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I. BACKGROUND 

 

1. The Ministry of Health (MOH) has convened the National Coordination Committee (NCC) 
for coronavirus disease (COVID-19) vaccine in November 2020 to work on (i) COVID-19 vaccines, 
prioritization, and targeting; (ii) logistics for COVID-19 vaccination; and (iii) costing for COVID-19 
vaccination. A National Deployment and Vaccination Plan for COVID-19 Vaccines (NDVP) has 
been developed by NCC and endorsed by MOH which outlines the strategy and action plan of 
the country’s COVID vaccination program.  
 
2. According to the NDVP, the COVID-19 vaccination program in Sri Lanka is guided by the 
principles of:   

(i) protecting the most vulnerable to reduce morbidity and mortality due to COVID-19;  
(ii) containing the spread of COVID-19; and   
(iii) continuing economic activities while protecting and preserving public health goals.  
 

3. The government requested Asian Development Bank (ADB) (Annex) to support its 
COVID-19 vaccination program. This includes the procurement of COVID-19 vaccines, 
strengthening vaccination information dissemination and monitoring systems, expanding capacity 
of vaccine transport systems, and strengthening vaccine-related medical waste management. 

 

II. PRIORITIZATION 

 
4. The World Health Organization-Strategic Advisory Group of Experts on Immunization 
(SAGE) roadmap has given guidance for countries at different transmission scenarios to consider 
priority group identification at limited vaccine supply settings. Based on SAGE’s roadmap and the 
epidemiology context at the time of submitting the NDVP to COVID-19 Global Access Facility 
(COVAX) for meeting the criteria of accessing free COVID-19 vaccines in early January 2021, the 
national advisory committee on communicable diseases has developed a recommended 
prioritization plan which has been endorsed by MOH and included into the NDVP. Table 1 shows 
the government’s vaccination prioritization plan for the COVID-19 vaccination.  
 

Table 1: Prioritized population groups for the initial phase of vaccination in Sri Lanka 

Phase Population category Population 
Population 
proportion 

1 
(by mid-2021) 

Frontline health workers, military, and police 650,000 3% 

People above 60 years 2,750,000 13% 

People below 60 years with comorbidities 800,000 4% 

2 
(by end-2021) 

Adults that are essential service providers not covered by initial 20% 6,600,000 30% 

3 
(by end-2022) 

Remaining adult population above 18 excluding pregnant/lactating 
women 

6,600,000 30% 

 Total target population for the COVID-19 vaccination  17,400,000 80% 

Source: Ministry of Health, Government of Sri Lanka. 2021. National Deployment and Vaccination Plan for COVID-19 
Vaccines. Colombo. 

 
5. The government is fully committed to provide the vaccination, free of charge, to above 
listed population. If adequate vaccine stocks are available and if global evidence suggests that 

 
1 This summary is based on consultations with the Ministry of Health, and the government’s National Deployment and 

Vaccination Plan for COVID-19 Vaccines (NDVP) issued 18 January 2021 (the full version of the NDVP is included 
as an attachment to the Governor’s Letter that is an Annex to this linked document). 

http://www.adb.org/Documents/RRPs/?id=55085-001-3
http://www.adb.org/Documents/RRPs/?id=55085-001-3
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population below 18 years are also eligible for vaccination, the government intends to reach 80% 
coverage by end-2022.   
 
6. According to the NDVP, the priority population groups can be adjusted based on the 
availability and supply of COVID-19 vaccines, the epidemiology of COVID-19 pandemic, and the 
country’s need. Vaccination for target population in the first phase of vaccination has been 
initiated across Sri Lanka since 29 January 2021 after receiving the first consignment of 500,000 
doses of COVISHIELD (Astra-Zeneca/Oxford manufactured by Serum Institute of India) vaccines, 
as a donation from the Government of India. Thereafter, a further 500,000 doses of COVISHIELD 
vaccines were procured and was received in country on 25 February 2021 and a further donation 
of 264,000 doses of COVISHIELD vaccine via the COVID-19 Vaccines Global Access (COVAX) 
facility was received on 7 March 2021. As of 2 June 2021, the government has also received 
1,100,000 doses of Sinopharm vaccine as a donation from the People’s Republic of China. Two 
consignments of Sputnik V vaccine totaling 65,000 doses have also been received in May 2021. 
As of 2 June 2021, 1,834,528 first doses have been administered (8.3% of the country’s 
population) while 352,598 people (1.6%) have been fully vaccinated. 
 

III. BIOMEDICAL WASTE MANAGEMENT 

 

7. Sri Lanka has a comprehensive and robust legal and policy framework to regulate and 
guide waste management including management of medical waste. The overarching regulations 
on waste management is governed through the National Environmental Act No. 47 of 1980 and 
its subsequent amendments. The Directorate of Environmental and Occupational Health and 
Food Safety (DE&OH) is the key unit within MOH that oversees the environmental compliance 
related to operations of the MOH.  
 
8. The expanded COVID-19 vaccination program in Sri Lanka is estimated to result in the 
need to discard around 32 million syringes and nearly 3.2 million vials. The large number of 
polymerase chain reaction tests carried out (over 3,500,000 tests as of 2 June 2021, the daily use 
of personal protective equipment (PPE) and masks in health care settings and quarantine centers) 
have also added to the volume of waste generated due to the COVID-19 pandemic. In addition, 
a substantial volume of solid waste will also be generated in the form of discarded PPE, discarded 
face masks by the public, and stationery. Furthermore, the conversion of routine secondary care 
level hospitals as COVID-19 treatment hospitals, will require well-designed wastewater 
management systems to treat the effluents. 
 
9. The DE&OH of MOH had issued a guideline to manage COVID-19 related infectious waste 
in March 2020. As per this guideline, the infectious waste generated from any public health care 
facility treating COVID-19 cases shall be treated only through incineration and/or MetaMizer.2 The 
immunization waste generated through the proposed COVID-19 vaccination program is also 
managed accordingly. Below are key elements of the government's waste management plan for 
COVID-19 vaccination that have been adopted and will continue to be implemented during the 
vaccination program: 
 
10. Immunization waste segregation at point of waste generation. The concept of waste 
minimization or separation will continue be used during the COVID-19 vaccination program to 

 
2 MetaMizer is a hybrid autoclave medical waste treatment unit that simultaneously uses steam-based sterilization and 

shredding to treat clinical waste. A volume reduction of 90% and weight reduction of 30% of waste could be achieved 
through the process and the processed material which is granular in nature can be recycled or buried in landfills 
safely. 
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reduce the amount of waste handled and its associated cost. Separation of waste is most effective 
when done at the source, e.g., a syringe becomes hazardous waste after use, but its original 
package does not. Therefore, packaging can be placed into a non-hazardous waste container, 
but the needle and syringe are considered infectious and should be placed into a sharps bin. This 
process minimizes the quantity of waste labeled as hazardous.  
 
11. Immunization waste collection and transport at site. Guidelines on COVID-19 waste 
management provides instructions on how immunization wastes shall be handled, collected, and 
transported. It also provides guidance to staff who transport the medical waste to processing and 
disposal sites. However, the existing transport systems for disposal of medical waste have many 
shortcomings including insufficient transport vehicle fleet. The proposed project to be financed by 
ADB will assist the government in strengthening the transportation of medical waste to selected 
disposal facilities. 
 
12. Immunization waste treatment and disposal. The guideline states that COVID-19 
infectious waste needs to be treated within 24 hours from disposal. All vaccination centers shall 
conduct on-site waste segregation and the segregated waste should be transported to the nearest 
secondary health care facility. The waste collected in Western, Central and Southern Provinces 
are taken by Sisili Hanaro Encare (Pvt) Ltd for incineration. The company has established an 
incinerator and storage facility (30 containers) extending within a land lot of two acres. The facility 
is setup in a land lot located at Kerawalapitiya within the zone which was declared as a waste 
management park by the Sri Lanka Land Reclamation and Development Corporation in 2017. 
This multi-chamber incinerator operates between 1000–12000C with possibility to operate at over 
14000C with a capacity of 20 metric tons per day. The facility is operated with an environmental 
protection license (EPL) and complying with national emission standards. The facility also 
complies with Best Available Technologies (BAT) and Best Available Practices (BAP) as noted in 
Stockholm Convention.  Around 10 metric tons of clinical waste is incinerated at this facility daily 
and the ash is given to brick makers.  
 
