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[bookmark: _TOC_250016]List of Abbreviations


	AEFI	- Averse events following immunization

	AMMD	- Agency for Medicines and Medical Devices

	CEPI	- Coalition for Epidemic Preparedness Innovations

	COVID-19	- Novel coronavirus disease

	ECDC	- European Centre for Disease Prevention and Control
EMA	- European Medicines Agency

	EU	- European Union

	GAVI	- Global Alliance for Vaccines and Immunizations

	HCF	- Healthcare facilities

	HS	- Health Centre

	IPC	- Infection Prevention and Control

	MHLSP	- Ministry of Health, Labour and Social Protection

	NAPH	- National Agency for Public Health

	NEPHC	- National Extraordinary Public Health Commission

	NHIC	- National Health Insurance Company

	NITAG	- National Immunization Technical Advisory Group

	PHC	- Public Health Centre

	PPE	- Personal protective equipment

	RM	- Republic of Moldova

	Rt	- Actual reproduction number

	SAGE	- Strategic Advisory Group of Experts on Immunization

	SARS	- Severe acute respiratory syndrome

	UNICEF	- United Nations Children’s Fund

	WHO	- World Health Organization



1. [bookmark: _TOC_250015]Introduction

Immunization is recognized as a public health priority in the Republic of Moldova. Immunization is a multidimensional process with an integrated approach to the health system that implies quality and safe immunization services provided to the population fairly at all healthcare levels. 
The liquidation and elimination of severe communicable diseases (smallpox, polio, diphtheria, etc.), prevention of outbreaks of infectious diseases and reduction of their number to sporadic cases (viral hepatitis B, measles, mumps), prevention of death and disability and reduction of the social-economic impact of such diseases is the result of the effort made by the health system and health workers at all levels of care. This effort is complemented by the international assistance from the Global Alliance for Vaccines and Immunization, UNICEF, World Health Organization (WHO). The Government of the Republic of Moldova fully finances the procurement of vaccines and supplies, as well as the services provided under the National Immunization Program. Their implementation is carried out with the engagement of the health system, central authorities and local public administration as well as with the engagement of the society as a whole and of each individual in part.
The Republic of Moldova and most countries of the world use vaccination programs as a platform for individual and public health safety and security. The objectives of national immunization programs are to eliminate or reduce morbidity, disability and mortality. At the same time, the well-being of the community can be measured by their preparedness and ability to cope with major public health emergencies, including those caused by vaccine-preventable infectious diseases.
Vaccination is an extremely effective tool for the prevention, control and elimination of infectious diseases that may threaten every person’s life. It is one of the most cost-effective investments in the health system and, at the same time, the most effective public health intervention with strategies that facilitate access to services for the hardest to reach and most vulnerable groups of populations.
The National COVID-19 Immunization Plan is prepared to ensure the safe and effective COVID-19 vaccination of the Moldovan people for whom it is indicated and who wish to have it. COVID-19 vaccination implies using mechanisms and procedures that are part of the immunization system as well as the implementation/ adjustment of procedures in the context of the new requirements. 
COVID-19 vaccination will take place within public healthcare facilities free of charge. The plan has been prepared by public health professionals, with relevant input of data and recommendations from WHO, the European Centre for Disease Prevention and Control (ECDC), and UNICEF.
For the Republic of Moldova, vaccines will be purchased in various ways: COVAX, Bilateral Agreements or Donations. The national authorities will ensure that all vaccines that will be imported into the Republic of Moldova are approved and provide the highest safety and effectiveness. A list of COVID-19 vaccines has been currently approved internationally, while other manufacturers have submitted or are in the process of submitting applications for evaluation and approval. 
In view of the imminent availability of vaccines, MHLSP has set up a cross-sector working group to develop the National COVID-19 Immunization Plan, to define the organizational aspects, including logistics, staff training, information system characteristics, communication, pharmacovigilance. and vaccine surveillance. 
Taking into account the global vaccine deficiencies, limited amounts of authorized vaccines will be available at the beginning. According to the international recommendations, MHLSP and NAPH will prioritize access to vaccination for certain high-risk population groups, based on the values and principles of equity, reciprocity, legitimacy, protection, health promotion and well-being, which underlie this Vaccination Plan. 
To achieve this goal, the vaccination goals have been set; the priority groups eligible for vaccination have been identified and defined; and the number of eligible persons and the required vaccine doses have been estimated. The population subgroups for which vaccines will be offered on a priority basis have been identified depending on the doses available. Having regard to the current epidemiological features (intra-community circulation of the virus) and the characteristics of some vaccines (e.g. storage and transport conditions, reconstitution of the vaccine in multiple dose containers), it is logical and in line with international recommendations that, in the initial phase, vaccination should be carried out depending on the priority target groups (medical workers, people in shelters etc.), with a subsequent gradual expansion of the range of beneficiaries. Vaccination will be extended to priority groups as well as to other population groups as the availability of vaccine quantities increases. As a final phase, vaccination activities will be integrated into the health system and will be provided by primary care. 
Having regard to the pandemic situation, the use of new vaccine production technologies, the high expectations of the population, and the fact that more vaccines with different properties will be used, a proactive communication with scientific support is needed to ensure the safe implementation of COVID-19 vaccination. This document is based on currently available scientific evidence and will be updated as new evidence emerges. It is very likely that some of these recommendations will be modified, being updated in accordance with the evolution of knowledge and information on: 
· effectiveness and/or immunogenicity of vaccination in different age groups
· risk factors
· safety of vaccination in different age groups and other risk groups
· vaccine effect on the acquisition and transmission of the infection
· vaccine effect on protection against severe forms of the disease
· vaccine effect on the trend of SARS-CoV-2 virus transmission in the general population
· vaccine effect on the epidemiological, microbiological and clinical characteristics of COVID-19.
This document sets out the key components of a national COVID-19 vaccination strategy and describes the general process of organizing population vaccination according to international and national standards and of implementing this important public health intervention in organizing a long-term response for managing the COVID-19 pandemic. The plan is based on the analysis of the epidemiological situation of the spread of SARS-CoV-2 virus at national and European regional levels, as well as the analysis of the situation of severe cases and, respectively, mortality generated by COVID-19. 


