforts to implement polio “end game” strategies and maintain polio-free status
21. Strengthen VPD surveillance by reintroducing case based reporting of hepatitis B and implementing CRS surveillance; explore ways to improve specimen collection
22. Consider establishing syndromic surveillance for diseases with fever and skin rash, to improve measles and rubella case detection
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List of Acronyms

AD syringe	Auto-Disable Syringe
AEFI	Adverse Events Following Immunization
AFP	Acute Flaccid Paralysis
BCG	Bacillus Calmette Guerin (tuberculosis vaccine)
bOPV	Bivalent Oral Polio Vaccine
cMYP	Comprehensive Multi-Year Plan (on immunization)
CRS	Congenital Rubella Syndrome
DTP	Diphtheria-Tetanus-Pertussis vaccine
DPHC	District Public Health Centre (Municipality PHC)
DT/Td	Diphtheria-Tetanus Vaccine
EVAP	European Vaccine Action Plan
EVM	Effective Vaccine Management
GAVI	Global Alliance for Vaccines and Immunization
GEL	Georgian Lari
GVAP	Global Vaccine Action Plan
HepB	Hepatitis B Vaccine
Hexavalent	Hexavalent Vaccine (DTaP- HepB- Hib-IPV)
Hib	Haemophilus Influenzae type b Vaccine
ICC	Inter-agency Coordination Committee
IPV	Inactivated Polio Vaccine
MDG	Millennium Development Goals
MDVP	Multi-Dose Vial Policy
MMR	Measles, Mumps and Rubella Vaccine
NCCPE	National Certification Committee for Polio Eradication
NITAG	National Technical Advisory Committee
NRA	National Regulatory Authorities
OPV	Oral Polio Vaccine
Penta	Pentavalent Vaccine (DPT-HepB-Hib)
PHC	Primary Health Care
PHC	Public Health Centre
SSA	Social Service Agency
UNICEF	United Nations Children’s Fund
VAPP	Vaccine Associated Paralytic Polio
cVDPV	Circulating Vaccine Derived Polio Virus
VPD	Vaccine Preventable Disease
VVM	Vaccine Vial Monitor
WHO	World Health Organization
I. [bookmark: _Toc288065155][bookmark: _Toc290215923][bookmark: _Toc303889489]
Introduction
The 65th World Health Assembly in May 2012 endorsed “The Global Vaccine Action Plan” (GVAP) based on an extensive consultation with countries and multiple stakeholders. In addition to articulating a global vision for immunization and outlining key strategies, the GVAP proposes five key goals for the Decade of Vaccines (2011-2020):  (1) achieve a world free of polio, (2) meet vaccination coverage targets, (3) reduce child mortality, (4) meet global and regional elimination targets, and (5) develop and introduce new vaccines. Each region and member countries are expected to further define specific targets and develop and implement action plans to advance the global goals.
In September 2014, the Member States of the WHO European Region unanimously adopted the European Vaccine Action Plan 2015-2020 (EVAP). The EVAP is a regional interpretation of the Global Vaccine Action Plan developed to address the specific needs and challenges related to immunization in the WHO European Region. Aligned with Health 2020 and other key regional health strategies and polices, EVAP was endorsed by the European Technical Advisory Group of Experts on Immunization before submission to the 64th session of the Regional Committee for Europe in September 2014. EVAP’s aim is to guide Member States in the European Region towards their joint vision of a Region free of vaccine-preventable diseases.
Periodically reviewing how each country is meeting the above global and regional requirements not only provides an insight into the status of the national immunization and VPD surveillance programs, on how best practices are implemented, in the perspective of strengthening the health system, but also gives the opportunity to monitor the contribution made towards these global and regional targets. The last joint international-national review of the Georgia immunization and VPD surveillance programs was conducted in 2006.
The present review took place from 27th July to 05th August 2015, together with the joint appraisal of the implementation progress and performance of GAVI’s vaccine and cash grant support to Georgia. Introduced last year as a new element to GAVI’s grant management approach, the joint appraisal is a multi-stakeholder review of the implementation progress and performance of GAVI’s vaccine and cash support to country, and of its contribution to improved immunisation outcomes.
II. [bookmark: _Toc288065156][bookmark: _Toc290215924][bookmark: _Toc303889490]Background
[bookmark: _Toc303889491]Socioeconomic and demographic data
The Stat-Office shows for 2012 a total population of 4,490,700. The BRO data for 2013 shows 53,220 births, while NCDC data for 2013 shows 58,579 births. Georgia has 65 districts which became municipalities.

[image: Macintosh HD:Users:ericlaurent:Documents:Consultancy Work:Consultancy Missions:Unicef Georgia:Background documents:Georgia map.pdf]
Figure/table 1: Map of Georgia
[bookmark: _Toc303889492]Health status and selected health indicators

	Indicator
	Year
	Value

	% of population aged 0–14 years
	2010
	17

	% of population aged 65+ years
	2010
	14

	Crude death rate per 1000 population
	2010
	11

	Estimated infant mortality per 1000 live births (world health report)
	2012
	18

	Estimated life expectancy (world health report)
	2011
	72

	Hospital beds per 100 000
	2012
	253

	Incidence of tuberculosis per 100 000
	2012
	88

	Infant deaths per 1000 live births
	2010
	11

	Life expectancy at birth (years)
	2010
	75

	Life expectancy at birth (years), females
	2010
	79

	Life expectancy at birth (years), males
	2010
	70

	Live births per 1000 population
	2012
	13

	Physicians per 100 000
	2012
	406

	SDR all causes, all ages, per 100 000
	2010
	859

	SDR, diseases of circulatory system, all ages, per 100 000
	2010
	248

	SDR, external causes of injury and poisoning, all ages, per 100 000
	2010
	22

	SDR, malignant neoplasms, all ages, per 100 000
	2010
	56

	Total health expenditure as % of GDP, WHO estimates
	2012
	9


Figure/table 2: Selected Health Indicators

[bookmark: _Toc303889493]Immunization and VPD surveillance programs
Following reform processes, policy-making, purchasing, service delivery and regulation functions were separated in the current health system arrangements in Georgia. The MLHSA is responsible for policy development, regulation, developing and overseeing implementation of public health programs including National Immunization Program. Some functions have been decentralized to the local level. 
The leading agency in the public health system is the National Centre for Disease Control and Public Health (NCDC) initially established in 1995 after reform of the Sanitary Epidemiological System with further major reorganizations in 2007 and 2010. The NCDC is a legal body of Public Law accountable to the MLHSA with a dedicated line in the state budget. The NCDC provides national leadership in preventing and controlling of communicable and non-communicable diseases, through developing of national standards and guidelines, health promotion, disease surveillance, immunization, laboratory work, research, providing expert advice and responding to public health emergencies. NCDC provides health statistics to monitor population health and guide policy actions. 
At the local level, public health responsibilities are implemented by municipal (district) public health centres (PHC) established by the local governments and financed from three different sources: local municipalities, central budget transfers and contracts from the NCDC. PHC are responsible for disease surveillance, investigation of outbreaks and planning of control measures, vaccine logistics and immunization monitoring, collection and transfer of health statistical reports including immunization reports.
The immunization program is implemented through decentralized arrangements by primary health care providers, maternity facilities, municipal public health centres, NCDC, Georgia Health and Social Program Implementation Centre (GHSPIC) and Social Service Agency (SSA) under the stewardship of the MLHSA. 
[bookmark: _Toc303889494]Further information on the health system
Further information on Georgian health system could be obtained in the below web links.
· www.moh.gov.ge
· www.ncdc.ge
· www.euro.who.int/en/countries/georgia
· www.unicef.ge//lngeng
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Objectives and methodology
[bookmark: _Toc303889496]Objectives
In line with the global and regional goals, as well as national immunization program priorities, the objectives of the review were to provide answers to the following questions:
· Which children in Georgia are not being fully immunized, and what are the reasons?
· Does the VPD surveillance system meet national, regional and global targets and is it currently able to detect any VPD outbreaks?
· Are the strategies being implemented to achieve measles elimination and rubella/CRS control targets; to sustain polio-free status and meet requirements for the polio endgame plan; to control hepatitis B infection?
· Within health system perspective, will financial sustainability of the national immunization program be achieved?
The NCDC proposed to specifically articulated the review with the following priority components:
1. Planning and management, including financing sustainability and advocacy
2. Service delivery, including immunization schedules, strategies, new vaccine introduction, communication and social mobilization
3. Immunization quality and safety, including AEFI surveillance and NRA
4. Immunization coverage and monitoring, including program performance
5. VDP surveillance and diseases control (polio, measles/rubella, hepatitis B)
[bookmark: _Toc303889497]Methodology
The review teams were using a number of methods to inform their findings, including:
· Desk review including reports, surveillance data, coverage data, feedback mechanism, supervision mechanism, and capacity building initiatives
· Interviews with relevant stakeholders including health officials, health facility staff, care givers on such topics as planning, implementation, supervision-monitoring mechanism, etc.
· Data tracking at all levels for data quality and consistency
· Site visits to assess service delivery and related aspects
Using the experience of other immunization reviews, assessment guidelines with key questions and key informants were developed and used to review the required data in each health facility visited.