13. In other provinces, these are incinerated or shredded through MetaMizer units or burned 
in concrete pits. This waste is usually treated (incinerated or shredded) in the same day, but all 
these facilities have adequate storage to store such waste if they cannot be treated within the 
same day as they were transported. ADB’s project will support providing concrete pits to 
temporarily store the bottom ash from incinerators and residue from MetaMizer units. The project 
financed by the Australian government3 had setup five incinerators (with two-stage incineration) 
complying with BAT and BAP and operated with EPL (two in Northern Province, one each in 
Batticaloa, Badulla and Polonnaruwa districts) and 20 MetaMizer units. These incinerators and 
MetaMizer units were to be operated on a cluster basis, where medical waste collected from 
selected health care facilities in the nearby areas were to be brought to such facility for incineration 
or sterilization and shredding through the MetaMizer units which on average handle around one 
metric ton daily (around five cycles are done daily). This rate could be increased if a greater 
number of cycles could be conducted, and more waste is brought for shredding. All these facilities 
are operational, but due to insufficient fund sources the clustering operation has not been a 
success. Other than these facilities there are another 30–40 two chamber incinerators installed 
within the country. All these incinerators are operated with EPL and confirms to national emission 
standards. 
 

 
3 Establishment of clinical waste management systems in the needy hospitals in Sri Lanka under Australian 

Assistance. The agreement has been signed on 12 December 2013 between EFIC Bank of Australia as lender and 
Democratic Socialist Republic of Sri Lanka Acting by and through its Ministry of Finance and Planning as borrower. 
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14. Training on on-site medical waste management. Staff handling infectious waste need 
to be educated on how best to protect them from contamination. Waste separation at source 
which is practiced by medical staff involved in the vaccination program could be improved by 
highlighting the need to reduce the amount of waste labeled as hazardous waste. 
 
15. Monitoring of medical waste management. On monitoring the compliance of the 
National Environmental Act, the Central Environmental Authority, the regulatory authority issuing 
EPLs to waste management facilities, will conduct annual visits and inspects waste management 
sites to assess the present level of operations before issuing the renewal. 
 

IV. VACCINE PROCUREMENT PLAN  

 

16. Sri Lanka joined the COVAX Advance Market Commitment countries to secure COVID-
19 vaccines. As per the COVAX allocation, Sri Lanka expects to receive vaccine doses equal to 
20% of its population (4.4 million people) free of cost. However, the actual supply would depend 
on the World Health Organization emergency use listing and/or pre-qualification status of 
vaccines, supply volumes of the vaccine, and the country’s readiness. Sri Lanka has received 
confirmation of its participation in the COVAX Facility.  
 

17. As of 2 June 2021, Sri Lanka has received 2,429,000 doses of COVID-19 vaccines. Of 
these, 500,000 doses are COVISHIELD vaccine (AstraZeneca/Oxford vaccine manufactured by 
Serum Institute of India [SII]) donated from India as a gift, 500,000 doses are the same vaccine 
procured from SII, 264,000 doses are same vaccine received from COVAX, 1,100,000 doses are 
Sinopharm vaccine manufactured by Beijing Bio-Institute of Biological Products Co-Ltd. donated 
from the People’s Republic of China as a gift, and 65,000 doses are Sputnik V vaccine procured 
from Gamaleya National Center of Epidemiology and Microbiology.     
 
18. In order to secure enough vaccines to vaccinate 80% of its population, the government 
has developed its vaccine procurement strategy and is exploring the procurement of vaccines 
through three different avenues to maximize the possibility of receiving vaccines in an efficient 
manner: (i) procurement of vaccines through bilaterally negotiated contracts with several vaccine 
manufacturers; (ii) procurement of additional doses through the COVID-19 Vaccines Global 
Access (COVAX) facility Advance Market Commitment mechanism (AMC); and (iii) through 
United Nations Children’s Fund by entering into direct contracting.  
 
19. Value for money in procurement will be achieved through: (i) selecting candidate vaccine 
types that are best suited to the domestic logistics supply chain and distribution mechanisms; (ii) 
engaging with COVAX and manufacturers that have advantageous vaccine availability and 
delivery timelines; and (iii) entering into agreements on terms and conditions that are reasonable, 
noting the currently constrained market for vaccines globally. 
 
20. The MOH has effectively initiated procurement of vaccine and ancillary items through the 
State Pharmaceuticals Corporation of Sri Lanka (SPC). SPC is a state-owned entity established 
in 1971 under the State Industrial Corporations Act Number 49 of 1957. Since 1971 SPC has 
been operating as the procurement agent of the MOH for all medical supplies including all 
vaccination. 
 
21. The Sri Lankan government is actively pursuing bilateral deals with vaccine 
manufacturers. The government’s engagement to date is: 
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(i) Signed purchase agreements with the SII on 18 February 2021 for 1.5 million 
doses of COVISHIELD vaccine (AstraZeneca/Oxford vaccine manufactured by 
SII). First 500,000 doses were received on 25 February 2021.   

(ii) Contract signed with the Gamaleya National Centre of Epidemiology and 
Microbiology to purchase 13 million doses of Sputnik V vaccines. The first two 
consignments totaling 65,000 doses arrived in May 2021.   

(iii) Contract signed with Pfizer to purchase 5 million doses of Pfizer/BioNTech 
vaccine. 

(iv) Contract signed with Sinopharm to purchase 14 million doses of vaccine 
manufactured by Beijing Bio-Institute of Biological Products Co-Ltd. 

22. As of 2 June 2021, Sri Lanka has secured vaccine delivery commitments for vaccines that 
covers 95.76% of its population. Table 2 summarizes the details of all firmed vaccine delivery 
commitments. 

 
Table 2: Vaccine delivery commitments of Sri Lanka 

(as of 2 June 2021) 
Source of funding Type of 

Vaccine 
Quantity 
(vaccine 
doses) 

Date Received Population Covered  
(5% vaccine wastage applied) 

Number % 

Government of 
India (in-kind 
donation) 

Serum Institute 
of India: 
COVISHIELD 

500,000 28 January 
2021 

237,417 1.08 

COVAX-AMC first 
consignment 

Serum Institute 
of India: 
COVISHIELD 

264,000 7 March 2021 125,356 0.57 

Direct GOSL 
contract with Serum 
Institute of India  

Serum Institute 
of India: 
COVISHIELD 

1,500,000 500,000 doses 
received on 25 
February 2021. 
 
Balance doses 
expected in Q2. 

712,251 3.24 

Government of the 
People’s Republic 
of China (in-kind 
donation) 

Sinopharm by 
Beijing Bio-
Institute of 
Biological 
Products Co-
Ltd. 

1,100,000 Received 
600,000 doses 
on 31 March 
2021 and 
500,000 doses 
on 25 May 
2021  

522,317 2.37 

Direct GOSL 
contract with 
Gamaleya National 
Center of 
Epidemiology and 
Microbiology, 
Russia 

Sputnik V 

 

13,000,000 First and 
second 
consignments 
of 65,000 
doses arrived 
in May 2021. 

6,172,840 28.06 

Direct GOSL 
contract with Pfizer 

BioNTech with 
Pfizer 

5,000,000 Contract signed 2,374,169 10.79 

Direct GOSL 
contract with 
Sinopharm 

Sinopharm by 
Beijing Bio-
Institute of 
Biological 
Products Co-
Ltd. 

14,000,000 Contract signed 6,647,673 30.22 
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COVAX-AMC 
second 
consignment 

Serum Institute 
of India: 
COVISHIELD 

4,136,000 Confirmed 
dates of 
delivery 
unknown. 

1,963,913 8.93 

Remaining COVAX 
AMC allocation 

TBD 4,866,400 TBD 2,310,731 10.50 

Total committed   44,366,400  21,066,667 95.76 

Target population  37,065,600  17,600,000 80.00 
ADB = Asian Development Bank, APVAX = Asia Pacific Vaccine Access Facility, COVAX-AMC = COVID-19 Vaccines 
Global Access facility Advanced Market Commitment, COVISHIELD = AstraZeneca/Oxford vaccine manufactured by 
Serum Institute of India, GOSL = Government of Sri Lanka, TBD = to be determined. 
Source: Asian Development Bank. 

