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Abbreviations 
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CCR Cold Chain Room 

CCTM Cold Chain Temperature Monitoring 

CEPI Epidemic Preparedness Innovations 

COVAX The COVID-19 Vaccines Global Access Facility 

COVID-19  Coronavirus disease 
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EHS  
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Environmental Health and Safety  

Gavi The Global Alliance for Vaccines and Immunizations 

GRM Grievance Redress Mechanism  

HCF Healthcare facility 
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MoILHSA  Ministry for Internally Displaced Persons from Occupied Territories, Labor, 

Health and Social Affairs of Georgia 

MSF-OCG Doctors Without Borders Operational Centre in Geneva 

MVPD Mass-Vaccination Point of Dispensing  

NCDC National Center for Disease Control & Public Health, Georgia 

NIP National Immunization Provider 

NVDP National Vaccine Deployment Plan 

NVS  National Vaccine Store 

PIU Project Implementation Unit 

RAMA Regulation Agency for Medical and Pharmaceutical Activities 

SMP  Stock Management Principles 

SOP Standard Operating Procedure  

UCC Ultra-cold chain 

UNICEF United Nations Children’s Fund   

WHO  World Health Organization 
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Executive Summary 
 

An outbreak of COVID-19, caused by the 2019 novel COVID-19 (SARS-CoV-2), has been 

spreading rapidly across the world since December 2019. The first cases of the COVID-19 in 

Georgia were confirmed on February 26, 2020. COVID-19 poses serious social and economic 

challenges to the country and represents a severe risk of losing important gains in the fight against 

poverty. Several bilateral and multilateral donors extended support to Georgia in support to its 

healthcare and social welfare systems in the face of the pandemic. International Bank for 

Reconstruction and Development (IBRD) provided financing of US$80 million to Georgia under 

the global framework of the World Bank COVID-19 Response. Asian Infrastructure and 

Investment Bank (AIIB) allocated co-financing to this operation in the amount of US$100 million. 

Additional Financing for the project was provided by the World Bank specifically for addressing 

the needs of vaccination against COVID-19. 

Vaccination is one of the important pillars that contributes to morbidity and mortality reduction in 

COVID-19 infected patients. Georgia has developed and is implementing the National Vaccine 

Deployment Plan (NVDP). Vaccines are biological products that can lose their potency if exposed 

to excessive heat, light and/or freezing. Different COVID-19 vaccines available through various 

manufacturers from the list of WHO authorized vaccines have different sensitivity to freezing and 

heat as reflected in manufacturers’ recommendations. Temperature monitoring during storage, 

transportation and administration of vaccines is vital in order to protect valuable COVID-19 

vaccines from damage. 

Ministry of Internally Displaced Persons from the Occupied Territories, labor, Health, and Social 

Affairs of Georgia (MoILHSA), in the capacity of the Emergency COVID-19 Response Project 

implementing entity, prepared a Cold Chain Temperature Monitoring Plan (CCTMP) in line with 

the Effective Vaccine Management (EVM) standards,1 and will implement it with the purpose of 

enhancing national cold chain monitoring capacity for particular focus on tracking temperature 

exposure of vaccines procured on the proceeds of the World Bank financed project.     

Upon delivery to Georgia, vaccines are delivered to the National Vaccine Store (NVS), to be 

distributed to the two regional vaccine stores and thereafter – to the National Immunization 

Providers (NIPs) and Local Immunization Providers (LIPs). Mass-Vaccination Point of Dispensing 

(MVPDs) may be operating under individual NIPs/LIPs. NVS and regional vaccine stores operate 

under the National Center of Disease Control (NCDC) which organizes and undertakes 

temperature monitoring at these storage facilities. Overall responsibility for the safe and effective 

delivery of NVDP is held by the MoILHSA. This mandate includes operation and coordination of  

cold chain monitoring system nationwide. In executing this mandate, MoILHSA acts through 

NCDC and the Regulation Agency for Medical and Pharmaceutical Activities (RAMA) – both legal 

entities of public law under the MoILHSA. 

                                                           
1 Effective Vaccine Management, WHO 2015:  
https://www.who.int/publications/i/item/WHO-IVB-15.04  

https://www.who.int/publications/i/item/WHO-IVB-15.04
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Specific tasks of MoILHSA in the delivery of NVDP include provision of the following aspects of 

COVID-19 vaccination process:  

 Equipment and devices;  

 Facilities and Storage; 

 Stock Management; 

 Safety and back-up arrangements; 

 Human resources; 

 Process and Procedures; 

 Biosafety at vaccination points. 

Present CCTMP reflects roles and responsibilities of all involved entities, flashing out specific 

functions of the Emergency COVID-19 Response Project Implementation Unit (PIU) established 

under the MoIlHSA in supplementing national capacity of cold chain monitoring with particular 

focus on monitoring temperature exposure of vaccines procured on the proceeds of the World 

Bank financed project.  

CCTMP describes nation-wide training needs for the delivery of NVDP and the arrangements in 

place to provide this training. Training needs of PIU are covered in a greater detail, specifying 

that PIU will deploy 6 staff for the implementation of CCTMP led by the Environmental Consultant 

to the PIU, noting that PIU staff training will include theoretical and practical modules, and listing 

out items to be covered in each of these modules.  

CCTMP sets forth arrangements for reporting on the outcomes of cold chain monitoring 

undertaken by PIU. Monthly reports will be delivered to the MoILHSA and the World Bank and 

will be shared with NCDC and RAMA under the Ministry. PIU will adjust monitoring scheme 

depending on the outcomes of previous monitoring visits. PIU will share monitoring findings with 

the visited NIPs/LIPs along with recommendation for addressing any identified shortfalls and the 

request to notify PIU on the success of corrective actions in due time. MoILHSA administration 

will follow up on any significant incompliances identified by PIU to eradicate irregularities and 

maximize positive outcomes of NVDP implementation.  
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Introduction 

Vaccines are being developed and rolled out in response to the COVID-19 pandemic. COVAX, a 

global facility co-led by Gavi, the Coalition for Epidemic Preparedness Innovations (CEPI) and 

the World Health Organization (WHO), aims to accelerate the development and production of 

COVID-19 vaccines, and to guarantee fair and equitable access to them, for every country in the 

world. 

Some manufacturers are exploring the possibility of producing vaccines that could be delivered 

under controlled temperature chain (CTC) conditions2. Noteworthily, whether the vaccine requires 

cold chain at 2°C to 8°C; -20°C; or-70°C +/-10°C (Ultra Cold Chain), the level of preparedness 

and associated monitoring is critical to implement the COVID-19 national vaccine deployment 

plan. Some COVID-19 vaccines require ultra-cold storage. This is one of the biggest challenges 

facing health care system today, and a critical piece of this is ensuring that all COVID-19 vaccines 

are stored at the correct temperature to keep them maximally effective. 