Selection of the area and institutions to visit
In each region/Tbilisi city a minimum of two districts (municipalities) were selected for the country team to visit, one in close proximity to the region capital, the other district being further away from the region capital.  A number of 2-3 health facilities per district were visited. The NCDC suggested the following list of regions/districts to be visited during the review:
· Tbilisi City:	Vake-Saburtalo, Didube-Chugureti
· Kakheti:	Telavi, Signagi
· Imereti:	Kutaisi, Bagdadi
· Ajara:		Batumi, Shuakhevi
· Abkhazia
It is important to emphasize that the review was not aiming an exhaustive (quantitative) analysis but rather a qualitative, trying to understand properly the areas which needs improvements and how to achieve them.

Review teams
One national/central team was composed of a national professional paired with an international professional (team leader), to cover central/national level issues, i.e. immunization and VPD surveillance management, financing, procurement, committees, and laboratories.  This team was basically reviewing the National Immunization Strategy and functioning of the immunization and VPD surveillance programs at national level, including polio eradication, measles elimination, rubella/CRS control, and hepatitis B control.
5 field review teams were each composed of a national professional paired with an international professional. These teams were assigned to cover one region/Tbilisi city, two districts per region, and 2-3 health facilities per district, interviewing health care providers, observing practices and reviewing records.

Report preparation
Each team was preparing feedback on their key findings and drafting recommendations for each region reviewed, including also the central level. A short report was also prepared for each region, for further distribution to the regions. All these information were then consolidated into a national-wide summary, covering the 5 priority components identified above.
A presentation was made with the conclusions and recommendations and presented on the 5th August to the MLHSA and to NCDC.



IV. [bookmark: _Toc303889498]Findings and recommendations
I. [bookmark: _Toc303889499]Planning and management, including financing sustainability and advocacy
General framework and financing
The Public Health Law of Georgia defines main responsibilities of the government, medical institutions and population regarding public health and contains specific chapter on immunization general settings. Details on immunization regulations are provided by the Ministerial Decree #183, and VPD surveillance by the Order on Epidemiologic Surveillance and Medical Statistics (2012)	and a recent Governmental Decree on Integrated Surveillance for Communicable Diseases (July 2015). The Government of Georgia is responsible to provide immunization to all the citizens free of charge with consideration of national immunization calendar. The Pubic Health Law generally calls every citizen for vaccination; nevertheless, there is no substantial mechanism to enforce obligation for immunization. People are allowed to deny vaccination and no restrictions will apply to them.
A budget line item in the national budget for the immunization program exists and covers vaccine and vaccine material costs; since 2012, immunization services are no longer its subject. In 2014, cold chain expenses were also covered by the immunization program budget. Shared cost for trainings, transportation, surveillance and other items are disseminated among different programs and administration budgets without separately labelling as immunization cost. Fee for immunization services is integrated into consolidated budget for primary health care services and considered by the Universal Health Care Program Budget and the budget of Village Health Care State Program.
The current comprehensive multi-year plan (cMYP 2012-2016) provides details about current and future resource requirements on vaccines, cold chain, personnel, equipment and infrastructure and assesses available funds from both, government and donor sides. In addition, the cMYP indicates the resulting funding gaps that serve MLHSA as an evidence for advocating on additional resources. Programmatic part of the cMYP is considered into the annual state immunization program goals and tasks but costing approaches are disregard in budget planning and program designing.
Georgia also develops financial indicators of the WHO-UNICEF Joint Reported Form (JRF) to capture the expenditure on routine immunization, the expenditure on vaccines, the percentages financed by government and the existence of national budget lines for the purchase of vaccines and injection supplies. These are key elements of the financial sustainability of the immunization program.
Georgia’s surging social spending equals that of richer countries. Though still much lower than the OECD average, Georgia’s social spending in GDP, 9.6 % in 2014, has reached the level of richer countries such as Korea. Georgia is now facing the challenge to sustain its good performance in growth and poverty reduction after it made significant progress in 2010‐13. In 2013 the economic growth slowed due to policy uncertainty that followed the transition of government. In the first three quarters of 2014 growth picked up, but it came under pressure in the fourth quarter as the regional economic environment severely deteriorated. Georgia’s economy is still vulnerable to future shocks, which underscores the need for fiscal buffers. Depreciation of Georgian Lari by 20% in 2015 and increasing inflation rate (from 3.5% in 2014 to 5% in 2015) also affects the capacity to public budget.
Georgia has initiated the new wave of reforms in health care since 2012. The newly elected Government of Georgia declared health and social sectors as priority number one and, from February 2013, introduced Universal Health Care to increase the access to the health care services. The strategic document Georgia 2020 sets the goal of reducing 70% out of pocket health expenses in 2012 to 30% by 2020. In 2014, the ministry doubled the health care budget in comparison with 2012 and became the main purchaser of them.
Significant increase of vaccine funds and strong political commitment and prioritization of the national immunization program have been taken place to support the achievement of the MDG’s, from 4 million (M) GEL in 2012 to 5.7 M GEL in 2014 and planning to increase from 8.2 M GEL in 2015 to 11.4 M GEL in 2016. Similar increase in administrative budget of the NCDC has been taken place, from 3.6 M GEL in 2012 to 7.2 M GEL in 2014.
The GoG is committed to finance all vaccines (including hexavalent) in the coming years, including the taking over of rotavirus and pneumococcal vaccines.


Figure/table 3: Routine Immunization Budget Dynamic, 2006-2019
Procurement and supply mechanism
Georgia widely uses the opportunity of purchasing vaccines through pooled mechanism and procures all routine vaccines (except hexavalent) through UNICEF Supply Division. The procurement relationship is regulated within the frame of the international agreement between the country and UN, and Memorandum of Understanding between the government and UNICEF.
Non-routine vaccines (e.g. anti-rabies and in the future hexavalent) are self-procured through electronic tenders, based on the National State Procurement Law. State procurement legislation allows procurer multi-year tender and contracting. The law does not recognize pooled procurement mechanism unless it is regulated by higher-level legal act (e.g. international agreement between Georgia and UN in case of UNICEF SD). The State Procurement Law of Georgia allows exemptions from the law in case of urgency or strategically important needs; purchaser should provide detailed explanation on purchase necessity.
The current procurement process is as follows; NCDC places the order with full payment in January-February; the delivery is supposed to be within 4-8 weeks; therefore by May vaccines should be received. In 2014 and 2015, several vaccines, including pentavalent, were not received up to July, although full payment were made as mentioned in January-February. It created a real problem of vaccine supply for all the country. The reason invoked were problems with low number of manufacturers and vaccine market deficit (e.g. pentavalent). Consecutive direct discussion with UNICEF Supply Division took place, including a visit to Copenhagen by NCDC Head of State Program Department. Ways to solve such problem for the future should be explored. Suggestions made by NCDC Head of State Program Department calls UNICEF Supply Division to:
· supply in proper term (as agreed) and work with manufacturers to avoid delays;
· take into consideration local procurement capability, if not able to supply;
· alarm NCDC a bit earlier in case of problem;
· allow reduction of buffer money (10%); guaranty for vaccine prices;
· decrease the time for financial documentation (bureaucracy).
Planning and management
Advisory bodies for immunization and committees for diseases control exist in Georgia. The Inter-agency Coordination Committee (ICC) meets regularly (more than once a month).  The National Certification Committee for Polio Eradication, and the Committee for Measles and Rubella Elimination are also in place. The National Technical Advisory Committees (NITAG), existing since 2008 and revised by law since 2014, might not be fully functional, as currently some of its functions are covered somehow in the ICC. Disconnecting ICC and NITAG, with the strengthening of NITAG will be important in the coming future.
Concerning human resources and management of the program, the NCDC have strong, experienced and dedicated staff with 7 professionals in the immunization division, 5 in cold chain and vaccine delivery, and 5 in VDP surveillance division.
As for planning, the cMYP 2012-2016 will be revised in December 2015. Then the Ministerial Decree #183 which is the core document for immunization will also be reviewed and updated in October 2015 to include new vaccines introduction (hexavalent, bOPV).
Concerning the capacity building/training, due to the several introduction of new vaccines, many training courses took place, with Partners support: 3100 doctors/nurses were trained for rotavirus; 147 training courses on PCV; 70 for refresher training; 100 planned for introduction of bOPV and hexavalent.
As for supervision of activities, the NCDC immunization team regularly conduct supportive supervision visits to the DPHCs, including some primary health care facilities in each district. Often programmatic changes in the immunization program (e.g. introduction of new vaccine) offer the opportunity to conduct such supportive supervision visit. However due to the system of privatisation of primary health care facilities and their contracting for immunization services by the Social Service Agency (SSA), the supervision by NCDC remains mainly an advising activity, recommending what to improve, but not having any power to enforce changes when wrong practices and behaviours occur. It very much limits their own impact, especially regarding primary health care facilities which do not put immunization as a priority (e.g. large polyclinic with inpatients department). Ways to solve this problem should be explored and discussed with MLHSA, SSA and Municipalities, including use of incentives, advocacy, encouragement, but also constraining the health facilities if they don’t comply. 