 
23. The government is currently in talks with SII to obtain extra doses of COVISHIELD 
vaccines in addition to those committed in the initial contract. Meanwhile, the government is also 
exploring the purchase of vaccines through bilateral negotiation with other manufacturing 
companies and/or countries. Vaccines that are currently considered by the government are 
summarized in Table 3. 

Table 3: Vaccine options being considered 
(as of 2 June 2021) 

Vaccine 
Manufacturer 

Number 
of 

Doses Storage Temp 

Indicative 
Quantity to 

be Purchased 
(Doses) NRA of Record 

Sri Lanka NRA 
Status 

Serum Institute of 
India (AstraZeneca/ 
Oxford) 

2 +2°C to +8°C 
1.5 million  

Drug controller 
General of India  

Approved  

BioNTech with 
Pfizer 

2 -70°C 5 million 
European 
Medicines Agency 

Approved  

Gamaleya  2 -18°C 13 million  Russian NRA Approved 

Sinopharm 2 +2°C to +8°C 14 million PRC NRA Approved 

AstraZeneca 
Institute UK 

2 +2°C to +8°C Unknown  
European 
Medicines Agency 

Reviewing 

Sinovac 2 
Room 
temperature  

Unknown  PRC NRA Reviewing 

Bharat Biotech  2 +2°C to +8°C Unknown  
Drugs Controller 
General of India 

Reviewing 

  NRA = National Regulatory Authority, PRC = People’s Republic of China, UK = United Kingdom. 
 Source: Asian Development Bank.  

24. The government has endorsed the COVID-19 vaccination program as a national priority 
and has made all political, financial, and administrative measures are in place. Sri Lanka has a 
state funded public health system that is available and accessible to the entire population. The 
Ministry of Finance has provided the budget inputs for the vaccination program and any special 
allocation is approved through consultation with the Cabinet of Ministers. As per the NDVP 
approved in January 2021, the indicative estimated costs for rolling out the vaccination program 
is in Table 4.  



7 

  

Table 4: Estimated costs for the national vaccination rollout in Sri Lanka 

Description  
Estimated costs for reaching varying levels of vaccine coverage 

(US$ thousand) 

 20% 40% 60% 80% 100% 

Vaccine cost to GOSL 0 64,971.00 129,942.00 194,913.00 259,884.00 

Distribution cost 18,563.00 37,126.00 55,689.00 74,253.00 92816.00 

Fridge / freezer costs RDHS, 
CMC 

815.00 815.00 815.00 815.00 815.00 

Total cost  19,379.00 102,913.00 186,447.00 269,981.00 353,515.00 

Per capita cost  4.38 11.64 14.06 15.27 16.00 
CMC = Colombo Municipal Corporation, GOSL = Government of Sri Lanka, RDHS = Regional Departments of Health 
Services. 
Source: National Deployment and Vaccination Plan for COVID-19 Vaccines.  

25. The Department of External Resources of the Ministry of Finance has approved the 
utilization of external funding support in this endeavor, especially from ADB and the World Bank. 
ADB has committed $150 million while the World Bank will provide $80.5 million for vaccines and 
the rollout, indicating that the Government of Sri Lanka has access to the required resources for 
achieving 80% coverage of the population for COVID-19 vaccination in Sri Lanka. In the case 
additional financing is required, the NDVP envisages to accept private and development partner 
contributions to the account of National Health Development Fund. 
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Executive Summary 

 
The Government of Sri Lanka is fully committed to provide vaccination for COVID 19 to the 
prioritized population groups to cover approximately 50% of the 22 million population by the 
end of 2021. 
 
The country has a long history of providing health care free at the point of health care delivery, 
including provision of range of preventive health services like universal child immunization. 
More than 99% coverage for all vaccines under the Universal Immunization Programme is 
testament to the success and trust of population in preventive public health services. For the 
introduction of COVID-19 vaccination, besides the well-functioning health system, other parts 
of the government would also be mobilized (local government, tri forces and the police). In 
addition to these groups, the development partners have also pledged their support for the 
vaccination programme (WHO, UNICEF, World Bank, Asian Development Bank, Rotary 
International and other Non-Governmental Organizations).   
 
Fully recognizing the importance of leadership with whole of government and whole of 
society approach, a high-level Presidential Task Force has been appointed by His Excellency 
the President to oversee the planning and implementation of the COVID 19 vaccination 
program. Ministry of Health as the lead has a National Coordination Committee that is 
supported by three technical sub-committees for planning the design and delivery of the 
COVID-19 vaccination programme, while maintaining the essential services and pandemic 
response activities.  
 

 
 
Figure I: Overview of the decision-making process for the COVID 19 vaccination process  
The technical oversight for introduction of new COVID-19 vaccine, including choice of 
candidate vaccines to be deployed in the country, priority population groups, safety 
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monitoring, AEFI, surveillance, etc.  is provided by the National Advisory Committee on 
Communicable Diseases (NACCD) and the National Immunization Technical Advisory Group 
(NITAG).  
 
Sri Lanka already has an established and well-functioning system for vaccination program 
requiring cold chain facility for 2-8 degrees. For the new candidate vaccines that require ultra-
cold chain storage (UCC), there are facilities in the country having required storage capacity. 
An assessment of available transport and storage facilities have been reviewed and identified. 
Currently Sri Lanka has the capacity to store 500000 doses of vaccines that require -70-degree 
storage.  
 
 
Aside of the support from COVAX facility for 20% coverage with vaccine doses, the national 
COVID-19 vaccination programme will be financed through a mix that include public funds, 
resources from development partners, grants from multi-lateral and bilateral sources, private 
sector contribution.    
 
The country is well prepared to deliver the COVID-19 vaccination program with a mix of 
candidate vaccines, building on the strong foundation of its PHC-based, public health system. 
 
COVID-19 in Sri Lanka 
The country has experienced 53,062 COVID-19 cases and 264 deaths as of Jan 18, 2021 for 
which the epidemiological curve and latest active case density maps are presented here.   
 

 
Figure II: Epi curve of COVID 19 cases as of 17 Jan 2021 
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Figure III: Active case density as of 11 Jan 2021 
 
 
COVID-19 vaccination: 
The Government of Sri Lanka is fully committed to make the COVID 19 vaccine available to its 
prioritized population and anticipates that the vaccination would provide consolidation of the 
current COVID 19 response within the country enabling the countries health system to 
continue to provide essential health services and pursue with the economic development 
agenda.   
 
Sri Lanka has a long history of successful immunization programme in the country guided by 
the National Immunization policy, last updated in 2015 and has a section specifically for 
introduction of new vaccines.  The implementation of the policy is guided by the National 
Advisory Committee on Communicable Disease (NACCD) and the National Immunization 
Technical Advisory Group (NITAG). The Epidemiology Unit within the Ministry of the Health is 
the main responsible agency for the implementation, monitoring and evaluation of the 
National Immunization Policy.  
 
Recognizing COVID-19 pandemic control as a national priority and vaccination as a powerful 
tool, His Excellency the President of Sri Lanka appointed a high-level task force to coordinate 
the implementation of COVID-19 vaccine pillar. 
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Ministry of Health has convened the National Coordination Committee (NCC) for COVID-19 
vaccine in November 2020, including different stakeholders with different expertise from 
Health and non-health, partner organizations and other experts. The NCC is supported by 
three technical subcommittees to work on 1) COVID-19 vaccines, prioritization and targeting 
2) logistics for COVID-19 vaccination and 3) costing for COVID-19 vaccination. 
 
The NACCD/NITAG has proactively reviewed evidence for the COVID-19 vaccine introduction 
and in September 2020 formed a Technical Expert Working Group on COVID-19 vaccine with 
specified “Terms of Reference” (TOR), declaring the Conflict of Interest (COI).  
 
NACCD/NITAG recommendations on COVID-19 candidate vaccine 

x The appropriate vaccine is considered as efficacious, safe vaccine, which can be stored 
to maintain the potency in cold chain, providing adequate protection for a 
considerable period of time, ability to protect people and prevent transmission.   

x The NACCD/NITAG agreed appropriate evidence-based recommendations are 
forwarded to the Secretary-Health, through the DGHS, for appropriate timely policy 
decisions. The Secretary-Health and Policy making bodies take appropriate decisions 
based on country requirement, betterment of the country population, considering the 
sustainability. 