There are several steps for which responsibilities shall be clearly defined in order to maintain the 

required temperature for COVID-19 vaccine. These include transport, storage, monitoring, 

maintenance of equipment and correct use of the equipment.  

The integrity of the cold chain depends on three essential elements, which underpin the 

standards: 

1. the people managing vaccine manufacture, storage and 

distribution and those managing the cold chain at the 

provider level 

2. the systems and processes providers use to ensure they 

monitor the vaccine storage conditions and actions taken if 

the vaccines are exposed to temperatures outside the 

required range 

3. the equipment used for storing, transporting and 

monitoring vaccines from the time the vaccine is delivered 

to an immunisation provider to the time the vaccine is 

administered to an individual. 

 

 

 

 

                                                           
2 COVID 19 Vaccine Tracker, WHO: https://www.who.int/publications/m/item/draft-landscape-of-covid-19-
candidate-vaccines  

https://www.who.int/publications/m/item/draft-landscape-of-covid-19-candidate-vaccines
https://www.who.int/publications/m/item/draft-landscape-of-covid-19-candidate-vaccines
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Institutional Framework for Cold Chain Monitoring 
 

The following entities have various roles and responsibilities in cold chain monitoring throughout 

the country: 

 Ministry of Internally Displaced People from the Occupied Territories, Labor, Health 

and Social Affairs (MoILHSA) implements and coordinates the State policy on labor, 

healthcare and social protection of the population, as well as relocation and resettlement 

of IDPs and eco-migrants. This Ministry is the main authority in the country responsible 

for healthcare system functioning, particularly: providing individual medical services; 

ensuring public health protection; regulation of medical and pharmaceutical activities. 

MoILHSA carries overall responsibility for safe and effective immunization of the 

population of Georgia against COVID-19. This mandate includes ensuring strict 

adherence to the vaccine transportation and storage conditions as established by 

producers and guidelines of the WHO. Hence, MoILHSA organizes and coordinates cold 

chain monitoring throughout the country and acts upon results of monitoring. 

 

 National Center for Disease Control and Public Health (NCDC) - a legal entity of public 

low under the MoILHSA - is responsible for the public health, including monitoring of 

epidemiological situation in the country, immunization, disease surveillance and 

prevention and timely response to public health emergencies. Following to NVDP, NCDC 

is the main entity planning and implementing vaccine import, associated cold chain 

operation, vaccine logistics throughout the country and record keeping on vaccination 

throughout the country. 

 

 Regulation Agency for Medical and Pharmaceutical Activities (RAMA) – a legal entity 

of public low under the MoILHSA - enforces the rules established by MoILHSA through 

marketing authorizations, managing the registry of pharma products, ensuring removal 

from the market and destruction of falsified/dated/faulty products etc. RAMA examines the 

medical facilities which are willing to get enrolled in vaccination process. RAMA assesses 

medical facilities for compliance with the conditions necessary for safe vaccination of the 

population and issues necessary authorization and later systematically examines the 

facilities where vaccination is conducted. RAMA controls and monitors the facilities with 

the purpose of conducting vaccination safely and in an appropriate environment.  

 

 Project Implementation Unit (PIU) is established under the MoILHSA to implement 

Emergency COVID-19 Response Project financed by the World Bank and the Asian 

Infrastructure Investment Bank. Additional financing to this project is provided for COVID-

19 vaccine procurement. The project follows commitment of the Government of Georgia  

which includes elaboration and implementation of CCTM plan for COVID-19 vaccines 

funded by the project. The role of PIU in the nation-wide mechanism of cold chain 

monitoring is to enhance due diligence and fill in the monitoring gaps for better tracking of 
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transportation and storage conditions of vaccines procured on the proceeds of the 

Emergency COVID-19 Response Project.    

 

Objective of the Plan and Arrangements for Its Implementation  

Following the National Vaccine Deployment Plan (NVDP)3 and related procedures in place for 

COVID-19 vaccine distribution and cold chain operation, institutional responsibilities are defined 

in the way illustrated below:  

 

 

 

Monitoring the temperature along the COVID-19 vaccine distribution cold chain is a collaboration 

between the logistic and medical teams where the vaccines are administered. Clearly defining 

different responsibilities is one of the most effective ways of improving the cold chain 

performance. When these responsibilities are clearly defined, tasks explained to those concerned, 

and closely supervised and monitored, the risk of breakout is reduced and the chance that 

potentially damaged valuable vaccines are lowered. 

The objective of this plan is to serve as a tool for MoILHSA in monitoring cold chain in Georgia at 

COVID-19 vaccine administration points as applicable. This plan covers all aspects which must 

be in place to ensure effective tracking of temperature along the nation-wide cold chain at COVID-

19 immunization points. Temperature monitoring starts right after delivery of vaccines to Georgia 

and continues during transportation and placement in the National Vaccine Store (NVS) under 

the responsibility of NCDC. NCDC places a data-logger each cold-box of vaccines throughout the 

                                                           
3 Georgia National Vaccine Deployment Plan:  
https://matsne.gov.ge/ka/document/view/5084798?publication=1  

https://matsne.gov.ge/ka/document/view/5084798?publication=1
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in-country transportation to any National Immunization Provider (NIP) or Local Immunization 

Provider (LIP) as part of national COVID-19 immunisation program.  

 Implementation of the monitoring plan will be led by the environmental consultant of PIU 

under the supervision of the Project Manager. Environmental consultant will deliver 

training to PIU team members (6 persons) who will be assigned to conduct visits to 

immunisation providers aiming to acquire data and complete the monitoring form (Annex 

#2). The training will include the theoretical (3 hours) and practical (2 hours) parts covering 

following topics: Description and components of the cold chain; 

 Cold chain equipment, requirement and standards;  

 Cold chain personnel, roles and responsibilities;  

 Electrical safety and electrical supply with back-up arrangements;  

 Standard arrangement of cold chain room, vaccine administration room, waiting room and 

spaces; 

 Procedures and Standard Operating Procedures to be followed by immunization 

providers;  

 Waste separation at vaccine administration room;  

 Basic biosafety and related national regulations;  

 Practical use of monitoring form during site visits. 

 

Background of Vaccine Import and Storage 

All COVID-19 vaccines used in Georgia are manufactured overseas and shipped by air in such a 

way that they remain at their required temperature for the entire journey. The vaccines shipped 

for the National Immunization Program are delivered to the NVS managed and operated by 

NCDC, where the temperature is monitored to ensure that all vaccines stored there remain within 

the required temperature range as recommended by the manufacturer.  