[bookmark: _TOC_250014]Purpose
Reduce COVID19-caused morbidity and mortality by providing and timely administering safe and effective COVID-19 vaccines to the population of the Republic of Moldova.


[bookmark: _TOC_250013]Goals
1. Ensure the fundamental aspects related to the logistics, distribution and administration of available vaccines.
2. Establish the population groups to be vaccinated, taking into account the epidemiological, ethical, legal and economic scientific criteria, in a context of progressive availability of vaccine doses.
3. Train human resources in providing immunization services from the distribution, storage, administration of the COVID-19 vaccine to management of post-immunization adverse events. 
4. Monitor and evaluate vaccination, including vaccine coverage, vaccine safety and effectiveness, and their impact on the COVID-19 epidemiological situation at national level. 
5. Communicate to increase public acceptance and awareness of the importance of COVID-19 vaccination. 


[bookmark: _TOC_250012]Background
On 30 January 2020, WHO declared the COVID-19 outbreak a public health emergency of international concern, WHO’s highest level of urgency. On 11 March, WHO made the assessment that COVID-19 could be characterized as a pandemic. At global and national levels, institutional and cross-sector partners are working together on the preparedness and response to mitigate the spread of the disease – tracking the spread of disease and implementing the appropriate public health interventions. 
Coronaviruses are a large family of viruses that may cause illness in animals or humans. In humans, several coronaviruses are known to cause respiratory infections with symptoms ranging from the common cold to more severe diseases such as Middle East Respiratory Syndrome (MERS) and SARS. The most recently discovered coronavirus, severe acute respiratory syndrome coronavirus 2 (SARS-CoV-2), causes coronavirus disease 2019 (COVID-19). COVID-19 was unknown prior to the outbreak in Wuhan, China, in December 2019, but is now a pandemic affecting most countries globally. 

[bookmark: _TOC_250011]Epidemiological Situation of COVID-19 Infection
In the Republic of Moldova, as at 7 January 2021, a total of 148,294 cases had been registered, of which 3,106 deaths; 136,800 cases treated; and 8,388 – current active cases. 
Between 26 February 2020 and 7 January 2021, a total of 571,141 laboratory tests were performed to identify the SARS-CoV-2 virus, investigating 486,008 people (Figure 1). 
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Figure 1. Time (weekly) distribution of confirmed SARS-CoV-2 cases in the Republic of Moldova


Since 14 December 2020 there is a constant decrease in laboratory confirmed SARS-CoV-2 cases, the actual reproduction number (Rt) calculated for the most recent period being Rt = 0.8. 
The Republic of Moldova has registered a total incidence of 4,199 cases to 100 thousand population, and the total mortality has been 87 deaths to 100 thousand population with a fatality rate of 2.1 per 100 cases. 
Of the total active cases (8,388 cases), severe forms represent 8.2%; moderate forms – 12.4%; and mild and asymptomatic forms – 79.4%. 
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Figure 2.  Distribution of confirmed COVID-19 cases (%) by age and sex groups, as at 7 January 2021, Republic of Moldova


The average age of confirmed SARS-CoV-2 cases is 47 years old, females being affected more, with a proportion of 59%. The most affected age group in the total number of cases is 60-69 years old (20.6%), followed by the age groups of 50-59 years old (20.4%); 30-39 and 40-49 years old (16.6% each); 20-29 years old (10%); > 70 years old (9%); 10-19 years old (4.7%) and 0-9 years old (2.1%). 
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Figure 3. Distribution of deaths caused by SARS-CoV-2 by age and sex groups, as at 7 January 2021, Republic of Moldova

The average age of people who have died of SARS-CoV-2 virus is 67, with males accounting for 51.4%. Of the total deaths, 79% have occurred in people over the age of 60, which was the main argument in prioritizing this group for COVID-19 vaccination in the Republic of Moldova. 
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Figure 4.COVID-19 fatality rates by age groups, as at 7 January 2021, Republic of Moldova


The COVID-19 fatality rates increase with age, so the highest rates are found in the 60+ age groups, serving as an argument in prioritizing the people to be vaccinated against COVID-19 (Figure 4). 
The highest fatality rate has turned out to be in people beyond 90 years old – 17.9; in people aged 80-89 – 14.9; in people aged between 70-79 years – 8.2; in people aged 60-69 years – 3.8; and in those aged 50-59 – 1.5. In age groups of less than 50 years old this indicator recorded values lower than 1. 
It should be noted that the highest risk of death has been found in people with morbidities, especially with cardiovascular diseases, the proportion of people having died with such morbidity being 88.2%. Other important morbidities present in people who have died from the SARS-CoV-2 virus have been found to be diabetes – 35.5%; obesity – 29.8%; neurological diseases – 22.5%; and kidney diseases – 21.2% (Figure 5). 
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Figure 5. Distribution of comorbidities (%) among the deaths from SARS-CoV-2 virus, as at 7 January 2021, Republic of Moldova

Following discussions in the Technical Expert Group on Immunization and SAGE Recommendations, priority has been given to COVID-19 vaccination for age groups beyond 60, with comorbidities. 
At the same time, following risk assessment among health workers, who account for 9.38% (13,913 health workers confirmed with COVID-19) of the total number of cases (148,294), it has been recommended that health workers be vaccinated on a priority basis in the first phase, being the people with the highest risk of SARS-CoV-2 infection. 
All data show that despite all prevention and control measures taken so far, vaccination remains the most effective public health measure and basic intervention in COVID-19 prevention. 