Summary findings and recommendations
Major achievements
· Government financing of immunization program sustained and increased, reflected in the budget for the coming year (introduction of hexavalent)
· NCDC management and supervision of the immunization program, including competent and experienced staff: a strong part of the system
· Advisory bodies and committees exist and most of them function
· Core official documents on immunization available, and currently being revised
· Good settings in urban polyclinics; health staff dedicated
· Regular training on various technical areas
Major issues identified
· Lack of systemic approaches and incentives for increasing/maintaining immunization performance among service providers
· Shortages of several vaccines due to time delay in supply by UNICEF, problem of global market deficit and delayed transactions
· Lack of regulation and enforcement by SSA/Municipality/DPHC to ensure service quality in health facilities
· Problem of optimization of human resources at public health centre and primary health care levels
· Quality of infrastructure and of working conditions low in most of public health centres (DPHC) and some of primary health care facilities
Main recommendations
1. GoG to maintain its continuous effort for financial sustainability
2. Ways to “regulate” the quality and performance of services of DPHC and health facilities to be envisaged (e.g. incentive/punitive)
3. UNICEF SD to be advocated to facilitate transactions, work with manufacturers to avoid delays, and to inform government in advance in case of supply shortages
4. Receiving vaccines in a single shipment per year to be considered
5. NCDC’s technical and financial strong capacity to manage and supervise the program to be fully maintained

II. [bookmark: _Toc303889500]Service delivery, including immunization schedules, strategies, new vaccine introduction, communication and social mobilization
The current immunization schedules were defined by the Order No. 183 06.25.2010 (shown below). No infringement to these schedules has been observed during the field visits, and in general immunization practices and vaccine handling are correct.
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* Pentavalent vaccine: DTwP-Hib-Hep.B
Figure/table 4: Immunization Schedule – current, 2015
As part of the Polio Endgame strategy, Georgia will introduce IPV and bOPV. Hexavalent vaccine was chosen and will replace Pentavalent vaccine.  Acellular Pertussis will therefore replace whole cell Pertussis.  New immunization schedules will be as follows.
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* Hexavalent vaccine: DTaP-Hib-Hep.B-IPV
Figure/table 5: Immunization Schedule – planned, end of 2015 and 2016
Rotavirus vaccine and PCV introduction was well received by the health staff and parents. None of the family practitioners expressed any concern about the necessity of the new vaccines. In general Rotavirus vaccine coverage is lower compared to other vaccines administered at the same age, and this difference was explained by the age limitation and delays in receiving the other antigens. Although some family practitioners were initially concerned about the parents’ reaction to two injections in the same visit, in practice PCV rollout was going well.

Concerning the access to immunization, it is not a problem in major cities (high frequency of immunization provision). In rural area, because of the low number of children per facility, health centres are providing immunization services only on designated dates (once a month in some areas).
About the distribution process of the registered children, ascertainment of the projected target population has been difficult lately due to the newly established medical facilities, and the fact that the parents can choose their facilities for immunization. Their contingent is in the formation phase, the beneficiaries of the other facilities are being recruited and the population can choose the facility themselves. Hence, it is likely that the target population of some facilities can increase, while in others it can decrease. It brings a real challenge in actively covering the target population.
Concerning the strategies to reach the highest coverage, although there is a strong involvement of health staff in follow-up with parents on immunization timelines (phone-sms reminders of the need to bring children for vaccination, efforts to explain to parents the value and safety of immunization), there are still children missed or immunization delays, leading to a significant drop-out between doses of antigens (refer to data provided in chapter IV on immunization coverage and monitoring). In major cities, the active catch up of unimmunized children appears to be a challenge for health staff, due to lack of incentives, time and motivation.
The issue of mandatory vaccination in Georgia makes debates, but has to be handled carefully to avoid backslashes by the population. Intervention/recommendation by MLHSA for school/kindergarten entry requirements (immunization/health certificate) might be a good way to explore.
It was noticed in major city like Tbilisi that larger health facilities with inpatient department are less interested in implementing immunization services, mainly due to the question of optimization of time/cost for health staff.
Contraindications are still widely applied. Family practitioners cited fever, respiratory infections and diarrhoea as temporary contraindications delaying vaccination for 1-2 months. Other conditions including neurological and developmental disorders, anaemia and haemangioma led to the referral to other specialists (neurologist, immunologist, surgeon and other specialists) and almost always resulted with holding on all vaccinations until the issue was resolved.
Concerning communication and social mobilization, the health staff thought that the public had become more knowledgeable and aware of the benefits of immunization in the past 2-3 years. Although parents asked more questions now, it is easier to communicate with them and to explain issues. Health staff also started to provide more detailed information on the expected side effects of vaccines (AEFI) which increased transparency and helped to manage expectations of parents.
The proportion of real refusal seems to be not so high, the reasons being mainly vaccine safety concerns with information obtained from friends, relatives, Internet and social media.  The main issue is more some hesitancy among the parents asking to postpone vaccination, particularly in urban areas. Social mobilization materials were mainly observed for new vaccines introduction (e.g. PCV).
Although the Health Promotion team at the national level got its capacity increased in the recent years (human and financial resources), it was noted by all teams that the communication strategies and actions/materials at the field level were not up to the level it should be for an immunization program.

Summary findings and recommendations
Major achievements
· National immunization schedule followed by service providers, and in line with WHO recommendations
· Immunization practices and vaccines handling observed during the review: in general good
· Rotavirus vaccine and PCV implementation proceeding fairly well
· Around 95% of all vaccinations are provided by the state program, share of commercial vaccines minimal
· Improved knowledge and awareness of parents on immunization in recent years
· Health Promotion team at national level with increased capacity (human and financial resources) 
Major issues identified
· False contraindications still widespread, including temporary ones, inducing low coverage and drop-out
· Active follow up of children: a challenge for health staff (cost, time, motivation) for urban areas
· Larger health facilities with inpatient department less interested in implementing immunization
· Increasing vaccine hesitancy among parents in large cities
· Lack of trained/skilled professionals for health promotion (at all levels)
Main recommendations
1. Explore various strategies to reduce false contraindications (scientific workshops, behaviour change models)
2. Explore intervention/recommendation by MLHSA for school/kindergarten entry requirements (immunization/health certificate)
3. Develop comprehensive communication strategies; allocate sufficient resource, training and information material
4. Increase capacity in health communication in NCDC and DPHCs, with technical assistance