COVID-19 vaccines are distributed from the NVS to the following types/levels of immunization 

providers:   

 Local immunization providers (LIPs): LIPs are primary healthcare centers at the district 

and town level managed by local authorities. Such centers may or may not have cold chain 

infrastructure but none of them have capacity to maintain ultra-cold chain (-70°C +/-10°C). 

Hence, LIPs that do not possess pharmaceutical refrigerator are unable to dispense 

vaccines requiring ultra-cold chain unless they are located in multi-profile HCF and such 

HCF have their own in-house capacity to maintain UCC.  LIPs are supplied with vaccines 

directly from the NVS.  

 National immunization providers (NIPs): NIPs are multi-profile HCFs (state of privately 

owned) which are part of state immunization program and capable of maintaining ultra-

cold chain. NIPs are supplied with vaccines directly from the NVS.  

 Mass-Vaccination Points of Dispensing (MVPD): MVPDs may open in emergencies if 

the lack of NIPs and NIPs identified in combination with increased demand of public for 
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immunization services. MVPDs will serve as field-based station under supervision of 

NCDC and managed by NIP or LIP which has cold chain compliance check. MVPD will be 

supplied with vaccines from the NIP or LIP stores to which it is affiliated. Vaccines supplied 

to MVPD will be inoculated and unused vaccines will not get back to the cold chain.   

The NVS and two regional vaccine stores under the management of NCDC have standard 

operating procedures in place to ensure the vaccine cold chain is maintained at all times during 

storage at their sites and during vaccine transportation to NIPs and LIPs. The temperature at NVS 

is regularly monitored and audited by the national offices of United Nations Children’s Fund 

(UNICEF) and the WHO.  

 

Cold Chain Compliance  

To ensure safe and effective vaccine administration, COVID-19 immunization service providers 

must comply with the national regulation and respective WHO recommendations4. All NIPs and 

LIPs must pass cold chain compliance check before offering immunization services to public. 

NVDPs will be required to abide by basic biosafety rules pertaining the use of relevant protective 

gear by personnel, maintenance of antiseptic environment, safe disposal of used medical 

materials, etc.   

1. TASK: MoILHSA through its RAMA shall check cold chain compliance of NIPs and LIPs 

prior to granting them permission to participate in the national COVID-19 immunization 

program. The PIU shall check compliance with biosafety rules at the NIPs, LIPs and active 

NVDPs. 

All clinical staff at LIPs and NIPs must ensure continuity of the cold chain. Towards this end, they 

must: 

 be competent in all aspects of vaccine storage 

 take appropriate action when the cold chain is not maintained 

 take responsibility for ensuring that the vaccines they administer have been correctly 

stored 

 be instructed on and ensure observance of biosafety rules pertaining vaccine 

handling 

 have read and understood, and comply with, the provider’s cold chain policy. 

2. TASK: Following NVDP, NCDC shall provide training on vaccine storage to LIPs and 

NIPs for free. 

All immunization providers must have stock management procedures to ensure they are not over- 

or under-stocked.  

                                                           
4 COVID-19 vaccination: supply and logistics guidance:  
https://apps.who.int/iris/rest/bitstreams/1332203/retrieve   

https://apps.who.int/iris/rest/bitstreams/1332203/retrieve
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3. TASK: RAMA shall check stock management process and procedures at the NIPs and 

LIPs. NCDC shall plan the stock management for MVPDs.  

All immunization providers as part of COVID-19 immunisation program (accept MVPDs) must use 

one or more pharmaceutical refrigerators for vaccine storage at a level recommended by the 

respective manufacturer5.  

Pharmaceutical refrigerator is: 

 used for storing only medicines and vaccines 

 appropriately maintained and serviced 

 contains only vaccines and medicines stored in their original packaging and properly 

spaced within the pharmaceutical refrigerator. 

4. TASK: RAMA shall check the presence and condition of pharmaceutical refrigerators. 

PIU shall double-check the presence of pharmaceutical refrigerators at NIPs and check 

records on their regular maintenance and repair.   

All immunization providers (accept MVPDs) must have two systems for monitoring the 

temperature that vaccines are being stored at: 

 a daily check device that records the minimum and maximum temperatures reached – 

for example, an inbuilt refrigerator monitor or digital minimum/maximum thermometer 

 a weekly check device that records the temperature at least every 10 minutes – for 

example, a data-logger which is placed in static medical refrigerator if the refrigerator 

does not have a built-in feature to record the temperature volatility. Every week the 

provider must then download/ access and review the information against other 

temperature records taken, take appropriate action and store the weekly information. 

5. TASK: The initial presence of temperature monitoring device will be checked by MoILHSA, 

while continuous application of the devices will be monitored by PIU.  

NIPs and LIPs must have a cold chain process and equipment for ensuring safe temporary 

storage of vaccines if a power outage occurs or a refrigerator fails. 

6. TASK: RAMA shall check the initial presence of contingency capacity. Continuous 

inspection of the capacity shall be undertaken by the PIU.  

All equipment used for storing vaccines at LIPs and NIPs must be fit for the purpose, and 

appropriately maintained and tested. 

7. TASK: NCDC shall check the initial compliance, proper maintenance of equipment, and 

testing procedure. Control over the regular maintenance of equipment shall be undertaken 

by the PIU.  

All documentation associated with vaccine temperature monitoring at NIPs and LIPs must be kept 

for at least 3 years. This includes: 

                                                           
5 NCDC has distributed pharmaceutical refrigerators (20C-80C) to NIPs and LIPs from the donation received from 
the Global Health Fund 
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 daily minimum and maximum temperature records;  

 weekly data-logger downloads or records;  

 actions taken when a cold chain breach, excursion or failure occurs. 

8. TASK: RAMA shall check the initial presence of respective procedures. PIU shall check 

records on file and their consistency with the standard template.  

All immunization providers must have appropriate document control, flow, and reporting capacity.  

9. TASK: RAMA shall check capacity for document flow and control prior to granting the 

permission to NIPs / LIPs that are a part of the national COVID-19 immunization program. 

Document flow from MVPDs will be overseen by NIPs/LIPs to which they are affiliated. 

 

Stock Management Principles 

The following stock management principles6 shall be adhered to by the COVID-19 immunization 

providers: 

 All immunization providers shall know how much vaccine stock they require at any time, 

according to the size of their clinics, the population they are vaccinating, and the size of 

refrigerator(s). 

 Whereas a LIP works with a defined population group, it should build its vaccine stock 

requirements on the known population base, using a similar method to that of general 

practice. 

 Overstock shall be avoided, as it can lead to increased wastage, especially in the event 

of cold chain breaches, vaccines reaching their expiry dates, and/or insufficient airflow in 

the refrigerator. 

 If a LIP finds that it regularly returns expired vaccines, it shall review its stock numbers 

and ordering process and adjust accordingly. 