2. [bookmark: _TOC_250010]COVAX and COVID-19 Vaccines
On 20–21 July 2020, the Republic of Moldova participated in consultations organized on the COVAX platform with the international bodies GAVI, WHO and Coalition for Epidemic Preparedness Innovations (CEPI) on facilitating global collaboration in developing, producing and guaranteeing fair access to COVID-19 vaccines. 
COVAX is one of the three pillars of the ACT COVID-19 Tool Accelerator (Diagnosis, Treatment and Vaccines), launched in April by WHO Main Office and the European Commission in response to the pandemic. The COVAX pillar focuses on the development and provision of COVID-19 vaccines. It is a global solution to this pandemic, as it is a joint effort to ensure that people in all countries of the world will have access to COVID-19 vaccines once they are available, regardless of the level of development of the states. 
Coordinated by GAVI, CEPI and WHO, COVAX is a platform that supports the research, development and manufacturing of a wide range of COVID-19 vaccines (vaccine products) and price negotiation. All participating countries, regardless of income level, including the Republic of Moldova, will have equal access to these vaccines once they are developed and available. 
On 30 August 2020, following consultations, the Ministry of Health, Labour and Social Protection sent a letter of intent to COVAX and the World Health Organization for participation in the COVAX program. As a result, the COVAX platform, together with GAVI, WHO and CEPI, approved the Republic of Moldova as an eligible country that, along with other countries, will have access to the COVID-19 vaccines. 
The Action Plan for the implementation of the COVID-19 vaccine was sent on 27 November 2020. On 7 December 2020, MHLSP submitted its application for the COVID-19 vaccine (“part A”) to COVAX and, subsequently, on 30 December 2020, it also submitted the “part B”, approved by the Ministry of Health, Labour and Social Protection and the Ministry of Finance.

At the same time, in order to carry out the immunization process well, the vaccinated population will be offered free access to medical and social assistance services, as necessary, according to the existing regulatory framework. 
Following the discussions with the specialists and in cooperation with the international partners, the application has been completed to ensure the timely delivery of the vaccine and the determination of the delivery mechanisms of immunization services. 


World’s largest and most diverse portfolio of vaccine candidates
Accelerated scale-up of manufacturing
Equitable access and fair allocation
Delivery at scale


Types of Vaccines
WHO regularly updates a landscape analysis of COVID-19 vaccines in clinical development (www.who.int/publications/m/item/draft-landscape-of-covid-19-can- didate-vaccines).
All vaccines aim to provoke an immune response as a result of the body's exposure to an antigen that is in itself incapable of causing the disease, but sufficient to stimulate the immune system. The immune response shown by cellular and humoral immunity blocks or destroys the pathogen if the person becomes infected. These mechanisms underlay the development of the COVID-19 vaccine, for which there are six vaccination technologies that are tested against SARS-CoV-2 and are based on weakened or inactivated viruses or viral particles. 



	Type of vaccine 
	Description
	Pro

	Inactivated virus vaccines

	An inactivated version of the target pathogen. The virus is detected by immune cells, but unable to cause disease  
	Induces strong immune response 


	Live-attenuated
	Consists of a living but weakened version of the target.
	Same response as natural infection

	Viral-vector vaccines (replicating and non- replicating) 
	A virus is genetically engineered or modified to contain antigens from the target pathogen. When the nucleic acid is inserted into human cells, they produce copies of the virus’ protein, which stimulate a protective response from the host immune system.
	Rapid development

	Nucleic-acid vaccines
	RNA or DNA vaccines include a target pathogen protein that prompts an immune response. When the nucleic acid is inserted into human cells, RNA or DNA is then converted to antigens.
	Strong cellular immunity, rapid development

	Virus-like vaccine
	Empty viral shells that are similar to the target pathogen, without genetic material. The viral shells stimulate a protective response from the host immune system.
	Fast and relatively inexpensive

	Protein sub-unit vaccines
	These vaccines use fragments of the target pathogen that is important for immunity.
	May have fewer side effects than whole virus




Vaccine Development and Production
Vaccine development includes the exploratory and preclinical phases with studies on laboratory animals up to clinical phases 1, 2 and 3 with studies on volunteers, and the authorization and marketing phases. 

After the production of a potential candidate vaccine in the research laboratory, initial animal and cell culture experiments are performed to assess whether, in addition to its tolerability, it is suitable to produce a protective effect against the target pathogen or infectious disease caused thereby. Subsequently, the toxicological and pharmacological properties are evaluated in different animal models. Only when there is no doubt about its safety for human use is a first clinical study conducted to evaluate its safety in healthy human adult volunteers (phase 1). In subsequent phases of clinical trials, the optimal dosage and vaccination schedule are tested in a larger number of volunteers (several hundred) (phase 2) and then the efficacy and side effects profile of the vaccine are determined in a large, randomized, controlled number – clinical study (phase 3), with several thousand volunteers from different age groups. Several new vaccine candidates (e.g. mRNA and DNA vaccines) are currently being developed and clinically tested on various platforms. 
It should be noted that the authorities will ensure that all vaccines to be imported into the Republic of Moldova are approved and provide the highest safety and effectiveness. 