 
 
In late December 2020 (31 December 2020) mRNA vaccine of the Pfizer-BioNtech has received 
the WHO- EUL for the use of emergency outbreak control for countries. Considering the high 
transmission situation, USA, UK, Canada and some other countries issue country specific EUL 
to this vaccine and some other COVID-19 vaccines. Other COVID-19 vaccines of Astrazeneca, 
Moderna, Jansen, Sinovac, Gamaleya has different levels of information to the date on 
dosage, schedule, efficacy mode of administration, vial size etc.  
 

Name of the 
vaccine 

Number 
of doses 

Dosage 
duration 

Efficacy 
after 2 
doses 

Mode of 
administration 

VVM 
label  
(to 
date) 

Vial size 

Pfizer BNT 
(store at  
-800C to -
600C 

2 21 -28 
days  

95% IM, 0.3 ml No Multi-dose, 
2ml, 5-doses 

Moderna 
(store at-
200C) 

2 28 days  94.5% IM No - 

AstraZeneca 
(store at +2-
80C) 

2 28 days  89% IM, 0.5 ml No Multi-dose, 5 
ml, 10-doses 
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Gamaleya 
(Sputnik V) 

2 21 days 91% IM, 0.5 ml No - 

Sinovac 2 14 days  NA IM NA  - 
 
Regulatory pathway for COVID-19 vaccines in Sri Lanka: 
National Medicines Regulatory Authority (NMRA) approves and registers the new medicines 
and medical products including vaccines through the NMRA Act No 5 of 2015 - 
http://nmra.gov.lk 
Emergency use authorization for new vaccines is done through the legal provision under 
section 109 of the NMRA Act No 5 of 2015.  
 
Indemnification and Liability  
Provisions have been made for indemnification and liability agreement through the cabinet 
decision made on 7 Jan 2021, ensuring that there is no barrier for such an agreement. The 
system has its expedited regulatory pathway in place which takes 7 days for the regulatory 
approval under emergency situations.  
 
Costing and funding  
The Government of Sri Lanka has endorsed the COVID vaccination program as a national 
priority and has made all political and administrative measures to assure the financing for this 
venture. Sri Lanka has a state funded public health system that is available and accessible to 
the entire population. The Ministry of Finance had provided the budget inputs for the 
Vaccination Program and any special allocation is approved through consultation with the 
Cabinet of Ministers. In addition, the external resource department of the Ministry of Finance 
has approved the utilization of External donor support in this endeavour. In the case of 
needing additional financing, there is possibility of accepting private and donor contributions 
to the account of National Health Development Fund.  
 
 
Priority Populations for COVID-19 vaccination  
Based on the availability of the vaccine, following allocation framework has been 
recommended by NACCD and NITAG: 
 

<10% supply 1.Highly risk exposed* health care and non-health categories (frontline 
workers) who are actively involved in COVID-19 control and prevention- 
considering the requirement of continuation of essential services 
2. comorbid elderly population above 60 years (considering patient groups 
with comorbidities and age) 

11-20% supply 1.Highly risk exposed health care and non-health categories actively 
involved in COVID-19 control and prevention- considering the continuation 
of essential services not covered by initial supply 
2.Above 60-year comorbid categories to prevent mortality and severe 
complications not covered by initial supply 
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20% supply  1. Health care (govt, Pvt) and other key frontline workers actively involved 
in COVID-19 outbreak management and other key essential service 
providers 
2. Population above 60 years  
3. Other comorbid risk categories, below 60 years (Diabetes, Neoplasms, 
CVD, Chronic Renal Diseases, structural lung diseases)  

>20% supply up to 
50% 

1. Health care (govt, Pvt) and other key frontline workers actively involved 
in COVID-19 outbreak management and other key essential service 
providers 
2. Population above 60 years  
2. Other comorbid risk categories, below 60 years (Diabetes, Neoplasms, 
CVD, Chronic Renal Diseases, structural lung diseases)  
4. Essential service providers not covered by initial 20%, special working 
environments with outbreak potential (factories and other congregate 
settings), population categories with outbreak potential environment 
(University students, areas with high population densities).  

 
Approximate proportions of target group categories are estimated as follows:  

Category Number  Population 
proportion% 

Cumulative 
proportion% 

Frontline health workers 155,000 0.67 0.67 
Front line military and police 127,500 0.56 1.23 
Above 60 3,159,800 14 15.23 
International travelers and outbound migrant 
workers/ students, other vulnerable, cleaning, 
ports, essential, immune compromised 

225,700 1.5 16.73 

Working population 50- 59 with comorbidities 1,241,350 5.5 22.23 
Working population 40 – 49 with co morbidities 1,151,070 5.1 27.33 
Working population 30 – 39 with co morbidities 835,090 3.7 31.03 
Working population 50- 59 without co morbidities 1,286,490 5.7 36.73 
Working population 40 – 49 without co 
morbidities 

1,828,170 8.1 44.83 

Working population 35 – 39 without co 
morbidities 

1,218,780 5.4 50.23 

 
Cold Chain Capacity: 
Most of the National Immunization programme vaccines are stored as 2-80C. The estimated 
spare capacity at all levels defined as 62,712 L is adequate for vaccines with 2-8-degree 
requirement supplied through COVAX Facility (Table-6)     
 
For COVID-19 candidate vaccines requiring ultra-cold chain, the existing UCC capabilities in 
the country have been identified. The central blood bank has a spare capacity to store 
2,000,000 doses of vaccine in the small 23cmx23cmx4cm pizza box at -70 temperatures.  
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Additional 3.8 m3 volume usable spare capacity for UCC has been identified in key universities.  
In addition, steps have been taken to hire three ultra-cold storage facilities with the capacity 
of 53m3 .  The total volume required to store 1.4 million vaccines in shipping boxes is around 
25.7m3. This additional storage facility can be utilised in case of an emergency failure in 
functioning ultra-cold storage facilities. 
 
The country has enough supplies of dry ice with trained staff to replace dry ice in the transport 
box of the Pfizer vaccine as needed. Hence, the shipping box (thermal Shipper) provided by 
Pfizer can be used as temporary storage facility till it is transported to the points of vaccine 
delivery.  
All the protocols have been written and finalised to handle the ultra-cold vaccines and training 
of relevant staff is planned shortly. 
 
For -200C vaccine storage, there is spare capacity of 14.5L for COVID-19 vaccine storage, 
should there be a need. There are enough storage and transport facilities for vaccines 
requiring -20 0  
 
Delivery of COVID-19 vaccine and vaccination strategies: 
Given the need and systems readiness, it has been decided to implement COVID-19 
vaccination in a campaign mode. The vaccines will be delivered through 2000 clinics, each 
staffed with seven health staff and supporting non-health staff. The first wave of vaccine roll-
out as a campaign would be done for consecutive seven days. After the first dose, time until 
the second dose will be used for preparation of the follow up dose as well monitoring of 
immediate side effects and adverse events.   
 

 
 
All hospitals and field level vaccination clinic centres will be mobilised to identify 2000 
vaccination centers to be conducted at a time with adequately trained, competent health 
workforce to work with non-health work force of the governmental and non-governmental 
organizations. The full strength of all public health clinics can be utilized for cold chain 2-8 

x Each vaccination clinic should have minimum of 7 persons (as “7-set”) at a time 
for functioning as a clinic centre:  
� Medical officer: for screening eligibility and handling AEFI 
� 2 vaccinators: Nursing officers/ Public Health Midwives (SPHM/PHM)/Public 

Health Inspectors (SPHI/PHI) who are trained and skilled in intra-muscular 
injections and capable to adhere safe injection practices per standards of NIP 

� 2 persons at the Registration Desk - for screening eligibility, identify contra-
indications, referral for special needs 

� 1 person at AEFI area: for identification and management of immediate side 
effects/reactions  

� 1 clinic assistant to help the entire process 
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degrees and for ultra-cold chain requirements all hospitals above the base hospital category 
will be selected 
 
Lot release and stock management: 
Vaccine stock management and adequate timely vaccine stock distribution will be done 
adhering to the country standard practice of “push system” to ensure adequate availability of 
vaccines and other logistics before the start of the campaign.  
 