10. TASK: Implementation of SMP shall be a joint responsibility of MoILHSA (RAMA and 

NCDC), NIPs, LIPs and MVPDs affiliated to NIPs/LIPs. More than 20% of wastage incidents 

at NIPs, LIPs, and MVPDs will be analyzed by PIU.   

 

People at Immunization Points 

All personnel who are handling and administering the vaccines at any level of immunization 

providers must be provided with sufficient training and education. They must be aware of all 

                                                           
6 COVID-19 vaccination: supply and logistics guidance, P158, WHO 2021 
https://apps.who.int/iris/rest/bitstreams/1332203/retrieve   

https://apps.who.int/iris/rest/bitstreams/1332203/retrieve
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policies, techniques, procedures, and any other relevant rules to apply. Continuous education for 

the staff should also be prioritized to keep-up with the advancements. 

Immunization staff need to possess high level knowledge about cold chain principles and 

equipment. However, each NIP must nominate at least two people and at least 1 person per LIP 

to hold overall responsibility for vaccine storage and temperature monitoring. 

All clinical staff must have read and understood and must comply with vaccine manufacturer’s 

cold chain recommendations. All relevant clinical staff must review cold chain records prior to 

accessing any vaccine to ensure vaccine thermo-stability, and they are expected to take 

appropriate action if the cold chain is not maintained. 

All immunization providers, except MVPD must: 

 ensure that the minimum and maximum refrigerator temperatures are checked and 

recorded daily on a temperature recording chart and that the minimum/maximum 

thermometer is reset at the time. 

 check the temperature recording chart for variations before using vaccines. 

 store the minimum/maximum temperature recording chart by the refrigerator, so that all 

vaccinators can check the recordings before taking the vaccines out of the refrigerator(s). 

 keep the temperature records for at least 1 year, consistently with the national regulations 

 ensure that all relevant clinical staff know how to download/access, save and file the data-

logger recordings; review the data and compare it with the minimum/maximum thermometer 

readings every week. 

 immediately react on any failure of temperature requirements, in accordance to the 

contingency plan (described below). 

 document actions taken and reasons why temperature readings were found outside the 

required range. 

 

The designated cold chain staff are responsible for: 

 ensuring the daily and weekly temperature monitoring checks are undertaken and 

documented, including ensuring the data-logger is rotated within the refrigerator 

 reviewing records at the end of each month to check for seasonal fluctuations and trends 

 ensuring that any cold chain breaches, excursions or failures have been followed up 

 ensuring all relevant clinical staff are trained on how to check and reset the thermometer 

and how to record the minimum and maximum temperatures, and know what to do if the 

temperature is outside the required range 

 following up on privately purchased vaccine thermo-stability following a cold chain breach 

(this should be discussed with the coordinator) 

 ensuring all relevant clinical staff know how to download/access and review the data-logger 

information and know the actions to take if the recordings are outside the required range 
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 changing, when required, the refrigerator set point, only on advice from the pharmaceutical 

refrigerator technician, manufacturer, or coordinator (this must be documented) 

 ensuring the refrigerator performance and daily temperature monitoring equipment are 

checked for accuracy on an annual basis as part of the refrigerator service 

 ensuring spatial logging of the provider’s refrigerator occurs every three years by the 

coordinator. 

11. TASK: Related training records, sheets and reports are subject to monitoring by PIU.  

 

System and Process 

All NIPs temporarily storing and administering vaccines must have a written, up-to-date cold chain 

management policy that is: 

 dated and signed by relevant staff 

 reviewed regularly as per NCDC recommendations and amendments in national regulations 

 reviewed when the designated cold chain staff, vaccine equipment or processes change, 

and copy of such updated furnished to the NCDC. 

 

The policy shall specify: 

 the names of (at least two) designated staff members responsible for cold chain 

management/coordination. Amongst two designated persons, one should be coordinator 

who will serves as key informant in all matters of cold chain 

 vaccine and stock requirements for the provider’s programme or clinic 

 vaccine ordering and stock taking processes 

 processes for receiving and storing vaccines 

 the plan and schedule for cold chain equipment maintenance (including refrigerator annual 

service according to the manufacturer’s recommendations and cleaning schedule) 

 processes for monitoring the refrigerator’s temperature, including instructions on data-

logger use 

 detailed list of equipment to use for offsite vaccination clinics, including chilly bins, insulation 

material and temperature monitoring equipment 

 processes for temperature monitoring while vaccines are being stored in chilly bins for 

offsite immunisation  

 action to be taken when the temperature recordings of the refrigerator or chilly bins are 

outside the required range 

 emergency plans and equipment to use if a refrigerator fails and/or a power outage occurs, 

including a nominated back-up provider (if practical, one that would not be affected by a 
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local power outage, such as a power line being down). If a provider is in an area regularly 

affected by power outages, it should consider using uninterrupted power supply devices 

(e.g., generators) 

 processes for vaccine disposal 

 the date when the next annual cold chain policy review is due 

 a cold chain orientation plan for new staff, including how to download/access and read the 

data-logger, what to do and who to contact if there is a cold chain issue, and how to pack a 

chilly bin and move vaccines to an alternative provider or offsite immunization point 

 a cold chain equipment replacement plan. All pharmaceutical refrigerators have a limited 

life span, usually around 10 years. Immunisation providers must actively plan for 

replacement, and replace their refrigerator at or before 10 years of life expires, rather than 

wait until the refrigerator fails to maintain required temperatures 

 action to be taken when a NIP receives a National Cold Chain Audit representative (this 

only applies to providers who hold National Immunisation Schedule vaccine stock). 

The policy should also include space for all relevant staff to sign, confirming that they have read 

and understood the cold chain policy. 

LIPs adhere to their own cold chain management procedures elaborated by the NCDC. These 

procedures are introduced to all LIPs throughout the country.  

12. TASK: RAMA shall check the presence of and approve the policy prior to granting 

permission to a NIP to take part in the national COVID-19 immunization program. 

Adherences to this policy shall be monitored by PIU. NCDC shall check compliance of LIPs 

with the established cold chain management procedures. 

Vaccine Distribution 
 

Following to WHO recommendations7, data-loggers (a compact, battery-powered device 

equipped with an internal microprocessor, data storage, and one or more sensors or sensor ports 

which tracks temperature) are the preferred option for monitoring temperature during 

transportation of vaccines as they monitor the vial temperature throughout transportation. The 

temperature of vaccine storage during transportation shall be duly documented. 

 For data loggers inside the container: the temperature needs to be checked at the 

beginning and end of a trip (frequent openings must be avoided);  

 For data loggers with an outside reader: The temperature needs to be checked at least 

twice during a trip. 