3. COVID-19 Vaccine Approval and Authorization

The approval of COVID-19 vaccines for all Member States of the European Union is carried out by the European Commission following a centralized evaluation procedure coordinated by the EMA. An approval procedure is used to demonstrate the effectiveness, pharmaceutical quality and safety of the vaccine, thus ensuring that the products administered to patients are of adequate quality and demonstrate a positive risk-benefit ratio. At the same time, it is possible that COVID-19 vaccines may be evaluated as part of an accelerated procedure. However, even in accelerated approval procedures, the effectiveness, pharmaceutical quality and safety of the vaccine are demonstrated and positive risk-benefit ratio is submitted. Individual data packets are sent to the EMA for evaluation as soon as they become available (permanent review). If sufficient data are available to assess the quality, efficacy and safety of the vaccine in terms of the risk-benefit ratio, the Committee for Medicinal Products for Human Use recommends EMA to approve it if the risk-benefit balance is favourable. Based on such recommendation, the European Commission grants approval at EU level. 
In the Republic of Moldova, the authorization mechanism for vaccines will be based on their authorization by the EMA, FDA and other international agencies, or with WHO prequalification/certification status, with or without their inclusion in the State Nomenclature. The authorization procedure for COVID-19 vaccines in the Republic of Moldova will be provided by AMMD, based on NAPH request. 

4. [bookmark: _TOC_250009]Legal Framework
The national legal framework, Law no. 411/1995 on health protection, Law no. 10/2009 on state supervision of public health, Government Decision no. 1113/2016 on the approval of the National Immunization Program for the years 2016-2020, demonstrates the country's ability to organize the immunization process and capitalize on the quantities of vaccines the country will receive. 

The vaccine lots to be received free of charge (donation) will be qualified as Humanitarian Aid by the MHLSP - as a beneficiary, through the interdepartmental agency responsible for humanitarian aid, under Law no. 1491 / 2002 on humanitarian aid. 

The purchase of the vaccine will be carried out by applying the UNICEF mechanism, based on the Framework Cooperation Agreement between the Government of the Republic of Moldova and the United Nations Children's Fund (UNICEF), approved by Government Decision no. 218/1997. Vaccine importation, both for the lots received free of charge (donation) and for the lots purchased, will be carried out exclusively by NAPH, based on an Import Authorization, issued by AMMD. Vaccines not authorized in the Republic of Moldova, but authorized in their country of origin, will be imported under Law no. 1496/1993 on the pharmaceutical activity, according to the procedure established by the Order of the Ministry of Health no. 559/2017. In this case, NAPH will apply for an import authorization for each batch of vaccine separately. 

5. Health System Capacity to Organize Vaccination in the Republic of Moldova
The Moldovan health system is organized and operates in accordance with the principles of universal access to health services, equity and solidarity in terms of financing, being funded through the mandatory health insurance, as well as from the state budget. 

The health system includes providers of health services of various profiles, public or private, as well as public agencies and authorities involved in the provision, financing, regulation and administration of health services. Public healthcare facilities are autonomous, non-profit organizations, contracted directly by the National Health Insurance Company to provide health services within the compulsory health insurance. 
There is another category of public healthcare facilities, which belong to other government agencies and are funded from the state budget through the line ministries, but which can be contracted by the NHIC. The health system also includes facilities with specific tasks, such as state supervision of public health, blood service, forensic service, etc., financed from the state budget through the MHLSP as they are in its subordination. 
Healthcare providers, regardless of their type of ownership and legal form of organization, will be part of the COVID-19 immunization process.

[bookmark: _TOC_250008]Responsible Authorities and Key Activities
The list of national and international authorities, as well as their tasks and responsibilities with regard to the implementation of the COVID-19 vaccination, includes but is not limited to the following: 

	Authorities
	Activities

	Government
NEPHC
	Coordinates activities, mobilizes and allocates funds.

	Ministry of Health, Labour and Social Protection (MHLSP)
	Ensures the operational process of approving the coordination, information and communication activities.

	Ministry of Finance (MoF)
	Allocates funds for vaccine and necessary equipment supplies.

	National Agency for Public Health (NAPH)
	Ensures the planning, importation, organization and distribution of the vaccine.
Monitors the immunization process and its safety.

	Agency for Medicines and Medical Devices (AMMD)
	Ensures the vaccine authorization process. Issues import authorization.
Pharmacovigilance.

	Customs Service (CS)
	Ensures customs clearance of vaccines.

	Centre for Centralized Public Procurement in Health (CAPCS)
	Ensures the purchase of medical devices and equipment necessary for the immunization process.

	National Health Insurance Company (NHIC)
	Ensures the regular financing of healthcare facilities in order to procure the necessary equipment for the immunization sessions; protective equipment.
Allocates additional resources for the procurement of vaccine or equipment, within the means of available compulsory health insurance funds.

	Healthcare facilities (HCF)
	Select, inform and recruit target population groups for vaccination, organization of immunization sessions.
Report immunization data and adverse events.

	International partners (GAVI, WHO, UNICEF)
	Ensure technical and methodological support.