III. [bookmark: _Toc303889501]Immunization quality and safety, including AEFI surveillance and NRA
Cold chain and logistics
With the introduction of expensive vaccines, the quality and capacity of the cold chain throughout the country became critical. An EVM assessment (2014) and a cold chain inventory assessment (2013) were conducted. The current immunization review found that the national vaccine store is of a high quality standard. The settings at the national level (office, cold rooms, stores) are all in good condition and well managed. The staff have good skills, are experienced and dedicated. Several of the EVM assessment recommendations have been implemented (see annex).
Currently 4 cold rooms are in place, and a newly procured one is going to be installed soon; there are freezers for -20°C storage; the vaccine storage capacity is sufficient, including for the introduction of all new vaccines planned. A stand-by generator serves the NCDC facilities. The temperature monitoring system is adequate and equipped with an alarm; there are newly procured continuous temperature monitoring device (Q-Tag), equipped with possible connection to computers. There are also cold rooms in regional stores (Tbilisi, Kutaisi, Batumi, Rustavi). All recently newly procured equipment (central, district levels) were from GoG budget, covering 1/3 of country need (not including primary health care facilities).
Concerning the stock management, the current software is demonstrating limits (excel based). A newly supply management software is going to be piloted until June 2016 (linked to the immunization e-module package); it will facilitate the stock management and the vaccine quality monitoring, throughout the country, as it will be connected to DPHCs and health facilities (internet based). An analysis of the national stock-in-hand shows that shortages occurred in 2014 (see graph in annex), as mentioned in the procurement paragraph.
A newly procured refrigerated truck is available at central level, and there is a tender for procuring another one; the central level staff distributes vaccines and supplies to all 65 DPHCs. The dry storage in NCDC, for all other supplies, is much too packed, with no extra space, however supplies are stored in another location than NCDC.
At the country level (DPHC, primary health care centre), the vaccine stores observed during the review and the distribution system seem to be well structured and fairly well functioning. One critical issue is the use of domestic refrigerators, in facilities where no air conditioner is available (during the review the outside temperature reached 40° C). As all primary health care facilities are private, it is difficult for NCDC to convince them to procure standard equipment for vaccine storage. Another challenge is justification of allocating public resources for private facilities and legally administers the process of equipment distribution. Advocating SSA and Municipality to procure WHO standards cold chain is advisable.
AEFI surveillance
The immunization review demonstrated that the AEFI system is in place with existing forms, procedures for detection, reporting, investigating and classification. During the interviews, family doctors and paediatrics mostly mentioned there were no cases detected in the recent years. In that regard, it is difficult to assess the sensitivity of the system to detect and report any severe case. It might be advisable to review the AEFI surveillance system (sample review in hospitals), and to reinforce the system through further training on AEFI detection and case definition.
It is also important to mention that since 2008 and the media crisis which occurred following adverse events in school at the time of the measles rubella campaign, there was no other AEFI case related media problem.
With several other immunization documents, the AEFI guidelines are under revision.
National Regulatory Authorities (NRA)
The regulatory oversight in Georgia is ensured by the Department of Drugs and Pharmaceutical Activities which is under the State Regulatory Agency for Medical Activities. Thus Georgian NRA is not a freestanding agency. The law of Georgia on Drugs and Pharmaceutical Activities (1997) was substantially reframed in 2009, defining requirements:
· Market authorization/vaccine registration
· Pharmacovigilance/AEFI surveillance system
· Access to laboratory (partially)
· Lot release procedures (not in place)
As Georgia procures routine vaccines through UNICEF, all the vaccines are WHO-prequalified. The special committee, chaired by the deputy minister of health and responsible for admission of medicines and other pharmaceutical materials for urgent and strategic needs, provides WHO-prequalified vaccine with a single (one-time) permission per each episode of introduction in Georgia. Permission is made based on vaccine documentation review by NRA. The list of documents is the same as required by the simplified registration procedure but the procedure is resulted in a single permission.
An Institutional Development Plan was produced with the support of WHO in 2014. However during the review, it appears that the plan is not followed-up by the NRA.

Summary findings and recommendations
Major achievements
· Central level:  Existing good equipment for cold chain, temperature monitoring, transportation; cold storage capacity adequate; EVM (2014) recommendations and SOPs implemented for a good part; national vaccine store with high quality standard
· Country level:  Vaccine storage and distribution system well structured and fairly well functioning; Cold chain inventory assessment conducted (2013)
· New equipment provided (central, district) from GoG budget covering 1/3 of country need
· AEFI surveillance system in place, guidelines currently renewed
· NRA: Institutional development plan exists 
Major issues identified
· Lack of SOPs implemented at DPHC and primary health care facility levels
· Primary health care facilities mostly use domestic refrigerators, WHO standards cold chain equipment procured by NCDC can not be given to primary health care facilities
· Weaknesses in cold chain knowledge and practices in some city maternity and polyclinics
· Sensitivity of the AEFI system not really known
· Information recorded in the logbooks not always complete; may indicate staff overload and lack of time
Main recommendations
1. GoG to continue allocating budget for cold chain in 2016 and 2017 to cover remaining need
2. Write and implement SOPs at DPHC and primary health care facility levels
3. Conduct temperature monitoring study during transportation between DPHC and health facilities, and within health facilities
4. Review AEFI surveillance system sensitivity; train on AEFI detection and case definition
5. The Regulatory Authorities (NRA) to implement the Institutional Development Plan produced in 2014 

IV. [bookmark: _Toc303889502]Immunization coverage and monitoring, including program performance
The overall immunization coverage recording and reporting system appears to be well functioning, and data are generally processed timely and complete.  However as previously mentioned, there are still too many differences not elucidated with target population figures, questioning the immunization coverage itself, which in some area could be higher (as the target population might lower than current data used).
The new immunization e-module introduction deeply improved child registry, with the existence of an ID number.  There is also a planned introduction of e-birth registration.  The contingent started to be settled, plan better clarified, but polyclinics face sometimes problems entering data, and training is a challenge too.  It is important to ensure full rollout and proper use of the immunization e-module by all health facilities as soon as possible, and ensure the linkage of the birth registration system with the immunization module.
It was noticed that some facilities do not have access to computer and Internet connection for electronic monitoring of the immunization coverage. Data analysis was done by hand, fragmented and incomplete.
Concerning the monitoring of the quality of the immunization activities, there are regular supervisory visits conducted by NCDC in DPHC allowing checking the best practices and recommending corrective action.  DPHCs are monitoring primary health facilities, but as previously mentioned, have no possibility to enforce changes, but simply provide advices and recommendations.  In general, there was no real financial problem to implement supervisory visits, mainly due to the fact that new vaccines introduction provided opportunities to train and supervise immunization activities.
However the monitoring of the program performances by DPHC and within primary health facilities is insufficient, with limited data analysis. There is also no calculation of immunization coverage at primary health facility level.
Concerning the immunization coverage for the different antigens, they are lower than the Regional target of 95%. Then high drop-out rates (Penta 1-3, Penta-MMR1) are quite frequent within the country.  For the national level, 2014 drop-out rate were as high as 9% for Penta1-MMR1, 10% for Penta1-Penta3, 9% for OPV 1-3.
Rotavirus vaccine coverage is lower than Penta1 and Penta2.  Then concerning MMR2 coverage, following the dismantling of school immunization services, MMR2 vaccine was being provided by the health centres at 5 years of age which were thought to be contributing to lower coverage.