In accordance with the NVDP, NCDC is the government authority responsible for vaccines’ safe 

and effective transportation. To fulfill this responsibility,  NCDC:   

                                                           
7 COVID-19 vaccination: supply and logistics guidance, WHO 2021: 
https://apps.who.int/iris/rest/bitstreams/1332203/retrieve  

https://apps.who.int/iris/rest/bitstreams/1332203/retrieve
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Determines how to transport the vaccines and ancillary products to the predetermined 

distribution sites and then classify them by type of route and means of transport required. 

 Determines the routes that are high risk due to geographical or security conditions in order 

to identify resources that guarantee protection of personnel and products.  

 Establishes delivery and shipment calendars for each level.  

 Determines the number and location of trucks and manages transport operation;  

 Monitors the establishment of timetables and procedures for vaccine transportation.  

 Monitors the progress of the shipments to detect security problems, weather conditions, 

and road conditions that could affect the delivery periods.  

NCDC performs regular tracking of the maintenance of the cold chain during vaccine 

transportation from the NVS to regional stores and finally to the immunization providers by 

inserting data-loggers in each vaccine deliveries. Following the NCDC internal procedures, when 

the vaccines are handed over to NIPs or LIPs, the Information about temperature conditions 

during the transportation is furnished to immunization providers.  

 

Equipment 

All equipment used for storing, administering, and monitoring vaccines must be fit for the purpose, 

appropriately maintained, and tested according to the COVID-19 vaccine manufacturer’s 

recommendations. 

Refrigerator 

All immunization providers (except MVPD) must use pharmaceutical refrigerators for vaccine 

storage. The refrigerator must be suitable to control temperature as recommended COVID-19 

vaccine manufacturers for particular vaccines. 

Types of the pharmaceutical refrigerators maintaining the cold chain for COVID-19 vaccines are:  

 Ultra-low temperature freezer: -800C / -600C 

 Low temperature freezer: -250C / -150C 

 Pharmaceutical refrigerator: 20C / 80C 

 

The refrigerator must8: 

 be used to store medicines and vaccines only.  

 be left on at all times (unless empty of stock; in this case, before storing vaccines again, 

a provider must monitor the temperature for a minimum of 24 hours with a datalogger) 

 be plugged into an independent power point 

                                                           
8 Vaccine Storage and Handling Toolkit, CDC Atlanta 2021: 
https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf  

https://www.cdc.gov/vaccines/hcp/admin/storage/toolkit/storage-handling-toolkit.pdf


Cold Chain Monitoring Plan, Georgia COVID-19 Response Project 

12 
 

 have a plug protected through a power point protector and/or a large, bright notice that tells 

people not to unplug the refrigerator 

 not be in direct sunlight or against a heat source 

 be in a ventilated room and operated in ambient temperature conditions according to the 

manufacturer’s recommendations 

 be installed at least 4 cm but preferably 10 cm away (or according to the manufacturer’s 

requirements) from surrounding surfaces, to allow air to circulate around the condenser 

 be levelled in a way that allows the door to close automatically if left ajar 

 have door seals in good condition to allow the door to close easily and securely 

 have grille-type shelves to allow the air to circulate 

 be serviced annually (including validation of refrigerator temperature monitoring equipment) by 

an approved/licensed refrigerator technician and documented. 

 

Note: External surge protectors should be in place for all pharmaceutical refrigerators. In addition, 

providers (particularly community-based providers) should put a notice at the meter box advising 

staff not to turn off the power before consulting the person responsible for vaccine management. 

Like stated in the policy document described above, all pharmaceutical refrigerators have a limited 

life span: usually around 10 years. LIPs must actively plan for their replacement and replace their 

refrigerator at or before 10 years rather than wait until the refrigerator fails to maintain 

temperature.  

Each refrigerator must have two forms of temperature monitoring equipment, as follows: 

1. The daily check device using a minimum/maximum thermometer with externally 

visible display 

 If the manufacturer considers it appropriate, the provider may use the inbuilt refrigerator 

temperature recording device. 

 Otherwise, the provider can use an external digital minimum/maximum thermometer with 

audible alarm (placing the probe inside a vaccine box (or skillet) in glycol solution or a 

foam block). 

LIP and NIP staff shall take minimum and maximum temperature readings and record them 

once a day – ideally first thing in the morning – and then reset the monitoring device. 

2. Weekly check device using an electronic temperature recording device 

The weekly check device (datalogger or equivalent) does not override the need for the 

provider to check and record the daily minimum and maximum temperatures. 

LIPs and NIPs shall also be aware of where the sensor is for both daily and weekly (if such 

feature) check devices. The devices should measure the temperature in different parts of 

the refrigerator and must not share a sensor. 
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LIPs and NIPs must ensure that the electronic temperature recordings device data is 

reviewed weekly and also whenever the daily check minimum/maximum recordings indicate 

that the refrigerator temperatures have been outside the required temperature range.  

3.  Cold room temperature monitoring at NIPs 

Some vaccines may be stored in a cold room or a large walk-in chiller. These storage 

rooms/chillers do not need to be replaced every 10 years. However, to meet the 

requirements for cold chain compliance (CCC), they must have: 

 a suitable continual monitoring plan (e.g., specifying documented six-monthly 

maintenance checks by the service provider) 

 24-hour-a-day monitoring systems via either a datalogger or an external monitoring 

(cloud-based) system that allows daily minimum and maximum recordings to be 

downloaded weekly and reviewed 

 an external alarm system set to activate if temperature deviates from the required rang  

 an appropriate documented process for response to power failure, back-up power supply 

and arrangements in place for alternative storage if the room/chiller malfunctions and 

cannot store the vaccine within the required temperature ranges 

 

13. TASK: MoILHSA shall undertake the check of initial adequacy of storage facilities and 

presence of pharmaceutical refrigerators at NIPs as part of the CCC inspection. Regular 

monitoring of cold storage and temperature at NIPs will be undertaken by PIU. 

 

Monitoring Devices at Cold Storage Rooms 

Without active monitoring devices, it is impossible to know how well the cold chain equipment is 

functioning or being used and, therefore, to know if the cold chain items are still useable. The 

equipment must be monitored continuously; twice per day, 7 days a week, 365 days a year. 

Different types of thermometers or vaccine vial monitors can be used as monitoring devices.   

14. TASK: MoILHSA shall check the initial presence of temperature monitoring devices at 

NIPs as part of the CCC inspection. Regular monitoring of application, calibration, and 

maintenance of the devices at NIPs shall be done by PIU. 