Vaccination safety monitoring: 
Vaccine safety is considered as an important component in the vaccination. Eligibility 
screening will be done by competent health staff capable in identifying contra indications for 
vaccination. Readiness for AEFI is ensured by developing adequate competencies through 
trainings and ensuring proper screening for AEFI before vaccination. Emergency readiness is 
assured through observation for minimum 20 minutes in post vaccination, availability of 
emergency tray with essential medicines together with oxygen facilities for proper 
management and specialised care arrangements at all vaccination centres. 
 
Recording and reporting: 
Informed written consent for vaccination will be obtained before vaccination from all eligible 
individuals and consent form will be developed adhering to specific legal framework. A Special 
COVID-19 vaccination card is being developed. Surveillance activities will be continued for 
further identifying the COVID-19 disease status based on the vaccination status. Monitoring 
and evaluation of the programme will be done to identify vaccine uptake, coverage for each 
dose, and identifying dropout rates. Sero surveys and effectiveness of the impact of the 
vaccination will be assessed appropriately with field level vaccine efficacy studies 
(effectiveness) in future. 
 
Country will plan post introduction evaluation (PIE) in one-year time together with the next 
campaign cycle.  
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CHAPTER 1 
 

Introduction 
 

1.1 Overview of the introduction chapter  
1. Pandemic evolution, global, regional and country situation of COVID-19 disease  
2. Overall COVID-19 vaccine landscape: global and Sri Lanka 

 
1.2 COVID-19 disease 2019-2020 
An outbreak of pneumonia of unknown origin was first declared on 31st December 2019 from 
Wuhan City in Hubei Province of China. On 7th January 2020, it was diagnosed and reported 
as “Novel Corona Virus”. On 30th January 2020, WHO declared it as a Public Health Emergency 
of International Concern (PHEIC). On 11the February 2020, the WHO renamed the disease as 
COVID-19 and on 11th March 2020 declared the outbreak as a pandemic with widespread 
global transmission into different countries before identifying the exact epidemiology of the 
disease.  
 
The COVID-19 disease is a viral respiratory tract infection caused by a corona virus. It is mainly 
transmitted through droplets generated when an infected person coughs and sneezes. These 
droplets are deposited on surfaces or can deposit directly on the face of a person at close 
distance.  A person can get infected by breathing in the virus containing droplets, if anybody 
is within a close proximity of a COVID-19 infected person, or by touching a contaminated 
surface and then touches eyes, nose or mouth. The incubation period is identified as 2-14 
days for COVID-19 disease and this is the time period a person can show signs and symptoms 
after exposure to an infected person.   
 
As of the date 31st December 2020, the global COVID-19 cases were reported as 83,800,241 
with global incidence of 10,751 per million population. The most reported countries are USA, 
India, UK, and some European countries, with the highest number of cases reported 
as20,451,302 from USA. The total global deaths / mortality reported as 1,825,030 with 234 
deaths per million cases.  
 
South East Asia, India and Indonesia reported the highest case numbers of 10,286,329 and 
743,198 by 31st December 2020. Sri Lanka reported 43,299 cases and 204 deaths by 31st 
December 2020 and categorized as cluster transmission stage.   
 
This COVID-19 pandemic remains a global public health threat by the time approaching to 
2021, with a marked economic loss throughout the world. Several COVID-19 vaccines have 
been developed as a preventive strategy for COVID-19, in which 2 vaccines have completed 
Phase III clinical trials to receive emergency use listing (licensure process) to register for their 
own country use before receiving WHO pre-qualification or Emergency Use Listing (EUL) by 
31st December 2020, considering the requirement of outbreak control, high morbidity and 
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mortality in their own countries.  There are few other vaccines in the pipeline, fast moving to 
complete phase III trials to be made available for countries to use at the earliest during 2021.  
 
1.3 Country demography  
Population demography: 
Sri Lanka is an island with a land area of 65,610 km2 and the total population is 22,034,594 as 
updated by 2020 based on the Medical Statistics Unit, estimated population data from the 
Census.  Boundaries of administrative units are mainly 9 provinces and these 9 provinces are 
divided into 25 districts.   
 
Each province is headed by a Provincial Director of Health for health administration at the 
Provincial level. Considering health, the sub national administrative levels below the 
Provinces are considered as health districts, in which are comprised of 26. Altogether 24 
districts are compatible with same as government administrative districts and only the District 
of Ampara is divided into Ampara and Kalmunai. Each health district is headed by a Regional 
Director of Health Services for medical administration of the district.   
 
Regional Epidemiologist is based in this district level in providing necessary technical expertise 
to the primary health care staff working at the sub national level. Districts are considered as 
the main operational level for public health as the 1st subnational level. The Regional 
Epidemiologist is responsible for technically in control and prevention of communicable 
diseases and implementation of National Immunization Programme at (NIP) at district level.  
The country is having public health specialists at the district and provincial level as Consultant 
Community Physicians for overall technical guidance for key public health programmes. 
 
Each district is further divided into Medical Officer of Health (MOH) areas in which primary 
field health staff is mainly based and provide most primary field level health care services to 
the population. This level is considered as the division for the country and the secondary sub 
national level.  
 
Curative care institutions at each level provide high quality curative care for patients. 
Specialists from different specialities are available at easy access to the population at all levels 
based on hospital categorization and closely work with public health care sector in 
communicable disease control and prevention in mandatory notifications of communicable 
diseases for early outbreak detection, providing vaccination services and notifications of 
Adverse Events Following Immunization (AEFI) in addition to the curative care.  
The population age structure for 2020, based on the predicted data from 2012 Census data is 
given in the table 1 below. 
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Table 1:  Population distribution by age category   
 

Age category Population Population 
proportion  

Cumulative 
population 
proportion 

> 80 years 294,876 1.3 1.3 
75-79 305,348 1.4 2.7 
70-74 444,833 2.0 4.7 
65-69 683,205 3.1 7.8 
60-64 991,356 4.5 12.3 
55-59 1,150,308 5.2 17.6 
50-54 1,318,719 6.0 23.5 
45-49 1,390,967 6.3 29.9 
40-44 1,470,007 6.7 36.5 
35-39 1,524,451 6.9 43.5 
30-34 1,774,317 8.1 51.5 
25-29 1,681,168 7.6 59.1 
20-24 1,659,255 7.5 66.7 
15-19 1,782,040 8.1 74.7 
10-14 1,777,764 8.1 82.8 

5-9 1,894,598 8.6 91.4 
1-4 1,518,891 6.9 98.3 
<1 372496 1.7 100 

(source: population estimate data 2020, Medical Statistics Unit) 
 

Above 20-year age category is 66.7% (14,688,810) and this proportion will be considered as 
eligible proportion considering for COVID-19 vaccination in most of the countries (above16 
years in some trials) and which excluded pregnant/lactating women.  The persons with special 
needs between the age group of 16-20 years also can be considered in special circumstances 
for vaccination.  
 
1.4 COVAX facility and COVID-19 vaccines 
The “COVAX Facility” is an international initiative to ensure rapid, fair and equitable access to 
COVID-19 vaccines for all countries, regardless of wealth. The COVAX Facility is responsible 
for securing the vaccines from manufacturers for equal distribution of vaccine stocks for all 
countries.  
 
The COVAX Facility currently has 190 participating different economies. This includes 98 
higher-income economies and 92 low- and middle-income economies eligible to have their 
participation in the Facility supported via the financing mechanism known as the GAVI (Global 
Alliance of Vaccine Initiative) COVAX Advanced Market Commitment (AMC). 
 
This process of access to vaccine through COVAX Facility, accelerates early doses of safe, 
efficacious COVID-19vaccines make available to countries, adhering to the concept of early 
access to vaccines during the year 2021. Based on the AMC, eligible countries who showed 
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interest to receive vaccines, will get 20% of the country population coverage as soon as 
possible in 2021 with safe and efficacious vaccine development in 2021. The countries can 
expand vaccine stock receiving coverage beyond that in 2021 as with the global vaccine 
market availability.  
 
Sri Lanka is a GAVI transitioned country to receive GAVI vaccine support from 2015 but 
exceptional vaccine support provided to Sri Lanka as support for IPV vaccine and allowing 
access to GAVI-price for HPV vaccine for self-procurement process. This time GAVI agreed to 
provide COVID-19 vaccine through COVAX facility free-of-charge for the initial 20% of the 
population as with AMC during 2021.  
 