Figure/table 6: Immunization Coverage

Summary findings and recommendations
Major achievements
· Overall good immunization coverage system; data generally processed timely and complete
· New immunization e-module introduction improving child registry, with ID number. Planned introduction of e-birth registration
· Regular supervisory activities by NCDC in DPHC allowing checking the best practices and corrective action
· No real financial problem to implement supervisory activities 
Major issues identified
· Still too many differences not elucidated with target population figures
· Insufficient program performance monitoring by DPHC and primary health care facilities; limited data analysis
· Immunization coverages are lower than the Regional target of 95%
· High drop-out rates (penta1-3, penta-MMR1), rotavirus vaccine coverage lower than penta1 and penta2
· Some difficulties to supervise health facilities 
Main recommendations
1. Ensure roll-out and proper use of the immunization e-module by all health facilities as soon as possible. Ensure linkage of birth registration system with immunization module
2. Strengthen skills and accountabilities of DPHCs on data analysis and program performance monitoring
3. Explore ways to increase immunization coverage and decrease drop-out rates, engaging MLHSA and SSA
4. Maintain the extent and the quality of supportive supervision to ensure the full quality of the immunization program 

V. [bookmark: _Toc303889503]VDP surveillance and diseases control (polio, measles/rubella, hepatitis B)
All vaccine-preventable diseases (VPD) are nationally reportable; all are subject to immediate notification and case-based; hepatitis B is an exception - aggregate reporting since in 2012, but there is a plan to change it back this year. National Guidelines for Communicable Disease Surveillance which includes VPD surveillance were adopted in 2004 and updated in 2010.  The VPDs section in the guidelines are in general adequate, but have not been updated since 2004.
The surveillance process includes case-reporting by primary health care facilities (HCF) to District Public Health Centers (DPHC) to NCDC.  HCFs report cases to DPHCs using paper forms. DPHCs enter the information into the Electronic Infectious Disease Surveillance System (EIDSS) - a nationwide web-based system for human and animal communicable disease surveillance (reporting through EIDSS mandatory in 2012). The national level receives real time reports on cases through EIDSS.  Case classification is done at district level and updated by NCDC if needed.  Incorporating data on laboratory testing is challenging as lab and epi components cannot always be linked by using EIDSS, and having unique case identifiers used by both sides is not always possible. In addition, EIDSS currently cannot be linked to some WHO systems for laboratory surveillance (e.g. for measles and rubella).
The system provides detailed disease-specific forms for VPDs with case-based surveillance.  At the NCDC level (and in some districts), EIDSS is linked to the national electronic Health Information Management System (HIMS) and receives notification when a diagnosis of reportable disease is entered into HIMS (potential duplicate reports reconciled at NCDC level). The access to the Immunization Module (IMM) of HIMS allows access to the data on vaccination status of cases thus helping with case/outbreak investigation and response.  The positive impact of links to HIMS will likely become greater once the currently ongoing roll-out of HIMS, particularly IMM, is completed.  Measles and rubella, as well as AFP case data in EIDSS is compatible with the format for reporting to the WHO/EURO thus eliminating the need for duplicate data entry into WHO system. The Laboratory Information Management System (LIMS) currently under development will be linked with EIDSS and will likely allow access to laboratory data at major HCFs.
EIDSS allows generation of standard reports submitted from district to NCDC levels monthly.  The national level also generates periodic reports based on the EIDSS data, but the limitations of the staff time and resources prevent routine conducting of detailed analysis.
The evaluation of the communicable disease reporting to EIDSS conducted for 9 diseases in selected HCFs in collaboration with CDC South Caucasus Office in Tbilisi in late 2014 confirmed that EIDSS is a well-established reporting system well accepted by both providers and public health workers. However, completeness of reporting of identified cases varied across regions and by disease.  The sensitivity of reporting for the two VPDs included – rubella and pertussis, were 63% for (5 of 8 cases diagnosed at HCFs were found to be entered into EIDSS) and 30% (3 of 10 cases), respectively.  Other findings of evaluation were variability of reporting procedures at HCF level and resource limitation as a challenge for reporting.  Good communication and support by NCDC were also noted by DPHC staff interviewed in the evaluation.
Timeliness and completeness of reporting from district to national level is good, the introduction of EIDSS being a major contributing factor.
	

	Diseases
	2015*
	2014
	2013
	2012
	2011
	2010

	Poliomyelitis
	0
	0 
	0 
	0 
	0 
	0 

	Measles
	 
	3188 
	7872 
	31 
	64 
	22 

	Rubella
	 
	149 
	224 
	75 
	64 
	59 

	CRS
	0
	0 
	0 
	0 
	0 
	0 

	Diphtheria
	 
	2 
	4 
	0 
	1 
	0 

	Acute hepatitis B
	 
	 
	217
	170
	118
	104

	Pertussis
	 
	94 
	115 
	346 
	33 
	49 

	Tetanus (total)
	 
	7 
	2 
	6 
	5 
	7 

	Mumps
	 
	55 
	52 
	50 
	44 
	101 

	Tetanus (neonatal)
	0
	0 
	0 
	0 
	0 
	0 

	a Reported as of July 2015
	
	
	
	
	
	


Figure/table 7: Reported Cases of Vaccine Preventable Diseases, 2010-2015a
Laboratory confirmation is a challenge due to limited sample collection because of logistical challenges, especially for non-hospitalized cases, underestimation of the need and lack of awareness of the availability of testing by providers, parental refusal for blood collection. This is particularly affects surveillance for measles and rubella. Reporting of positive results for VPDs by private laboratories occasionally occurs, but most likely is incomplete.
Construction of the Lugar Centre laboratory with DTRA support, built in accordance to modern Western standards has substantially strengthened laboratory capacity at NCDC and in Georgia in general.  However, availability of testing for various VPDs varies.
WHO-accredited national laboratories exist for polio, measles and rubella, testing for rotavirus and agents of bacterial invasive disease is available through WHO-supported sentinel surveillance, but testing for other VPDs is limited (diphtheria, rotavirus,) or not available (pertussis, mumps).  Laboratory testing for hepatitis B is available at Lugar Centre, but mostly conducted by laboratories at HCFs or private laboratories.
Plans for the upcoming year include strengthening surveillance for measles, rubella, polio and other enteroviruses, rotavirus and pertussis by implementing molecular methods of testing.  A major adult serosurvey for measles and rubella using samples from the currently ongoing population-based serosurvey for hepatitis B and C is also planned.
Measles and rubella surveillance is in general well-functioning and despite the huge case load, both epidemiology and laboratory components managed well during the large-scale measles outbreak of 2013-2014. After an upgrade in 2013, measles and rubella case reports in EIDSS can be downloaded in a format compatible with WHO Centralized Integrated System for Infectious Disease Surveillance (CISID) thus eliminating the need for duplicate entry existing in previous years. As a limitation, EIDSS cannot be directly linked to the Laboratory Data Management System (LDMS) used by the WHO/EURO LabNet for measles and rubella, which includes results of virology testing and genotyping.  Surveillance guidelines for measles and rubella/CRS have not been updated since 2004, while WHO/EURO Regional guidelines have been updated several times since then, most recently in 2012, and separate Regional guidelines for responding to measles and rubella outbreaks reflecting the realities of current stage of measles and rubella elimination program have been developed.  In addition, the low rates of sample collection are a problem, particularly when number of cases is relatively low. This makes it difficult to achieve target for one of the key surveillance quality indicators – the rate of discarded cases > 2.0/100,000, as well as differentiation of the origin of cases.  Lab confirmation is particularly rarely sought for rubella and no specimens for virus characterization have ever been collected from rubella patients in Georgia. CRS surveillance is practically non-existent.
	
	

	Variables
	2013
	2014
	2013-2014
	2015*

	Cases, No.
	7,872
	3188
	11,160
	

	Incidence, per 1 million population
	1,756
	855
	1,305
	

	Geographic distribution:
	
	
	
	

	Tbilisi, cases, No.
	3744
	1365
	5109
	

	Other regions, cases, No.
	4128
	1823
	5951
	

	Age groups affected:	
	
	
	
	

	<1 years
	739
	326
	1065
	

	1-4 years
	1097
	514
	1611
	

	5-14 years
	1135
	500
	1635
	

	14+ years
	4901
	1848
	6749
	


a Reported as of July 2015
Figure/table 8: Basic characteristics of the measles outbreak, 2013-2015 a
Polio surveillance is well functioning with AFP and environmental surveillance in place and plans for establishing enterovirus surveillance from human cases in 2016.  Case reports are submitted to EIDSS and then downloaded and transferred to WHO via CISID.  AFP surveillance generally meets targets for all basic indicators.  The key parameter – non-polio AFP rate has been at or over 1.0/100,000 target adopted in WHO/EURO for many years (except 2009 -1.6/100,000), but has not reached 2.0/100,000 target introduced in the European Region for countries at high risk of poliovirus spread in case of importation beginning in 2011, after the 2010 outbreak in Tajikistan; this target applied to Georgia during 2011-2013.  As of July 2015, 5 cases of AFP have been reported, for an annualized rate of approximately 1.3/100,000[footnoteRef:1] (meeting the 1.0/100,000 target which applies to Georgia considered currently at intermediate risk). The Georgian National Polio Laboratory also provides testing of AFP cases from Armenia which does not have an accredited laboratory, and has been designated as the sub regional hub for intratypic differentiation of identified polioviruses. In 2014, the laboratory supported investigation and identified echovirus 30 as the causative agent of the major outbreak of aseptic meningitis (approximately 1200 cases) in Georgia. [1:  It should be taken into account that with the recently released preliminary results of the 2014 national census in Georgia with total number of 3.7 million, rather than previously estimated 4.5 million, and expected retrospective downward estimation of previous years by the Georgian National Statistical Service, actual AFP rates in Georgia could be higher than they appear when using previous national or UN population estimates.] 