 

Cold Chain Room Parameters9 at NIPs 

Refrigerators and freezers produce heat. When equipment is placed in a small room with poor 

ventilation, this heat cannot escape, and the equipment cannot operate effectively. In order to 

avoid overheating, a minimum of 4.5 m3 room volume shall be provided per 100 liters of vaccine 

                                                           
9 handbook for vaccine cold rooms and freezer rooms, WHO 2002: 
https://apps.who.int/iris/bitstream/handle/10665/67801/WHO_V-B_02.31_eng.pdf?sequence=1&isAllowed=y  

https://apps.who.int/iris/bitstream/handle/10665/67801/WHO_V-B_02.31_eng.pdf?sequence=1&isAllowed=y
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stored. There should be some means of permanent ventilation in the room. Cold Chain Room 

(CCR) door must be lockable and labeled accordingly. CCRs are usually not established in the 

premises that do not meet these specifications, however, double-checking during operation is still 

to be undertaken.   

15. TASK: MoILHSA shall check parameters of CCRs at NIPs as part of the CCC inspection.  

 

Energy Supply 

The following energy supply requirements established by the national regulations and 

recommended by the WHO (in addition to uninterrupted regular electricity supply) must be met 

by LIPs and NIPs to be qualified for COVID-19 vaccine administration in the country: 

An electrical back-up  

Whether an immunization provider (LIP or NIP) is supplied by the city power utility service or by 

a generator, it is still required to be able to supply electricity from backup system. This can either 

be an additional generator dedicated to cold chain or a larger generator as general backup for the 

whole electrical system. For ice-lined fridges, there is no need to install inverter systems to ensure 

permanent electrical supply. These fridges have a hold-over time which is sufficient for 

maintaining cold chain temperatures with approximately 8 hours of electricity per day. Every 

additional item of equipment in the electrical supply can potentially increase the chance of a 

failure. 

16. TASK: MoILHSA shall check the initial presence of electrical back-up system at NIPs 

as part of the CCC inspection. Regular monitoring of maintenance of the system at NIPs will 

be done by PIU. NCDC shall perform the regular monitoring at LIPs. 

Electrical safety  
The circuits supplying cold chains shall comply with the electrical standards of MSF-OCG10.  

 Earthed  

 Differential protection  

 Correct sizing of cables and circuit breakers  

Circuit breaker which is dedicated to the cold chain circuit must be autonomic. This avoids need 

to disconnect if there is work on other circuits. Circuits, circuit breakers and power outlets for the 

cold chain room must be clearly labelled and secured from accidental disconnection. 

17. TASK: PIU shall check electrical safety measures taken at NIPs as per Environmental, 

Health and Safety General Guidelines of the World Bank Group11, section 4.2 Occupational 

Health and Safety. NCDC shall check electrical safety at LIPs against national standards. 

                                                           
10 electrical standards of MSF-OCG  

https://bibop.ocg.msf.org/docs/48/L048ENEM09E-P_GuidelineSecuElectri_EN.pdf  
11 EHS Guidelines of the WBG 

https://bibop.ocg.msf.org/docs/48/L048ENEM09E-P_GuidelineSecuElectri_EN.pdf
https://www.ifc.org/wps/wcm/connect/29f5137d-6e17-4660-b1f9-02bf561935e5/Final%2B-%2BGeneral%2BEHS%2BGuidelines.pdf?MOD=AJPERES&CVID=jOWim3p
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Contingency Plan 

Contingency plan is a list of actions to be taken in case of a power failure, equipment malfunction, 

fire and calamities caused by extreme weather conditions. It must answer the following questions:  

 Who to contact and in which sequence?  

 What to do if the main power supply is cut?  

 What to do if all powers supplies are down?  

 What to do if a refrigerator fails?  

 What to do if all the refrigerators fail?  

All immunization service providers must find answers to these questions before the problem 

arises, meaning that they shall have the dedicated plan in place. Contingency plan shall provide 

information not only about actions but also list out materials necessary for the implementation of 

the contingency plan. Such materials/equipment (e.g., cool boxes, icepacks etc.) must be 

available at NIPs and at LIPs at all times. 

18. TASK: MoILHSA shall check presence of contingency plans at NIPs and approve them 

as part of the CCC inspection. Regular review and update of the plans by NIPs shall be 

monitored by PIU. NCDC will perform the regular monitoring at LIPs to ensure adherence 

to the contingency plan and procedures elaborated by NCDC.  

 

Monitoring Plan 

Scope of Monitoring  

Cold chain encompasses infrastructure, equipment, people and the management processes and 

their implementation. Presence of the following elements (adapted from WHO-UNICEF Effective 

Vaccine Store Management initiative) is the universal condition adherence to which shall be 

checked during the cold chain monitoring.  

State control over the cold chain operation if exercised by MoILHSA and NCDC. NIPs and LIPs 

oversee operation of individual MVPDs mapped to them. PIU fills in the monitoring gaps covering 

cold chains through which the Georgia COVID 19 Response Project financed vaccines are 

delivered to beneficiaries. Respective roles of MoILHSA, NCDC and PIU in the cold chain 

monitoring are summarized in Annex 1 below. 

 

Management Processes 

The cold chain management policy and respective standard operating procedures shall be 

available and applied. Cold chain management policy or standard operating procedures shall 

include clear information on: 

https://www.who.int/immunization/programmes_systems/supply_chain/evm/en/
https://www.who.int/immunization/programmes_systems/supply_chain/evm/en/
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 Designated staff members responsible for the cold chain management, including the 

decision makers accountable for ensuring the required resources. 

 Vaccine stock requirements specific to the workplace, both in terms of volume and 

temperature ranges. 

 The “safety stock level” and the “maximum stock level” for each vaccine. Stock levels 

should be maintained within this range. 

 Vaccine ordering and stock management processes, including: 

 Stock records. 

 Process to order, receive and dispatch vaccines, including the equipment required in all 

deliveries, such as Freeze indicators. 

 Standardized recording and reporting of all stock transactions. 

 Process for managing damaged vaccines and respective process for quarantine, disposal 

or reverse logistics. 

 general warehousing practices like periodic physical inventories. 

 Temperature monitoring process: required equipment, templates, schedule and reporting 

processes. 

 Operation and maintenance plan, including a specific schedule for all the cold chain 

equipment. It should include a designated person or service provider responsible for the 

servicing of the power sources and cooling equipment. 

 Actions if the temperature recordings are outside the required range. 

 Emergency plans and equipment for use in the event of refrigerator failure and/or power 

outage, including a nominated backup provider. 

 Processes to ensure sufficient funds to cover the required equipment and consumables. 

A replacement plan for cold chain equipment reaching the end of its lifespan should be 

considered. 

Cold Chain Equipment 

Monitoring of the cold chain equipment shall cover both active and passive cold chain devices as 

well as other cold chain material such as coolant packs and temperature monitoring equipment. 

For the existing cold chain equipment, monitoring is subject to: 

Capacity -  The capacity of cold storage shall be sufficient to meet the demand. The store 

shall be able to accommodate peak stock levels for all the vaccines in the program, including 

campaign vaccines. 