However, 18th December 2020, announcements offered a clear pathway to end the acute 
phase of the pandemic by protecting the most vulnerable populations through vaccination 
around the world, through the COVAX Facility vaccine commitment. The COVAX further 
announced availability of additional COVID-19 vaccine candidates which accelerate access to 
vaccines with promising plans for global rollout starting in early 2021, within the first 3 
months. 
 
The vaccine AstraZeneca, Janssen candidate, and Sanofi/GSK vaccines are agreed vaccines to 
provide to countries through COVAX Facility by 31/12/2020. The Pfizer-BioNTech vaccine 
entered in to COVAX facility in early January 2021.  
 
1.5 Product eligibility under the COVAX Facility 
COVID-19 vaccines procured and/or supplied under the COVAX Facility will be quality assured 
to ensure positive impact on the population (safe and efficacious). Information about these 
products will be available to countries enabling decisions on use. 
 
To achieve this, WHO has advised that the COVAX Facility will only consider: 

 
1.  Products listed by WHO Emergence Use Listing or Prequalification or, 
2.  under exceptional circumstances, products approved by a specified Stringent 

Regulatory Authority (SRA). The specified SRAs are Therapeutic Goods 
Administration (TGA, Australia); European Medicines Agency (EMA, EU); Health 
Canada (Canada); Swissmedic (Switzerland); Medicines and Healthcare products 
Regulatory Agency (UK); U. S. Food & Drug Administration (FDA, USA). 
(information by Product eligibility under the COVAX Facility- 29 Dec 2020) 

 
1.6  Concept of “sharing of COVID-19 vaccine doses” with COVAX Facility 
 
The concept of sharing of doses is acknowledged by GAVI/COVAX Facility, with the idea of 
“vaccinate some people in all countries, rather than all people in some countries”, has being 
done through adhering to the basis of early availability of vaccine stocks to prevent the 
outbreak.   
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Through this process, countries can directly communicate to receive vaccines early for the 
availability during 2021 by each other. This will facilitate rapid deployment of vaccines, 
without any earmarking doses for specific population or geography considering that COVAX 
aimed for equitable access to vaccines. Therefore, these agreed additional vaccine stocks with 
countries can be of substantive quantity as shared doses should be of sufficient and 
predictable volumes to have a substantive impact in achieving the goals of the Facility. Safe 
and effective vaccine doses should be shared and must be of assured quality with, at a 
minimum, WHO Prequalification/emergency use listing or licensure/authorization from 
Stringent Regulatory Authorities (SRA). These vaccines will complement, but not replace the 
committed vaccine stocks to stop transmission and save lives. 
 
1.6 Considerations for COVID-19 vaccine introduction 
(as evidence review by the NITAG expert technical working group) 

x Appropriate vaccine 
x Vaccine efficacy 
x Safe vaccine: Regulatory reliance on Adverse Events following Immunization (AEFI) 

and Adverse Events of Special Interest (AESI) 
x Ability to maintain potency: proper cold chain storage and monitoring mechanism 

with appropriate reliable equipment (to maintain potency and minimise undue 
AEFI through cold chain failure) 

x Duration of immunity to protect individuals and ability to maintain herd immunity 
in achieving high coverage over the years for population level immunity 

x Ability to prevent transmission of the virus in achieving individual protective level 
immunity (contribution to slow down the effective reproduction rate) 
 

Appropriate vaccine/s to be considered (as with the information available by the 
time developing the NVDP)  
 

x Pfizer/BioNTech – mRNA vaccine – entered COVAX facility in January 2021 
x Moderna – mRNA vaccine: this vaccine has still not received through COVAX 

facility  
x AstraZeneca (Oxford/Serum Institute India) – adenovirus vector vaccine: 

eligible to receive through COVAX facility 
x Janssen (J and J) – adenovirus vector vaccine Novavax – recombinant spike  
x protein + Matrix M adjuvant vaccine: eligible to receive through COVAX 

facility 
x Sinovac (Coronavac) – inactivated virus + alum adjuvant vaccine 
x Gamaleya (Sputnik 5) – adenovirus vector vaccine 
 
(https://scopeblog.stanford.edu/2020/06/25/the-race-for-acovid-19-vaccine-
accessed on 30/12/2020) 
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Figure 1: COVID-19 Vaccine Landscape 
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CHAPTER 2 
 

Management and Organization: 
Planning and Coordination 

 
2.1 Objectives of chapter 2 

1. Country existing procedure for vaccine implementation, new vaccine introduction 
and coordination. 

2. Coordination mechanism for COVID-19 vaccine deployment at different levels with 
various stakeholders and partner organizations. 

 
2.2 Country existing process for new vaccine introduction 
The National Immunization Policy, approved by the Cabinet in 2015 is the guiding framework 
for all vaccination in the country, including new vaccine introduction. The vaccination 
strategies identified under the National Immunization Policy are binding for all relevant 
stakeholders for decision making, implementation, monitoring and evaluation, including AEFI. 
The Epidemiology Unit of the Ministry of Health is the main agency responsible for the 
implementation of the vaccination programme. 
 
National Immunization Technical Advisory Group (NITAG)/ National Advisory Committee on 
Communicable Diseases (NACCD) include heads of all communicable disease programmes, 
ports of entry, experts from academic institutions, experts from professional organizations, 
specialists in Paediatrics, Virology, Microbiology, Epidemiology, Community Medicine, 
General Medicine, Parasitology, Pharmacology, National Regulatory Authority and other 
medical professional bodies. The Director General Health Services Chairs and Epidemiology 
Unit functions as Secretariat to the committee. The NITAG/NACCD advises the Government 
of Sri Lanka on all matters related to vaccination programme.   
 
The NACCD/NITAG has appointed an expert technical working groups to work on vaccines and 
vaccination to review evidence for recommendations (E2R), as needed. Evidence-based 
expert recommendations are submitted to the Director General of Health Services (DGHS) for 
onward transmission to Senior officials within the MOH, Ministry of Finance and other 
executive offices for further decisions on policy and programmes for vaccination, including 
introduction of new vaccines.  
 
2.3 Existing organizational structure for National Immunization Programme 
Vaccination is provided in the most part by the public health system through its preventive 
and curative health systems. The main service provision of the Expanded Programme on 
Immunization (EPI)is through the preventive health sector of Medical Officer of Health (MOH) 
staff, even though opportunity to receive vaccines are provided through vaccination clinics 
conducted at curative care institutions. The overall responsibility of the vaccination 
programme is with the Epidemiology Unit, Ministry of Health.  
 
The implementation responsibility to vaccinate each child is with the MOH and staff while 
technical guidance, supervision monitoring and evaluation at district level is done by the 
Regional Epidemiologist in liaison with the Epidemiology Unit. Consultant Community 
Physicians at provincial and district level provide overall coordination and expert guidance on 
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the programme functioning. Provincial Directors and Regional Directors of Health Services 
provide overall administrative, financial and managerial support for district and provincial 
level implementation and work for the sustainability of the vaccination programme.  
 
Hospital Immunization clinics are conducted at level above the Base hospitals by the hospital 
staff including Consultant Paediatricians, Medical Officers and Nursing Officers. These clinics 
provide services at field level as referral clinics, as necessary. District and smaller hospitals 
conduct immunization clinics as one of the MOH office clinics together with the MOH office 
staff.  The activities across all levels are well coordinated resulting in high vaccination 
coverage. Private health sector also provides a proportion of vaccination services 
(approximately 5%) adhering to the National Immunization Guidelines.   
 
Figure 2: Overview of the Organizational structure: Existing Immunization service delivery  
 

 
 
 

For the last decade, Sri Lanka has consistently reported high vaccination coverage (>95%) for 
all antigens in the EPI schedule. 
 
Vaccination programme through the life cycle approach is a key strategy for communicable 
disease control and prevention, and not limited to childhood vaccination. Universal 
immunization has been one of the key interventions that has helped the country control and 
eliminate many vaccine-preventable diseases.   
 
The last case of Smallpox in Sri Lanka was in 1972 while global eradication of Smallpox was 
declared in 1979. The last case of Poliomyelitis in Sri Lanka was in 1993 while Regional polio 
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free status was declared in 2014. The last case of Neonatal tetanus was in 2009 while Regional 
elimination was declared in 2016. Endogenous measles was eliminated in 2019 and 
endogenous rubella was eliminated in 2020. The last case of Diphtheria was in 1991 and 
remains almost eliminated.  
 