	International donors (Word Bank, EU etc.)
	Financial support.



The effective implementation of this Plan is based on the close collaboration and cooperation of a number of ministries, services, organizations and institutions under the auspices and in partnership with MHLSP:
1. Public, private, departmental healthcare and long-term residential facilities.
2. NAPH and territorial subdivisions.
3. "Nicolae Testemitanu" State University of Medicine and Pharmacy.
4. NHIC and its territorial subdivisions.
5. Local public administration authorities.
6. Education and early education facilities.
7. Coordinating Council for the implementation of the National Immunization Program.
8. National Advisory Committee of Experts on Immunization. 



6. [bookmark: _TOC_250007]Funding

Vaccines can be purchased by the Republic of Moldova in different ways: COVAX, Bilateral Agreements or Donations.
At present, the Republic of Moldova will receive COVID-19 vaccines for 20% of the total population, for both banks of the Nistru River, free of charge (donation), through COVAX. 
Subsequently, the Republic of Moldova will be able to make, through the COVAX Cost-Sharing Program, an additional request of doses for other 30% of the total population, at a preferential price with all additional costs included (transport, insurance, management operations, etc.).
At the same time, the Republic of Moldova is in the process of obtaining quantities of vaccine as donations from the EU and other states.
In necessary, the Republic of Moldova will procure additional vaccine doses from the sources available in the state budget, government emergency funds, mandatory health insurance funds, as well as bilateral agreements with producers or international partners. 
Vaccines received free of charge (donation), as well as those purchased through the UNICEF mechanism, including the COVAX mechanism, will be exempt from customs fees and taxes.
Vaccine authorization costs in the Republic of Moldova (authorization fee) will be covered from state budget means.
 
The costs of receipt, loading, transporting, unloading, storing, storing and distributing the vaccine, qualified as humanitarian aid, will be covered exclusively from the state budget. 
The costs of vaccine purchase will be covered from the account of the available financial means of the Government emergency funds, under the Government Decision no. 862/2015; of the AOAM prevention measures fund,  under the Government Decision no. 594/2002; as well as from the financial support provided by international donors.
The costs of purchase of medical devices and equipment necessary for the immunization process/session will be covered from the state budget means as well as from the available means of the prevention measures fund, under the Government Decision no. 594/2002. 
The other immunization-related costs will be covered from the funds allocated from the state budget. 

7. [bookmark: _TOC_250006]Target Populations

The need for and demand of the COVID-19 vaccine exceeds its global availability due to insufficient production and high demand. Hence, three stages of COVID-19 vaccine supply have been considered: 
· Stage I, very limited availability of the vaccine (vaccination will take place in 1-10% of the total population) for the initial distribution.
· Stage II, as vaccine supply increases but availability remains limited (vaccination will be performed in 11-20% of the total population of the country).
· Stage III, when the vaccine supply reaches moderate availability (vaccination will take place in 21-50% of the total population of the country) and vaccination of other categories of the general population, which were not previously covered.
The following will be considered in the vaccination process in the Republic of Moldova:
1) General principles:
- human well-being, equity and reciprocity.
2) epidemiological, medical and ethical criteria.

In order to provide the population with a COVID-19 vaccine, priority will be given to risk groups that are particularly vulnerable or at high risk of exposure to the COVID-19 infection. 
The target groups have been prioritized in line with the global recommendations of the Strategic Advisory Group of Experts on Immunization (SAGE). 

Depending on the quantity of vaccine delivered, the following target groups have been identified for the near future:
1. Health workers.
2. Staff and beneficiaries of residential care facilities.
3. Adults over 60 years old (high-risk group). 
4. People with comorbidities.
5. Social care workers.
6. Education workers.
7. Public order, state defence and security, and penitentiary system workers.


As the availability of one or more authorized and purchased vaccines increases, the final vaccination priority for certain additional population groups will be coordinated and jointly established with the health authorities on an emergency basis. 
To organize the vaccination, depending on the stage, there will be a mapping of health workers, of social and education workers, of high-risk persons, and of public order and penitentiary system workers. 
Stage I:

1) Health facility workers, regardless of their type of property and legal form of organization
The following will be initially vaccinated:
a. Resuscitation and ICU staff.
b. COVID-19 hospital ward staff.
Subsequently, the vaccination will cover:
c. Primary healthcare workers.
d. Pre-hospital emergency health workers.
e. Inpatient care staff.
f. Diagnostic and laboratory staff.
g. Dental services staff.
h. Pharmacy staff.
i. Dialysis, transfusion and transplant services staff.
j. Resident doctors, medical pupils and students.
k. National Agency for Public Health staff.

2) Retirement home and long- and short-term care facility staff/users.
a) Staff of residential health-social/ social care facilities.
b) Staff who provides home-base health and social care.
c) Community social workers.
d) Staff of wellness/rehabilitation/recovery facilities. 

Stage II:

3) Adults over 60 years old with comorbidities (high-risk group).
4) People with comorbidities.
5) Public order, state defence and security and prison system staff.
6) Education workers.
7) Social service staff.