Load -  The vaccines shall be correctly arranged inside the refrigerators, letting enough 

space for the cool air to flow. Each device containing vaccines shall be equipped with (at 

least) one thermometer or data logger. Temperature monitoring sheets should be attached 

to the device and records up to date. 

Temperature performance -  All vaccines shall be stored within recommended temperature 

ranges. Continuous temperature records should be available and demonstrate that vaccine 

has been stored correctly. Devices used for temperature recording shall have an accuracy 

to  ± 0.5°C. 
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There shall not be evidence of freezing in the vaccine compartment (noting the means of 

verification: electronic monitoring data, manual temperature data, shake test). Presence of 

frozen vaccine vials shall be checked as well as the presence of water droplets or wetness 

on walls of the vaccine compartment or on vaccine vials or boxes. 

Condition and robustness -  Records on the broken or malfunctioning equipment from the 

near past shall be in place along with the information on how often this happened. Also, if 

repairs were performed, the type of repair shall also be recorded, and the use of spare parts 

noted. It is important to established if the malfunctioning resulted in the inability to use the 

equipment. 

 

Infrastructure 

The infrastructure shall enable the cold store to function effectively. This includes the adequacy  

of the storage building (the location and the construction standard) and the basic utilities, 

particularly the power supply feeding the active cold chain. 

Entire infrastructure shall be of a satisfactory standard and correctly maintained through planned 

preventive maintenance. Emergency repairs should be exceptional and conducted in a timely 

manner. Reports on maintenance and repairs shall be in place. Adequate supplies of spare parts, 

consumables and fuel shall be available. If relying on an emergency generator, it shall be well-

serviced and operational. 

 

Human Resources 

Monitoring of the human resources involved in the cold chain management should cover (1) 

division of responsibilities, (2) correct staffing and (3) knowledge and capacity. 

The responsibilities and tasks shall be clearly specified for each person with a role to play in the 

cold chain management. Responsibilities related to cold chain management shall be described 

for all management levels and for every step of the chain: from the personnel monitoring 

temperatures to decision makers and budget holders. 

There shall be enough human resource to effectively operate a store. Even in the smaller vaccine 

store sites, two or more staff should be appointed (at LIPs, one responsible person is acceptable) 

to ensure the coverage during unexpected events. A workplan shall guarantee the coverage 

throughout the whole year. 

All pertinent personnel shall be trained on the management of the cold chain. The NVDP includes 

the long list of training topics to be delivered by the MoILHSA to NIPs and LIPs12. 

Specialized training for the introduction of a COVID-19 vaccine in Georgia includes the following:  

 A training plan, design, methodology and training modules 

                                                           
12 Resolution of Government of Georgia #573 2021, The national vaccine deployment plan: 
https://matsne.gov.ge/ka/document/view/5147953?publication=0  
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 List of trainers: NCDC/Departments of Communicable and Non-Communicable Diseases, 

Information Technology Maintenance Division, other contributors: WHO and UNICEF  

 Target audience: immunisation service providers across the country (provider clinic 

doctors, nurses, managers); cold chain and logistic personnel (persons responsible for 

cold chain and logistics of regional and municipal public health centers), media, speakers  

Training is designed to be conducted in online format to provide targeted audience knowledge in 

following topics:  

 Practical immunization;  

 Cold chain and logistics; 

 Adverse Events Following Immunization (AEFI) and their monitoring;  

 Communication and crisis management;  

 Organization of immunization service;  

 Reporting. 

In addition, the easily accessible procedures of HR policy shall enable personnel of NIPs, LIPs 

and MVPDs to voice their concerns and have them redressed. The personnel shall have access 

to all levels (HCF, NCDC, PIU) of GRM elaborated and operating for the purposes of the 

Emergency COVID-19 Response Project implementation. 

 

Monitoring Tools and Process 

PIU will use the monitoring form (Annex 2) while visiting NIPs, LIPs and MVPDs. It will serve for 

assessing eligibility of immunization service providers; adequacy of the established procedures 

and adherence to them; infrastructure and cold chain equipment and its operation and 

maintenance.  

In addition to locally acquired information from LIPs and NIPs, PIU will maintain regular contact 

with NCDC to check monitoring findings whether it fully describes conditions what NCDC 

inspected initially prior to granting permission to NIP to be part of state immunization program.  

Following steps and methods will be applied for the monitoring:  

1. PIU will acquire information from NCDC about vaccines procured with support of the 

Georgia Emergency COVID-19 Response Project.   

2. PIU will acquire information from NCDC and RAMA about LIPs and NIPs (and any MVPD 

under the provider) dispensing the vaccines procured with the Project support.  

3. PIU will apply initial random selection and undertake visits to 10 LIPs and 10 NIPs. 

4. PIU will deliver training to its staff tasked to visit immunisation providers and completing 

the monitoring forms.  

5. PIU trained members will visit immunisation center for monitoring purpose and collect 

necessary information.  

6. PIU will send monitoring visit follow-up letter to the visited immunisation provider 

addressing issues found at the place. The letter will be written in feedback format 
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7. PIU will produce monitoring reports based on the data compiled from the visited 

immunization providers and other national stakeholders (NCDC and RAMA) involved in 

COVID-19 immunization. 

8. In case of non-compliance identified in the assessment of 20 immunisation providers, PIU 

will select additional 10 LIPs and 10 NIPs, and perform monitoring there. Amongst the 

newly selected immunization providers, 2 will be already monitored and 8 will be new 

immunization providers. 

9. After the initial round of monitoring, PIU will maintain regular CCTM at NIPs and LIPs 

dispensing the vaccines procured with the Project support. 

10. PIU will collect information from NCDC about wastage of vaccines procured with support 

of the Georgia Emergency COVID-19 Response Project.   

In case of identified incompliances, PIU monitors will point them out to the NIPs/LIPs/MVPDs 

while on site, along with the guidance on alleviating the problem. Shortly after completion of the 

monitoring visit, PIU will send a formal follow-up letter to the visited NIP/LIP/MVPD, summarizing 

the findings, pointing out identified shortfalls, and giving recommendations on addressing them. 

NIPs/LIPs/MVPDs will be asked in the letter to communicate to PIU application of corrective 

actions, including photo evidence as relevant.   

In case of retroactive financing (reimbursement) of vaccines from the Project proceeds, PIU will 

acquire the list of immunization providers from NCDC where the vaccines have been 

administered, undertake a cold chain performance audit, and prepare the audit report. The 

assessment report will incorporate the findings from monitoring visits at 20 immunization 

providers.   

 

Reporting 

In accordance with this monitoring plan, PIU will produce the following reports:  

 Initial monitoring report;  

 Regular monthly reports (bulletin);  

 Audit report in case of retroactive financing of vaccine procurement from the COVID-19 

Response Project proceeds.  