	Variables
	2010
	2011
	2012
	2013
	2014
	2015a
	Target

	Reported AFP cases, all ages, No.
	7
	10
	14
	10
	13
	5
	N/A

	Reported AFP cases aged <15 years No.
	7
	10
	14
	10
	13
	5
	N/A

	Confirmed polio cases, No.
	0
	0
	0
	0
	0
	0
	0

	Polio-compatible cases, No.
	0
	0
	0
	0
	0
	0
	0

	Non-polio AFP rate
	0.97
	1.26
	1.83
	1.41
	1.83
	1.3
	>1.0

	AFP surveillance indexb
	0.97
	1
	1
	1
	1
	 
	>0.8

	AFP cases with adequate stool specimens, %c
	100
	100
	100
	100
	100
	100
	>80%

	AFP cases notified within 7 days of onset, %
	86
	90
	79
	60
	92
	100
	>80%

	AFP cases with <48 hours between notification and case investigation, %
	100
	90
	100
	100
	100
	100
	>80%

	Completeness of zero reporting, %d
	92
	94
	96
	94
	96
	100
	>80%

	Timeliness of zero reporting, %e
	83
	94
	96
	94
	91
	97
	>80%

	a2015 preliminary data, as reported by July; non-polio AFP rates & surveillance index for 2015 annualized 

	b Non-polio AFP rate multiplied by the proportion of cases with stool specimen

	c Per cent of AFP cases with 2 stool specimens collected 24-48 hours apart within 14 days of onset

	d Per cent of reports to WHO received from the number of expected reports

	e  Per cent of reports to WHO received on time


Figure/table 9: AFP Surveillance Performance, 2010-2015 a
Hepatitis B is the only VPD without immediate notification and case-based reporting, but plans are to change it back to case-based.  This will require updating regulatory documents.  Laboratory confirmation is available at Lugar Centre but mostly done in other facilities.  Number of cases of acute hepatitis B in vaccinated birth cohorts is very low, but no surveys to assess the impact of vaccine introduction have been undertaken.  This will likely have to be conducted once WHO/EURO officially adopts the target for hepatitis B control in the European Region.
Diphtheria – clinical cases of diphtheria continue to be reported in Georgia (up to 4 cases annually in the last 5 years), but none are laboratory-confirmed.  The potential reasons include not collecting samples, late collection of samples, low sensitivity of laboratory testing, or involvement of other pathogens.  Laboratory testing for diphtheria at this point is available at ZDLs and Lugar Centre, but although supplies and reagents are available, the capacity is limited as the responsible person at Lugar Centre has not received any specialized training on diphtheria. Obtaining external technical support for diphtheria laboratory is also a problem due to the lack of dedicated funds at partner institutions (WHO).
Rotavirus and invasive bacterial diseases – there is limited sentinel surveillance, supported by WHO; cases are reported to EIDSS too.  In addition, in April 2014, a cluster of four fatal cases of pneumococcal infection among adults was identified using both bacteriology and molecular methods.
Pertussis surveillance is case-based, for clinical cases only.  Laboratory confirmation is not available in Georgia, but needs to be established in light of upcoming transition to acellular pertussis vaccine at the end of 2015. For 2016, there are plans for introducing PCR and serologic testing for pertussis at Lugar Centre.  The value of serologic diagnosis for pertussis is questionable, and introduction of PCR will likely benefit from partners technical support.
Tetanus – 2 to 7 cases reported annually in the last 5 years (no cases of neonatal tetanus).
Mumps – no testing available at Lugar Centre; some private laboratories test for IgM but rarely report results to NCDC.

Status of disease elimination/control goals
Maintaining polio-free status and implementing polio “end game” strategy
The current National Polio Preparedness Plan is up-to-date.
Surveillance for polio/AFP is of high quality, both on epi and laboratory standpoint, but continued and past problems with coverage suggest potential for population susceptibility placing the country in the intermediate risk group for poliovirus spread following introduction.
IPV introduction by switching to hexavelant vaccine (DTaP-Hib-HepB-IPV) is planned for December 2015. Transition to bOPV is planned for April 2016. Preparations are underway and so far on track.
Measles and rubella elimination
Achieving the measles and rubella elimination goal is unlikely due to continued widespread transmission of measles and rubella viruses.  A major outbreak of measles which began in early 2013 and resulted in over 11,000 cases and four deaths as of July 2015, is subsiding but cases continue to be reported.  Laboratory testing implicated genotype D8 of measles virus. The outbreak was associated with D8 genotype of measles virus.  The 2013-2014 outbreak affected all regions, but more than half of cases occurred in Tbilisi.  Cases occurred predominantly among adults (60.5% aged >15 years); 20-29 year-old age group was most affected (33.2% of all cases) reflecting past problems in immunization coverage (the same birth cohorts were predominantly affected in the previous measles outbreak in 2004-2005 and the serosurvey in 2010 showed substantial seronegativity (>10%) up to 35 years of age.  Incidence was highest among children <1 year of age, followed by 20-29 and 1-4 years.  The vast majority of cases occurred among persons who were unvaccinated or had unknown immunization status. Response activities included enhanced surveillance and case investigation, contact vaccination, offering vaccine doses to unvaccinated or incompletely vaccinated persons initially up to 14 years, then up to 30 years of age, health care workers, military, media campaign to increase awareness and generated demand for vaccination but these activities had limited impact.  Implementation of large scale SIAs among the most affected age group, young adults, is not feasible due to the lack of institutional structure to deliver campaign doses as there are no geographically defined catchment areas for HCF, proportion of unemployment, high mobility of population in this group all of which make it extremely difficult to determine and reach out to target population. In addition, the risk perception for measles and demand for preventive services in general are considered very low in Georgia. Both incomplete coverage among children and immunity gap among adults contribute to continued problem of measles in Georgia. Without addressing both, the elimination is unlikely.
Rubella cases are reported consistently but at a lower level each year. Very few of them are laboratory confirmed. The last major outbreak was in 2004-2005 and was focused predominantly among children under 10 years.  Introduction of MMR beginning in 2004 has likely prolonged inter-epidemic period but continued transmission and 2010 serosurvey suggest remaining population susceptibility. This needs to be clarified and addressed to prevent future outbreaks of rubella among older age groups with higher risk of CRS. CRS surveillance is in place on paper but hardly implemented.
The issue of immunity gap among adults remains crucial for the elimination program.  There is a plan to assess current levels of measles and rubella immunity among adult population using adult population attitude toward these diseases and immunization need to be assessed to identify potential factors affecting health seeking behavior and demand for vaccination so that more targeted interventions can be designed and implemented. One approach to the analysis could be use of the Tailoring Immunization Programs (TIP) tool developed WHO/EURO.
There is no National Plan for Measles and Rubella Elimination in Georgia.
Competing priorities (e.g. hepatitis C elimination program) also create substantial challenges to achieving measles and rubella elimination goals.
Hepatitis B control
The information to assess the impact of hepatitis B vaccination in Georgia is very limited as acute hepatitis B is no longer subject to case-based reporting and no surveys to assess chronic hepatitis B virus infection (HBsAg carriage) have been conducted. Although there is a large-scale nationwide serosurvey for hepatitis B and C currently underway, so far there are no plans with regard to hepatitis B.  Anecdotally, there have been very few cases of hepatitis B reported in vaccinated birth cohorts.
With WHO/EURO hepatitis B control goal being established, it is important to restore case-based surveillance for acute hepatitis B and assess prevalence of chronic hepatitis B virus infections among children. 