Stage III:

General population, regardless of age, which was not covered in the first stages.
STAGE	I
STAGE	II
STAGE	III



VERY LIMITED AVAILABILITY



(for 1–10% of population)

PRIORITY GROUPS:
· Stage Ia ( initial launch):
Workers of healthcare facilities, regardless of their ownership and legal form of organization


· Stage I b:

- Staff/users of retirement homes and long- or short-term care facilities

LIMITED VACCINE AVAILABILITY 



(for 11–20% of population)

PRIORITY GROUPS:
· Adults over 60 years old with comorbidities (high-risk group)
· People with comorbidities
· Public order, state defence and security and prison system staff.
· Education workers
· Social service staff

MODERATE VACCINE AVAILABILITY


(for 21–50% of population)

PRIORITY GROUPS:
· General population, regardless of age, not covered in the first stages.

DEFINITION OF HEALTH WORKERS[image: ]:
All people engaged in work actions whose primary intent is to improve health.
· health service providers, such as doctors, nurses, midwives, public health professionals, lab technicians, personal care workers, community health workers, attendants etc.
· health management and support workers, such as cleaners, drivers, hospital administrators, district health managers and social workers, and other occupational groups in health-related activities.
· health workers employed in long-term care, public health, community based care, social care and home care and other occupations in the health and social work sectors.



1 - VERY HIGH RISK CATEGORY
Jobs and tasks with risk of exposure to aerosols with SARS-CoV-2

· the settings where 
aerosol-generating procedures are performed on patients with COVID-19, such as tracheal intubation, non-invasive ventilation, tracheotomy, cardiopulmonary resuscitation, manual ventilation before intubation, sputum induction, bronchoscopy, spirometry, and autopsy procedures and
· working with COVID19 patients in crowded, enclosed places without adequate ventilation.
2 
- HIGH RISK CATEGORY 
Jobs or tasks with high potential for close contact with people who are known or suspected of having COVID-19, as well as contact with objects and surfaces possibly contaminated with the virus

· the direct patient care
· domestic services or home care for people for people with COVID-19
· entering a known or suspected COVID-19 patient’s room
· providing care for a known or suspected COVID-19 patient not involving aerosol-generating procedures  
· transportation of people known or suspected to have COVID-19 without separation between the driver and the passenger.
3 
- MEDIUM RISK CATEGORY
Jobs or tasks with close, frequent contact with the general public or others but that do not require contact with people known to be or suspected of being actively infected with the virus responsible for COVID-19

In areas where COVID-19 cases continue to be reported:
· workers who have frequent and close contact with the people in busy staff work areas within a healthcare facility 
· work activities where safe physical distance may be difficult to maintain 
· tasks that require close and frequent contact between co-workers
In areas without community transmission of COVID-19:
· frequent contact with people returning from areas with known higher levels of community transmission  contact
4 
- LOW RISK CATEGORY
Jobs or work without frequent, close contact with the public or others

· performing administrative duties in non-public areas of healthcare facilities,
· away from other staff members,
· telehealth services in individual offices
8. [bookmark: _TOC_250005]Communication to Increase Vaccine Uptake and Demand

Vaccine acceptance by the population is the critical element in the implementation of immunization programs for vaccine-preventable diseases, including COVID-19. Ensuring the acceptance of COVID-19 vaccination at country level is also a key element for the successful reduction of SARS-CoV-2 virus transmission in the country. 
To ensure COVID-19 vaccination acceptance and uptake, integrated approach should be taken, based on:
a. National promotion and stakeholder engagement.
b. Communication and media involvement for public information, including key messages by target groups.
c. Risk communication and community engagement, and correlated social mobilization (includes preparation to respond to vaccine and AEFI events). 
d. Engage and develop the capacity of healthcare workers to support their role as vaccine recipients and as vaccinators. 
e. Disinformation management, including follow-up and social listening review.
Standardized and timely data collection, analysis and use of data on social and behavioural promoters of vaccination adoption would enable evidence-based planning and contribute to intervention monitoring and evaluation. MHLSP has already conducted quantitative and qualitative studies on attitudes towards a possible COVID-19 vaccination. These data underlie the Communication Plan with specific activities by different behaviour change sections. 
According to the results of the third study on behavioural visions of COVID-19 in the Republic of Moldova, conducted in November 2020 (Behavioural insights on COVID-19 in the Republic of Moldova - Monitoring knowledge, risk perceptions, preventive behaviours and trust to inform pandemic outbreak response, November 2020) – the COVID-19 vaccine is accepted by about 31% of respondents. In this context, 70% of respondents are concerned about the safety of vaccination and want to be sure that the vaccine has been used for a long time without side effects in order to accept it. And every fourth adult (24%) does not believe that the new SARS-CoV-2 coronavirus is real or is not sure that it exists. 
The mechanism for monitoring rumours, misinterpretations of the novel coronavirus COVID-19 and COVID-19 vaccines is established by monitoring the media and social networks at the level of MHLSP and WHO Moldova. 

Accurate information on the area of immunization in the Republic of Moldova can be found by accessing the following links:
· http://vaccineaza.md/
· http://NAPH.md/index.php/vaccinarea/
· https://www.facebook.com/vaccineaza.md
· https://www.facebook.com/vaccinare1
· https://www.who.int/ru/news-room/q-a-detail?adgroupsurvey=%7badgroupsur- vey%7d&gclid=CjwKCAiAudD_BRBXEiwAudakX631nO5yAprZwDGvf4IT-Skz- 11NERHd7LahJmgHeZtVgjlOO5IwfrhoCYEQQAvD_BwE
· https://www.cdc.gov/coronavirus/2019-ncov/vaccines/faq.html
The coordination mechanisms for vaccination are established at the level of MHLSP, NAPH, NITAG, UNICEF Moldova and WHO Moldova. 
The coordination and planning mechanisms for the COVID-19 pandemic are established at the National Communication Group level. 