All above reports will be submitted to the administration of MoILHSA and the World Bank, as well 

as shared with NCDC and RAMA under the MoILHSA. The Ministry, being an ultimate authority 

responsible for organizing, coordinating, and implementing NVDP throughout the country, will act 

upon any significant shortfalls revealed through monitoring and undertake corrective action. 
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Annex 1. Responsibilities for Monitoring Vaccination Points of Dispensing 
 

Task N Monitoring Task 
Monitorin

g Entities 

Vaccination Points  

NIPs LIPs MVPDs 

1 
Compliance of vaccination providers 

with WHO and national regulations  

RAMA Cold chain operation  

NCDC    

PIU Biosafety 

2 Training on vaccine storage delivered 

RAMA    

NCDC    

PIU    

3 
Vaccine storage process and 

procedures in place 

RAMA    

NCDC    

PIU    

4 Pharmaceutical refrigerators in place 

RAMA    

NCDC    

PIU    

5 
Temperature monitoring devices in 

place 

RAMA Initial check  

NCDC    

PIU Recurrent check  

6 

Temperature Monitoring during the 

vaccine in-country movement and 

transportation to NIPs, LIPs and MVPD 

MoILHSA  

NCDC  

PIU   

7 
Contingency arrangement for cold 

storage in place 

RAMA Initial check  

NCDC    

PIU Recurrent check  

8 
Vaccine cold storage equipment 

adequate  

RAMA Initial check  

NCDC    

PIU Recurrent check  

9 

Procedures for organized long-term 

storage of vaccination information in 

place 

RAMA Initial Check  

NCDC    

PIU Recurrent check  

10 
Capacity for organized document flow 

in place 

RAMA  * 

NCDC    

PIU    

11 

Adherence to stock management 

procedures and analysis of vaccine 

wastage 

RAMA  * 

NCDC    

PIU Wastage over 20% 

12 RAMA    



Cold Chain Monitoring Plan, Georgia COVID-19 Response Project 

20 
 

Personnel administering vaccines is 

trained for the task and training 

documentation is in file 

NCDC    

PIU  

13 
Cold chain management 

policy/procedures in place 

RAMA Policy   

NCDC  Procedure  

PIU    

14 

Cold chain room facilities adequate for 

function 

RAMA Initial   

NCDC    

PIU Recurrent   

15 

Presence and adequacy of 

temperature monitoring system in 

cold chain room 

RAMA Initial   

NCDC    

PIU Recurrent   

16 
Adequacy of cold chain room technical 

specifications 

RAMA Initial   

NCDC    

PIU    

17 

Presence and adequacy of backup 

arrangements for power supply for 

cold chain management 

RAMA Initial   

NCDC    

PIU Recurrent   

18 
Electrical systems installed and 

operate safely 

RAMA    

NCDC    

PIU    

19 
Presence and adequacy of contingency 

action plan 

RAMA Initial   

NCDC    

PIU Recurrent   

* Control over MVPDs is exercised by MoILHSA through NIP or a LIP to which NVPD is affiliated. 
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Annex 2. Form for Cold Chain Monitoring by PIU  

The following monitoring form is for the use for monitoring NIPs and LIPs. MVPDs are subject to 

monitoring only against criteria 4 - observance of basic biosafety 

Monitor Details 

Name of PIU representative undertaking 

monitoring 
 

Date and time of monitoring  

Signature  

Immunization Service Provider Details 

Name of Immunization Service Provider:   

Provider address:    

Name and contact information of person 

and his/her deputy responsible for receipt 

of the cold chain lines 

  

Name of vaccine:  
# Vaccines in 

Store:  
 

# of vaccines 

delivered: 
 

# of vaccines 

administered: 
 

Monitoring Checklist 

Criteria  
Assessment 

Comments 
Yes No 

Criteria 1: Equipment, Facilities and Storage 

1.1 
Pharmaceutical refrigerator / 

approved freezer in place 
     

1.2 

Records on maintenance and 

repair of pharmaceutical 

refrigerator/freezer in place 

   

1.3 
Temperature monitoring devices 

available  
     

1.4 Freezer is cleaned and defrosted      

1.5 
Only pharmaceutical items are 

stored in the freezer 
     

1.6 
No more than 2/3 of the internal 

volume of freezer is filled 
     

1.7 
The freezer is situated away from 

direct heat source 
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1.8 
Freezer plug is protected and well-

marked 
     

1.9 
Cold chain room facilities 

adequate for operation 
     

1.10 

Temperature monitoring system 

present and adequately operated 

in cold chain room 

     

1.11 
Electrical systems safety installed 

and operated 
     

1.12 

Presence and adequacy of backup 

arrangements for power supply for 

cold chain management 

     

Criteria 2: Adherence to Stock Management Procedures 

2.1 

Minimum, Maximum and Actual 

temperatures are checked and 

recorded 

     

2.2 

Stock rotation is carried out to 

ensure the shortest expiry dates 

are used first 

     

2.3 
Expired and wasted vaccines are 

registered and records available  
     

Criteria 3: Process and Procedures 

3.1 
Cold chain compliance report in 

place 
     

3.2 

Personnel involved in vaccine 

administration is trained for the 

task and training records available 

(Name of persons in comments’ 

column) 

     

3.3 

Procedures for organized long-

term storage of vaccination 

information in place 

     

3.4 
Contingency arrangement for cold 

storage in place 
     

3.5 

Contingency action plan in place 

for action in the emergency event 

of inability to maintain due 

temperature for vaccine storage, 

fire or other calamities caused by 

extreme weather conditions 
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Criteria 4: Observance of basic biosafety at vaccination points 

4.1 

Immunization provider's personnel 

are fully equipped with and 

properly use PPE  

     

4.2 

Immunization provider ensures 

that vaccine recipients are keeping 

required safety rules (masks and 

social distance) 

     

4.3 

Waste generated in vaccination 

room is segregated and placed in 

marked boxes 

     

4.4 
Premises of vaccination point is 

properly ventilated  
     

4.5 
Hand sanitizer is provided at 

vaccination point  
     

       

 

Note: On-site monitoring includes obtaining copies of documents and creation of photo material 

from the inspected vaccination point. More specifically:  

I. Photos of freezer(s)- outside and inside, manufacturing badge, and maintenance records 

(if applicable);   

II. Photos of temperature monitoring devices and hard-copy records;  

III. Photo of freezer's electrical plug and photo of electricity generator;  

IV. Cold chain policy (protocol);  

V. Contingency action plan;  

VI. Cold chain accreditation report;  

VII. photos of vaccination room and waiting room capturing waste bines and inoculating 

vaccine table inside;  

VIII. Expired vaccine records; 

IX. Any additional documents and photo materials, which may better justify results within the 

form 