Summary findings and recommendations
Major achievements
· VPD surveillance well established and functional
· Availability of EIDSS - online system of case based detection / notification / reporting / investigation / analysis
· Data detection and reporting in general satisfactory; timeliness/completeness satisfactory; data analysis well done at national and district levels (including outbreak analysis)
· Availability of modern up-to-date laboratories at Lugar Centre; WHO-accredited national laboratories for polio, measles, and rubella 
· Plans to further strengthen laboratory component, particularly using molecular-based methods
· Continued collaboration and support from partners (CDC, DTRA, WHO, etc.) 
Major issues identified
· Limited laboratory confirmation of VPD cases
· Challenge with specimen collecting (e.g. blood sample)
· Outdated surveillance guidelines for measles, rubella, and CRS
· Very weak CRS surveillance
· Threat to achieving measles and rubella elimination goal 
Main recommendations	
1. Scale up measles and rubella elimination efforts through high political commitment, developing national plan and implementing appropriate strategies
2. Continue efforts to implement polio “end game” strategies and maintain polio-free status
3. Strengthen VPD surveillance by reintroducing case based reporting of hepatitis B and implementing CRS surveillance; explore ways to improve specimen collection
4. Consider establishing syndromic surveillance for diseases with fever and skin rash, to improve measles and rubella case detection
In addition:
5. Maintain and strengthen capacity for laboratory testing for VPDs including those for which testing is currently not available (pertussis) or needs improvement (diphtheria)

VI. [bookmark: _Toc303889504]Abkhazia findings and recommendations
A field report for Abkhazia, as for other regions visited, will be provided as an annex, and will give further details.  Below is a summary of the findings and recommendations.

Summary findings and recommendations
Major achievements
· Immunization schedule mainly in line with WHO recommendations (extra dose of BCG is recommended for tuberculin-negative 7-years-olds)
· Strong data collection system
· Well-trained, highly dedicated staff actively involved in advocacy and follow-up among parents
· Functioning vaccine supply and storage systems
· Good acceptance and roll-out of new vaccines
· Well-functioning school vaccination programs

Major issues identified
· Weak primary health care systems; lack of paediatricians, nurses, and other relevant health staff
· High drop-out rates among children of pre-school age
· Existence of false contraindications and delayed immunization
· Major communication challenges, lack of consistent advocacy for immunization 
· Insufficient engagement and commitment of higher political authorities to immunization 
· Access challenges due to remoteness of certain villages and absence of functioning health points in some villages

Main recommendations
1. Invest in strengthening immunization efforts, especially in rural areas (in short-term – though regular mobile outreach, in long-term – through re-establishment of health points in villages and strengthening primary health care)
2. Strengthen advocacy and communication efforts among parents, medical staff and teachers
3. Invest in/establish VPD surveillance
4. Advocate for stronger political commitment and engagement at the region’s government level, and for regular and sustainable financing of the immunization efforts
5. Improve vaccine management system
6. Introduce and strengthen supportive supervision


[bookmark: _Toc303889505]Annex 1: Team members and list of persons met

Team members
· Oya Zeren Afsar, UNICEF CEE/CIS
· Ekaterina Rykovanova, GAVI
· Eric Laurent, UNICEF Consultant
· Liudmila Mosina, WHO EURO
· Nino Khetsuriani, CDC of Atlanta
· Eka Paatashvili, Sabin Vaccine Institute
· Andrey Tulisov, UNICEF Abkhazia
· Lia Jabidze, Head of Immunoprophylaxis Division, NCDC
· Tamar Sulkhanishvili, Division of Immunoprophylaxis, NCDC
· Nona Beradze, Division of Immunoprophylaxis, NCDC
· Tamar Dolakidze, Division of Immunoprophylaxis, NCDC
· Teona Kashibadze, Division of Immunoprophylaxis, NCDC
· Tako Ugulava, UNICEF CO

List of persons met
MLHSA
· Valery Kvaratskhelia, Deputy Minister, MLHSA
· Marina Darakhvelidze, Head of Health Care Department, MLHSA
· Noe Kinkladze, Head of Economic Department, MLHSA
· Shorena Okropiridze, Head of Legal Drafting Division, Legal Department, MLHSA
· Ekaterina Adamia, Head of State Program Division, Health Care Department, MLHSA
· Maia Gotiashvili, Head of Budget Division, Economic department, MLHSA
· Shorena Okropiridze, Legal Department, MLHSA
· Tea Jikia, Head of Department of Drugs and Pharmaceutical Activities, State Regulatory Agency for Medical Activities
· Ivane Chkhaidze, Chair of NITAG, Director of  Pediatric Clinic, Professor

NCDC
· Amiran Gamkrelidze, General Director, NCDC
· Paata Imnadze, Deputy general director, NCDC
· Vladimir Getia, Head of State Program Department, NCDC
· Gia Kobalia, Deputy Head Finance-Economic Department, NCDC
· Giorgi kachlishvili, Head of Cold chain and logistic Division, NCDC
· Mariam Davitashvili, Senior Specialist, Cold chain and logistic Division, NCDC
· Khatuna Zakhashvili, Head, Communicable Disease Department, NCDC
· Nazi Chitadze, National MR, Serology Laboratory, Lugar Center, NCDC
· Lile Malania, General Microbiology Laboratory, Lugar Center, NCDC
· Gvantsa Chanturia, Lugar Center, NCDC
· Maiya Shishniashvili, Head of Health Promotion Division, NCDC
· Tamar Sulkhanishvili, Division of Immunoprophylaxis, NCDC
· Nona Beradze, Division of Immunoprophylaxis, NCDC	
· Tamar Dolakidze, Division of Immunoprophylaxis, NCDC    
· Teona Kashibadze, Division of Immunoprophylaxis, NCDC 

Regions
· List of persons met provided in the field reports
[bookmark: _Toc303889506]
Annex 2: Schedules of activities

	25 July, Saturday
	Team leader to arrive in Tbilisi

	26 July, Sunday
	Team members to arrive in Tbilisi
Meeting: Briefing session for international team members

	27 July, Monday
	Meeting: Briefing session at MLSHA in Tbilisi
Logistics coordination for field work

	28 July, Tuesday
	Team members to travel to provinces
Initial meeting with Health Officials

	29-31 July, Wednesday-Friday
	Field work (3 days) 

	31 Jul-01 Aug, Friday-Saturday
	Team members to return to Tbilisi

	01-02 August, Saturday-Sunday 
	Team members to work on the outcomes of field visits
Meeting: Coordination with team members (what to prepare) 

	03 August, Monday 
	Meeting (full review team): Team members to provide feedback on fields visits
Team members responsible for technical area/topic to work on their topic outcomes, and provide feedback to team leader

	04 August, Tuesday
	Meeting (full review team):  Discussion and finalization of the outcomes and recommendations of the review (full day)
Preparation of PPT presentation for review final debriefing
Team members to finalize their field report and topic report (Tue-Wed)

	05 August, Wednesday
	Meeting: Review final debriefing to MLSHA and Partners
Meeting (tentative):  Review debriefing to Minister of Health

	06 August, Thursday
	Team leader to compile all materials for report and start to work on the final report
Team members to depart from Tbilisi

	07 August, Friday
	Team leader to depart from Tbilisi
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Annex 3:  List of key documents for the desk review