The robust vaccination infrastructure in the country has supported and enabled successful 
implementation and supportive supervision system across national, provincial, district and 
community level. 
 
The existing system and network of national immunization programme provides a functional 
platform for successfully conducting vaccination campaigns, National Immunization Days 
(NID), subnational NIDs, mopping up campaigns for polio and in outbreak control campaigns 
such as H1N1 pandemic situation in 2009, and measles outbreak situation in 2015.  
 
2.4 Coordination mechanism with other health programmes, non-health stakeholders and 
development partner organizations for COVID-19 vaccine deployment at different levels 
 
Recognizing COVID-19 pandemic control as a national priority and vaccination as a powerful 
tool, His Excellency the President of Sri Lanka appointed a high-level task force to coordinate 
the implementation of COVID-19 vaccine pillar. 
 
The Ministry of Health has convened the National Coordination Committee (NCC) for COVID-
19 vaccine in November 2020, including various stakeholders with different expertise from 
Health and non-health, partner organizations and other experts. The NCC is supported by 
three technical subcommittees to work on 1) COVID-19 vaccines, prioritization and targeting 
2) logistics for COVID-19 vaccination and 3) costing for COVID-19 vaccination. 
 
 NACCD/NITAG has convened on multiple occasions to review the evidence and identify the 
best suited vaccines and vaccination strategies for the country.  A technical expert working 
group was appointed in September 2020 to support the work of NACCD/NITAG 
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Figure 3: overview of the decision-making process for COVID-19 vaccines 
 

 
 
 
The NACCD/NITAG, Technical expert working groups and NCC-sub committees are 
continuously engaged on different subject areas for relevant recommendations and moving 
forward with COVID-19 vaccination at the earliest appropriate manner. 
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Figure 4: Overview of operational plan of COVID-19 vaccination 
 

 
The time tested well-functioning programme coordination and implementation system will 
be utilised with further strengthening and support of all relevant stakeholders for COVID-19 
vaccine deployment in the country.  
 
The World Health Organization, UNICEF, World Bank, ADB and other partner organizations 
are working with the Ministry of Health in supporting further strengthening of the infra-
structure for National Immunization Programme, cold chain capacity, logistics, training and 
capacity building and financing COVID-19 vaccination in the country. 
 
The aim of the COVID-19 vaccination programme is to control the outbreak at the initial stage 
rather than achieving and maintaining the herd immunity in preventing the transmission. As 
such, all expert groups agreed to aim at target of minimum 50% vaccination of the eligible 
population during the year 2021. Further to the 20% of the COVID-19 vaccines that would be 
received through the COVAX Facility, the vaccine stock receiving potential is attended to 
achieve the expected target of 50%.  
 
As more is learned and understood with the initial vaccination across multiple countries, next 
steps will be to consider consecutive frequent vaccination cycles on annual basis or with 
recommended time period and for what populations. Through this process, the aim could be 
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to maintain herd immunity with scaling up of vaccination to recommended population 
categories to enhance population coverage (such as children and pregnant women with 
existing trial data evidence and with SAGE recommendations). 
 
Timely decisions and recommendations will be taken with implementation measures for 
traveller vaccination to prevent possible importation of COVID-19 virus into the country.  
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CHAPTER 3 

 
Regulatory Preparedness 

for COVID-19 vaccine 
 

3.1 Objectives  
1. Country specific existing vaccine regulatory practices 
2. Emergency decision making process as required for pandemic vaccine 

registration  
 

3.2 Global process for COVID-19 vaccine regulation: 
 
Figure 5: WHO regulatory alignment roadmap for COVID-19 vaccines 
 

 
Source: WHO 

 
 
 
 
 
 
 
 
3.3 Regulatory Preparedness status at Regional level: SEAR (Source: SEAR-WHO) 
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x Facilitate timely access to COVID-19 vaccines without compromising regulatory 
decision-making 

x Develop and implement regulatory pathways using risk-based approach to assess 
the quality, safety and efficacy of vaccines as per WHO- EUL, WHO-PQ , SRAs 
decisions and COVAX Facility 

x Rolling submissions and facilitator approaches to manufacturers 
x Collaborative and international reviews along with mutual recognitions 
x Release vaccines to National Immunization Programmes (NIP) with the shortest 

possible time 
x Facilitate the NRA, NIP and other stakeholders to implement vaccine vigilance 

plans to monitor the safety and effectiveness of COVID-19 vaccine(s) 
 
3.4 Country level COVID-19 vaccine regulatory procedure:  
The country has a well-functioning National Medicines Regulatory Authority (NMRA) and has 
standard systems for regulatory approvals and registration of new vaccines.  

 
1. Roles and responsibilities of NMRA regarding registration of new vaccines 
 

a) The National Medicines Regulatory Authority (NMRA) is responsible for the 
regulation of all aspects of medicines, medical devices, borderline products and 
clinical trials under the NMRA Act No 5 of 2015 and regulations made thereunder. 
In line with this, new vaccines should be approved by the NMRA before being used 
in the country.  

 
b) An authorized importer of an overseas manufacturer of a vaccine approved by the 

NMRA who intends to import a vaccine should apply in the stipulated format as 
per published guidelines on registration and storage of medicines and vaccines. 

 https://nmra.gov.lk/images/PDF/draft_guidelines/Guideline-on-registration-of-
medicine.pdf 

 https://nmra.gov.lk/images/PDF/guideline/Guideline-on-Registration-of-
Vaccines.pdf 

 https://nmra.gov.lk/images/PDF/guideline/pvt_sec_vac_03.pdf 
 
c) All vaccines approved for use by the NMRA are subjected to strict post-marketing 

surveillance as stipulated by the relevant guideline(s) and done through the well-
defined adverse events reporting pathway developed for the National 
Immunization Programme covering the entire country with support of the 
Epidemiology Unit of the Ministry of Health. 
https://nmra.gov.lk/images/PDF/guideline/Guideline-on-Post-Marketing-
Surveillance.pdf 
 

d) A Lot release certificate issued by the National Control Laboratory of the Medical 
Research Institute of Sri Lanka is required for all government and private sector 
procured vaccines and sera including donations under NMRA Act No 5 of 2015 and 
regulations made thereunder. 

 
 

 
2. Emergency decision-making process for new vaccines 
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a. Emergency decision making provisions for registration of new vaccines/medicines 

for special circumstances such as pandemics and other emergency situations is 
clearly articulated in section 109 of the NMRA Act No 5 of 2015. The Sri Lankan 
regulatory system; thus, has expedited regulatory pathways to facilitate regulatory 
approvals within 7 days in emergency situations. 
 

b. Using emergency provisions in the NMRA legislation (described above) the 
Authority shall provide expedited assessment of any new vaccine based on 
reliance approaches to facilitate approval, provision of licenses, vaccine lot 
releases in the shortest time possible for timely availability of COVID 19 vaccine(s) 
in Sri Lanka. This will be facilitated by well- established channels of communication 
and information-sharing systems with other stakeholders (e.g. Epidemiology Unit, 
Ministry of Health, National Control Laboratory, Sri Lanka Customs). 
 

c. The NMRA will be guided in such decision making by Emergency Use Approvals 
(EUA) granted by stringent regulatory authorities (e.g. USFDA, Health Canada, 
MHRA (UK), EMA, TGA, etc) and the World Health Organization. 
 

d. A panel of experts representing multiple medical specialties already established 
will support the statutory Committee in the NMRA tasked with providing 
regulatory oversight for medicines and vaccines taking a pro-active, risk-based 
approach to ensure timely public access to life-saving medicines and vaccines.  

 
e. The Government of Sri Lanka has already issued the indemnification and liability 

agreement through a Cabinet decision on 7 Jan 2021 and the same has been 
shared with COVAX. 
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CHAPTER 4 
 

Costing and funding: 
ensuring the funds reach the point of delivery 

 
4.1. Objectives of Chapter 4 

1. To provide realistic guidance on funding needs and how this can be met ensuring 
other essential health needs of the country are not compromised in providing the 
required vaccination coverage  

2. To identify the responsible budgetary units to support the vaccination program  
3. To access existing public finance management systems that can manage the 

financing of the vaccination program 
 
4.2. Budget Inputs and the responsible budgetary units 
The Government of Sri Lanka has endorsed the COVID-19 vaccination program as a national 
priority and has made all political and administrative measures to assure the financing for this 
venture. The Ministry of Finance had provided the budget inputs for the Vaccination Program 
and any special allocation is approved through consultation with the Cabinet of Ministers. In 
addition, the external resource department of the Ministry of Finance has approved the 
utilization of external donor support in this endeavour. In the case of needing additional 
financing, there is possibility of accepting private and donor contributions to the account of 
National Health Development Fund.  
 