Communication Plan
The Communication Plan on COVID-19 Vaccines and Vaccine Demand Creation will be prepared by MHLSP and NAPH with the support of WHO Moldova and UNICEF Moldova, to focus on: 
1) inclusion of vaccine promotion components available on national platforms and on the website www.vaccineaza.md and www.covidinfo.md;
2) media relations;
3) creating messages per target groups;
4) creating a questions-answers list;
5) identification of speakers and experts and their training;
6) misinformation and rumour monitoring and management by using the data available from the Study of Behavioural Visions of COVID-19 and other available reviews, and of risk communication and behaviour change strategies. 

9. [bookmark: _TOC_250004]Supply Chain Management, Infection Control and Medical Waste Management
To ensure a greater storage capacity for vaccines at all levels, an assessment has been made of the availability of refrigerators for maintaining the cold chain, which will be used to provide the necessary additional equipment. In all HCF conditions are in place for vaccine storage at + 2 + 8°C. Public Health Centres have freezers that ensure the temperature of -20°C, whereas NAPH has capacity for storage at -70°C. 
It is necessary to keep all vaccines at a certain temperature throughout production and administration. COVID-19 vaccines have different storage and handling requirements. The Pfizer/BioNTech vaccine that is already authorized for emergency use in the COVID-19 vaccination program requires storage at a very low temperature (-70°C to -80°C). After a controlled temperature adjustment process, this vaccine can be transferred and stored at the normal refrigerator temperature (+2oC to +8oC), while maintaining its effectiveness for a period of 120 hours. 
At national level, there is capacity for storage at -70 -80°C, which enables vaccine distribution from the national level to HCF in special containers and self-refrigerating. 
This will facilitate its distribution to HCFs similarly to many other commonly used vaccines, except that it will require short-term administration, up to 120 hours from the time of storage in the refrigerator at + 2°C + 8°C. 
A team responsible for organizing the vaccination process will be set up within the HCF and a list of staff to be vaccinated against COVID-19 will be prepared.
General Vaccine Receipt and Delivery Mechanism
1. The vaccine will be stored at the National Vaccine Depot within the NAPH right after it has been delivered by the supplier depending on the storage requirements of the vaccine delivered at the following temperature regimes: 
a. +2+8° C
b. -20° C
c. -70° C
2. The vaccine will be distributed under the required isothermal conditions to the territorial Public Health Centres, except for the vaccine to be kept at
70°C, which it will be transported directly to HCFs. 
3. From the territorial PHC, the vaccine will be distributed to HCFs. 
4. At the HCF level, the vaccine will be stored and administered in a timely manner.
5. If necessary, HCF mobile teams will be organized for the vaccination of persons in shelters and retirement homes. The teams will be equipped with the necessary transport and administration equipment, and with emergency anti-shock kits.


Vaccine Transportation
The vaccine will be transported in isothermal conditions that ensure the optimum vaccine storage temperature. The transport will be provided with temperature monitoring equipment throughout the transportation. 
Vaccine Storage





 At +2 to +8°C







At -20°C








At -70 °C


The vaccine can be stored at all levels as usual.






The vaccine will be stored at NAPH and PHC for a long time.[image: ][image: ]
Within HCF, the vaccine will be kept for a short period of time, depending on the vaccine's specifications.[image: ]




The vaccine will be kept at NAPH level throughout its entire shelf life.[image: ]
The vaccine should NOT be stored at the PHC level if it has not been equipped with special equipment ensuring the temperature of -70°C. [image: ]
At the HCF level, it should not be stored for more than 120 hours at +2 +8°C, according to the direction. 

10. [bookmark: _TOC_250003]Human Resource Management and Training
COVID-19 vaccination implies several new challenges, including more complex processing and storage requirements, more complicated immunization schedules, and an age-specific focus that is outside the routine immunization system. 
The trainings will be organized by MHLSP, NAPH, “Nicolae Testemitanu” Medical University, PHC, with the support of UNICEF and WHO. All materials will be examined by NITAG and the MHLSP Line Commission.
HCF managers will ensure the designation of the team and persons responsible for preparing the institutional plan for organizing immunization and will identify the categories of eligible persons. 
A comprehensive curriculum with training materials addressing all aspects of COVID-19 vaccination will be available from WHO/UNICEF in two ways: facilitator-led training and online study. 
Due to limitations and compliance with current social and public health measures, face-to-face training is now moving to online training. 
An alternative for staff who do not have access to online education would be face-to-face training in small groups, using appropriate social and public health measures. 


11. [bookmark: _TOC_250002]Application of Infection Prevention and Control (IFC) Measures

Immunization activities must be carried out in compliance with the infection prevention and control practices, and the vaccination room must be equipped in accordance with the provisions of the Government Decision no. 63/2010 "Regulation on Sanitation Conditions for Healthcare Facilities." 
Immunization sessions should be planned in such a way as to avoid the intersection of flows, separate from scheduled patient days and child vaccination days, which are necessary measures to avoid overcrowding. At the same time, it is important to organize well-ventilated waiting areas for the people to be vaccinated, observing the one-meter distancing requirement. 
People’s body temperature will be measured at the entry into the healthcare facility and people must wear protective masks and observe the physical/social distance and the hand and respiratory hygiene. 