1. Abkhazia Breastfeeding & Baby Friendly Initiative 2013.pdf
2. Abkhazia Maternity Services & Antenatal Care Assessment 2014.pdf
3. Abkhazia Rural PHC Facilities Assessment 2012.docx
4. Annual Progress Report 2014.doc
5. APR 2013 Internal Appraisal.docx
6. Bacterial Meningitis Surveillance & Disease Burden 2013.doc
7. Comprehensive Multi-year Plan 2012-2016.doc
8. Concern and Resistance to Immunization Research 2012.doc
9. Country Summary 2014.docx
10. European Vaccine Action Plan 2015-2020.pdf
11. European Vaccine Action Plan Factsheet 2015-2020.pdf
12. EVM Assessment 2014.doc
13. EVM Improvement Plan 2014.xlsx
14. GAVI Graduating Mission Presentation 2014.pptx
15. GAVI Graduating Mission Report 2012.docx
16. Georgia map.pdf
17. Graduation Action Plan GAVI 2014.xls
18. Health Assigned Budget 2014.xls
19. Health Expenditure & Utilization Survey 2014.pdf
20. Health Sector Development Strategic Plan 2014-2020.docx
21. Health Systems in Transition 2009.pdf
22. Hospital Sector Report 2012.pdf
23. Immunization Budgeting and Sustainable Financing VSI 2015.docx
24. Immunization Coverage Estimates 2014.pdf
25. Immunization Coverage NCDC 2011-2013.xlsx
26. Immunization Forecast Tool 2015-2019.xlsx
27. Immunization legislation VSI 2015.docx
28. Joint Reporting Form 2014.pdf
29. Law on Budget System.pdf
30. Law on Medicines.pdf
31. Law on Public Health.pdf
32. Law on Public Procurement.pdf
33. Medical Insurance for Poor 2013.pdf
34. MoH Organogramme 2014.docx
35. NRA Institutional Development Plan 2014.xlsx
36. PCV10 Introduction Cost-effectiveness Analysis 2014.docx
37. PCV10 Pre-introduction Readiness Assessment 2014.docx
38. Pharmaceutical Market 2012.pdf
39. Population & Newborn Data 2013.xls
40. Public Expenditure Review 2014.pdf
41. Rotavirus Implementation Report 2013.docx
42. Rotavirus Post-Introduction Evaluation 2014.doc
43. Social-economic Development Strategy 2020.pdf
44. Vaccine Supply Provisional Plan 2015.xlsx
45. Vaccines Budget 2012-2015.xls
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Annex 4: Field reports

Field reports (5) were drafted by the team members and after clearance will be shared with the respective Region/Municipality/District.  They are not attached to this report, due to the large number of pages for all these reports, but are available on request.



[bookmark: _Toc303889509]Annex 5: EVM recommendations implementation status

	Item no.
	EVM criterion
	
Task description
	Priority
	
Responsibility
	
Implementation
	
Notes

	1
	E1
	Prepare SOP to clarify vaccine arrival activities.
	M
	NCDC
	YES
	

	2
	E1
	Prepare a contingency plan to use in long arrival delays.
	H
	NCDC
	NO
	

	3
	E1
	Prepare an MoU between NCDC and customs authorities for improved vaccine arrival procedures.
	M
	NCDC
	NO
	

	4
	E2
	Conduct temperature mapping exercises in all cold rooms that are used for vaccine keeping.
	M
	International Partners
	YES
	Awaiting visit WHO experts

	5
	E2
	Conduct a temperature monitoring study following WHO standard protocol.
	H
	International Partners
	NO
	Awaiting visit WHO experts

	6
	E2
	Prepare/adapt temperature monitoring SOPs using new electronic monitoring equipment.
	H
	International Partners
	NO
	Awaiting visit WHO experts

	7
	E2
	Train store keepers on proper use of electronic temperature monitoring devices.
	H
	
	YES
	

	8
	E2
	Adapt manual temperature monitoring tables to record alarm events, min/max daily temperature measurements and durations of temperature breaches.
	H
	NCDC
	YES
	

	9
	E2
	Use only WHO prequalified and calibrated temperature monitoring equipment
	H
	NCDC, International Partn.
	YES
	

	10
	E2
	30DTRs should be used in all vaccine refrigerators
	H
	NCDC, International Partn.
	YES
	

	11
	E3
	Dry storage area should be expanded and reorganized.
	M
	NCDC and District managements
	NO
	

	12
	E3
	An SOP, setting out a contingency plan should be prepared and all emergency contact details should be posted in the vaccine store.
	H
	NCDC, International Partn.
	NO
	Awaiting visit WHO experts

	13
	E4
	Central store should have dedicated, preferably refrigerated trucks with proper temperature recording systems.
	H
	NCDC, International Partn.
	YES
	

	14
	E4
	Freezers to store OPV should be connected to a central temperature monitoring system
	H
	NCDC
	ONGOING
	Has been purchased

	15
	E4
	Dry store should be organized better to allow first to expire products dispatched first.
	L
	NCDC
	NO
	

	16
	E4
	Store building requires a general maintenance
	M
	NCDC and Region managements
	NO
	Awaiting visit WHO experts

	17
	E4
	Store needs extra space for maintenance of equipment, keeping diluents in proper temperature ranges and vaccine packing.
	M
	NCDC and Region managements
	YES
	

	18
	E4
	There should be proper shelving in the dry storage area.
	M
	NCDC and Region managements
	NO
	

	19
	E4
	Stand-by generator should be installed and all staff (including security guards) should trained properly to start in case of a long power cut.
	H
	NCDC and Region managements
	YES
	

	20
	E4
	All vaccine refrigerators and freezers should be connected to voltage stabilizers.
	H
	NCDC, International Partn.
	YES
	

	21
	E4
	Proper heating and air conditioning systems should installed in all cold and dry stores
	M
	NCDC and Region managements
	YES
	

	22
	E5
	Written preventive and breakdown maintenance plans should be prepared for buildings, equipment and vehicles at all levels. All maintenance activities should be clearly documented and archived by store managers
	H
	NCDC and Region managements
	YES
	Storage has been renewed

	23
	E6
	Minimum, maximum and reorder stock levels should be established at all levels.
	M
	NCDC
	YES
	Already established in NCDC, trainings conducted on other levels.

	24
	E6
	Stock management system should include vaccine and diluent vial sizes and manufacturer names.
	H
	NCDC, International Partn.
	YES
	

	25
	E6
	EEFO rule should be strictly followed by all stores.
	H
	NCDC
	YES
	

	26
	E6
	Vaccine stock records should be updated at the end of the each transaction day.
	H
	All stores
	YES
	

	27
	E6
	Unopened vial wastages should be recorded in the stock books as well as separate wastage reports.
	H
	All stores
	YES
	

	28
	E7
	Freeze indicators should be packed with all freeze sensitive vaccines.
	H
	All stores
	YES
	

	29
	E7
	Freeze indicator statuses should be recorded at the beginning and the end of shipments.
	High
	All stores
	YES
	

	30
	E8
	A waste management assessment should be conducted and its recommendations should be followed
	L
	NCDC, International Partn.
	ONGOING
	Awaiting visit WHO experts

	31
	E8
	Posters or stickers should be prepared to remind proper use of VVM.
	H
	NCDC, International Partn.
	YES
	

	32
	E8
	All store managers should receive refresher training on vaccine stock management.
	H
	NCDC, International Partn.
	NO
	

	33
	E9
	Vaccine delivery visits should be used as supportive supervision opportunities
	H
	NCDC
	ONGOING
	

	34
	E9
	A cold chain inventory update system should be implemented
	M
	NCDC, International Partn.
	YES
	

	35
	E9
	A supportive supervision system should implemented at all levels
	H
	NCDC
	ONGOING
	

	36
	E9
	Standard Operating Procedures Manual should be prepared/improved in accordance with WHO recommendations (e.g. on vaccine arrivals, distributions, good storage and record keeping practices, truck loading, conducting shake test…)
	H
	NCDC, International Partn.
	YES
	Awaiting visit WHO experts




[bookmark: _Toc303889510]Annex 6: Vaccine stock management graphs


Pentavalent vaccine stock-in-hands analysis at central level, 2014



OPV vaccine stock-in-hands analysis at central level, 2014


MMR vaccine stock-in-hands analysis at central level, 2014


Government Expenditure on Routine vaccines, USD
Expenditure, USD	2006	2007	2008	2009	2010	2011	2012	2013	2014	2015	2016	2017	2018	2019	342000	375000	545455	951800	2059783	780300	905544	2274878	1599639	4011055	4573111	4806794	4806794	4806794	


DPT3-Penta3	2005	2006	2007	2008	2009	2010	2011	2012	2013	2014	82	87.8	97.6	92	88	92	94	92	93	90.6	OPV3	2005	2006	2007	2008	2009	2010	2011	2012	2013	2014	81.5	88.5	87.5	90	93.4	88.4	88	92.8	93.7	91.2	MMR1	2005	2006	2007	2008	2009	2010	2011	2012	2013	2014	90	96	97	96.5	82.7	94.3	91	93	97	92	MMR2	2005	2006	2007	2008	2009	2010	2011	2012	2013	2014	87	88	92	87	71.400000000000006	83.8	77	79	88.7	87	Rota1	2005	2006	2007	2008	2009	2010	2011	2012	2013	2014	74	77	Rota2	2005	2006	2007	2008	2009	2010	2011	2012	2013	2014	56	69	
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