The preventive measures are aimed at protecting the healthcare workers, vaccine recipients, as well as their families and the community against communicable diseases, including COVID-19. 
Enforcement of standard precautions:
· hand hygiene
· respiratory hygiene
· use of personal protective equipment (PPE) in accordance with the risk assessment (mask, gloves, goggles/face shield, disposable hood/gown)
· safety of injections
· safe management of medical waste
· hygiene of the hospital environment through cleaning and disinfection
· cleaning, disinfection, sterilization of patient care equipment and devices.
To ensure hand hygiene of healthcare workers, WHO’s “My 5 Moments for Hand Hygiene” approach must be applied. 
Hand hygiene includes either hand cleaning by using an alcohol-based hand antiseptic or soap and water. To ensure respiratory hygiene, all patients should wear medical masks and perform hand hygiene after contact with respiratory secretions. 
Cleaning and disinfection procedures will be performed constantly and correctly in the hospital environment. 
Thorough cleaning of surfaces with water and detergent and the use of disinfectants.
Medical devices and equipment, linen hygiene, and medical waste should be managed according to safe routine procedures. 
The medical waste resulted during vaccination is classified as infectious and is managed according to the Sanitary Regulation on Medical Waste Management, approved by Government Decision no. 696/2018. 
The managers of the facilities responsible for immunization must ensure adequate access to protective materials and equipment, alcohol-based hand rub or hand-washing facilities with soap and clean water, in order to enable healthcare workers to comply with the infection prevention and control measures during immunization. Proper use of personal protective equipment is important. 
Where possible, the use of reusable PPE and safe waste management should be considered. 


Medical Waste Management
Proper waste management associated with COVID-19 vaccination is a key element in ensuring the safety of healthcare workers, vaccine recipients and community at large. 

The generation of medical waste will increase, due to the mandatory use of disposable materials and the fact that the waste resulting from the vaccination process is classified as cutting-stinging and, hence, hazardous-infectious.
To minimize the risk to communities, each vaccination team must practice segregation of waste at source (at the place where vaccination takes place) and implement appropriate logistics for collection, storage, transportation and disposal–neutralization, in accordance with GD no.696/2018 “Sanitary Regulation on Medical Waste Management.” 

For the separate collection of identified infectious waste, which is not sharp objects, cardboard boxes provided with yellow polyethylene bags or polyethylene bags marked in yellow with the “Biological Hazard” icon are to be used.

Cutting-stinging waste is to be collected in containers made of waterproof material, rigid plastic resistant to mechanical action or in cardboard boxes which is marked with the icon on each of the front and rear faces, with the icon "Biological hazard," and on all sides, vertically, with the maximum filling line. 

12. Vaccine Safety Monitoring, AEFI Management and Ensuring Injection Safety
Vaccine safety monitoring is a shared responsibility of NAPH, AMMD and HCF. In addition to the general approaches to routine passive surveillance of vaccine pharmacovigilance, in the context of COVID-19, additional pharmacovigilance approaches during the administration of COVID-19 vaccine have been considered, in accordance with the existing regulatory framework (Order no. 358 of 12 May 2017 on Approving the Regulation on Performing Pharmacovigilance Activities). 
Vaccine pharmacovigilance systems operate by vaccine types, different population profiles, different reports required, the need to anticipate new events and address societal concerns. It is important to report AEFI in the disaggregated database with data documentation. These steps are needed to collect more information on vaccine safety, in addition to the information that is available in the risk management plans in the rapid pre-licensing tests of the COVID-19 vaccine. 
Surveillance of post-immunization events will be performed based on the AEFI Surveillance Guide in the Republic of Moldova. At the same time, the MHLSP Order no. 1019 of 5 Nov 2020 "On the Operation of the System for Assessing Causality and Classification of Adverse Events Following Immunization (AEFI)" works to monitor and ensure the quality of vaccines and vaccination services.

When an event occurs following immunization event occurs, the steps described in the AEFI Surveillance Guide are taken and the respective sheet in Annex 2 is completed and submitted to NAPH. Each AEFI will be reported, evaluated and classified according to the procedure established. 
If an event occurs following immunization, the person will have free access to health and social services according to the existing regulatory framework. 


13. [bookmark: _TOC_250001]Immunization Monitoring System
The main indicators for measuring progress in the administration of COVID-19 vaccines are similar to the introduction of any other vaccine: 
· Vaccine uptake: number or proportion of people vaccinated with a certain vaccine dose in a given period of time (e.g. during a day, week, month or year). If expressed as a percentage, an alternative term that is used is the vaccination rate.
· Vaccine coverage: the proportion of people vaccinated within the target population.
· Abandonment rate: proportion of people who have received at least one dose of COVID-19 vaccine but have not received the last dose of the vaccination program.
Aggregate reporting system: The doses administered are recorded, detailed according to the variables established and reported in the health system, using a mix of digital (AIS) and paper-based tools (statistical forms). The data will be reported from HCF to PHC, then to NAPH at national level, by notifying the MHLSP.  
System based on access to individual immunization records: the vaccination records are digitized and shared between providers and public health authorities. 
Statistical reports are being updated to include COVID-19 vaccination. 
The vaccine will be administered free of charge; before vaccination, the person will sign an informed agreement or consent, and will be informed of the possible adverse reaction following vaccine administration.
Each person will receive a vaccination certificate testifying they have been vaccinated against COVID-19.
Vaccinations performed in healthcare facilities will be recorded in nationally approved medical records and statistical reports. 
· Outpatient medical record.
· Vaccination record.
· Monthly register of immunization activities.
· Vaccination certificate.
· Report on preventive vaccinations. Form 5 - health
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