Procurement for the vaccination program will be done centrally and distributed to the 
regions. The   Finance Commission which allocates funds to provinces will receive funds from 
the Treasury (Ministry of Finance) for operational costs. Direct transfer of funds from the 
Ministry of Health to Provincial Health Authorities is also possible.   
 
4.3. Estimation of funding needs (costing)  
Sri Lanka has a state funded public health system accessible to all the population. Since the 
NDVP envisions of using the existing infrastructure and the human resources for the national 
vaccination programme, the additional cost / funding requirement has been estimated and 
presented here. Estimation of required financing was done by the technical subcommittee on 
operational costing appointed by the National Coordination Committee (NCC) using a 
scenario-based modelling technique. While there are significant uncertainties in calculating 
the total cost of the COVID-19 vaccine roll-out, a rough estimation of financial gap is critical 
to provide a high-level picture on budget. Several assumptions from various guidelines and 
recommendations were utilized for the costing exercise. Tables 5 and 6 provides a summary 
of key assumptions made to guide the costing process. 
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Table 2. Assumptions made in calculation of approximate vaccination cost 

Parameter Assumed value 
Population 22,099,000 
Number of districts 25 
Number of RDHS+CMC 27 
Vaccine cost per dose (US$)1 7.00 
Vaccine gov payment for initial 20 percent population (%)2 0/15/100 
Vaccine wastage (%)3 5 
Distribution cost per dose (US$)4 2.00 
Vaccine volume per dose (cm3)5 5 
Number of shipments per 20% coverage 3 
SDD fridge 220 l cost (US$)6 7,302 
SDD freezer 156 l (US$)6 4,157 
SDD deployment cost (US$)6 1,000 
1 Average cost of vaccines suggested by GAVI. 
2 Default assumption is that the government does not need to bear the cost of vaccines for 
the initial 20 percent of population. Alternative estimates were performed assuming 15% 
and 100% of vaccine cost to be borne by the government for the initial 20 percent of 
population. 
3 Assuming GAVI guideline for HPV vaccine. 
4 Details of bottom-up costing are provided in Table 6. However, there are items for which 
cost are yet to be estimated, and hence assumed US$2 per dose for this costing exercise.  
5 The currently available COVID-19 vaccines have volume of 2.6 cm3 per dose for 10 dose 
vial. In this exercise, 5cm3 was used assuming different size of vials (i.e., 5 dose and 10 
dose).  
6 Assumption from another country 
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Table 3: Operations and distribution cost estimate (work in progress) 

Parameter 
Per capita 
(in Rs) Per dose  

Prior to day of vaccination   
Risk communication 23 11.44 
Training  0.13 0.07 
Upgrading Sites N/A N/A 
Maintenance of Ambulances N/A N/A 
Setting up appointments for vaccination  0 0 

Transport     
Airport to Central Stores N/A N/A 
Central Stores to RMSD N/A N/A 
RMSD to health institutions N/A N/A 

Vaccination day     
Full PPE (doctor and nurse/PHM) 234 117 
Masks (2 persons - attendant and recorder) 80 40 
Sanitizer  20 10 
Syringes 50 25 
Overtime 48 24 
Consumables (cotton, spirits) 20 10 
Card indicating vaccination 0 0 
Adverse events tray N/A N/A 

Post vaccination      
Surveillance N/A N/A 

Selected costs in Rs 475 238 
Selected costs in $ 2.45 1.23 

 
The gap in the cold chain capacity was assessed as follows: 

a) Capacity requirement and currently available capacity were calculated for each RDHS 
area. The analysis suggested that both the central and RDHS levels have sufficient 
capacity of fridges and cool rooms for +2 °C to + 8°C temperature as a whole (although 
gap and excess capacities exist between RDHS). 

b) Freezers which can operate up to minus 20°C are only available at the central level 
(Epidemiology Unit) and a few RDHS areas. 

 
Based on the assessment, three scenarios were assumed for the costing exercise: 

1. No investment of fridges and freezers required: This is based on two assumptions: i) 
for vaccines that only require fridges, the existing fridges are sufficient by utilizing 
fridges from RDHS where there are excess capacity to support RHDS with gaps; and ii) 
vaccines (e.g., Moderna) with -20°C storage requirement will be stored in the freezer 
at the central level, and will be transported and vaccinated to the population utilising 
the normal cold chain within the 30-day window. 

2. Invest in fridges and freezers in RHDS where there are capacity gaps assuming 60% 
usage of the equipment’s capacity. 

3. Invest in fridges and freezers in RHDS where there are capacity gaps assuming 100% 
usage of the equipment’s capacity. 
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The Pfizer/BioNtech vaccine, which has received WHO EUL status requires -700C 
storing capacity, as well as special equipment for cold chain monitoring and transport.  
The Ministry of Health has identified the option of mobilizing -700C cold stores, 
available at Central Blood Bank, for the vaccine storage which is easily and readily 
available at present though vaccine storing dedicated capacity at NIP is not available 
for -700C.  

 
The cost for COVID-19 vaccination were estimated for nine scenarios: three scenarios for 
investments on fridges and freezers, crossed with three scenarios on cost share 
arrangements. The estimated costs to the government based on the assumption that the 
initial vaccines for 20 percent of the population coverage will be fully financed by COVAX are 
provided in Tables 7-9 (costs for other scenarios are provided in the Annex). The estimates 
provide the financing gap that are not covered by the COVAX facility and may need to be 
secured from other sources such as development partners. 
 
The free Covax 20% of the population will cover 4,419,800 (20% of 22,099,000 estimated Sri 
Lanka population for 2021). Vaccines for this group are coming in 3 tranches. The operational 
costs have been calculated for the community delivery using the following assumptions: 

1000 sites will be used for the vaccination programme which will be treated as a campaign. 

While demand in terms of adult population and staff availability will determine distribution 
for purposes of costing it has been assumed that each location will have 3 teams working 
simultaneously and that working 5 days of the week they will be able to cover the population 
assigned per site ( 1,473 persons) – the  5 days and 3 teams have been worked out assuming 
that each vaccination will take around 5 minutes – and that the process will involve a team of 
four: a Medical Officer, Nurse/PHM, paper work and record keeper (possibly non-healthcare 
worker) and  an attendant. When there is more than one team per site there may not be a 
need for each team to have a Medical Officer. The number of vaccinations per team per day 
is 98. 
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Table 4: A. COVID-19 vaccination cost (without investments in fridges/freezers; 20% of 
population financed by COVAX) 

Item Level of vaccine coverage 
20% 40% 60% 80% 100% 

Vaccine cost to government (US$ thousands) 0 64,971 129,942 194,913 259,884 
Distribution cost (US$ thousands) 18,563 37,126 55,689 74,253 92,816 
Fridge & freezer cost for all RDHS/CMC (US$ 
thousands) 

0 0 0 0 0 

Total cost ($US thousands) 18,563 102,097 185,632 269,166 352,700 
Per capita cost (US$) 4.20 11.55 14.00 15.23 15.96 
 
B: COVID-19 vaccination cost (with investments in fridges/freezers assuming 60% capacity; 
20% of population financed by COVAX) 
Item  Level of vaccine coverage 

 20% 40% 60% 80% 100% 
Vaccine cost to government 
(US$ thousands) 

 0 64,971 129,942 194,913 259,884 

Distribution cost (US$ 
thousands) 

 18,563 37,126 55,689 74,253 92,816 

Fridge & freezer cost for all 
RDHS/CMC (US$ thousands) 

 815 815 815 815 815 

Total cost ($US thousands)  19,379 102,913 186,447 269,981 353,515 
Per capita cost (US$)  4.38 11.64 14.06 15.27 16.00 
 
C: COVID-19 vaccination cost (with investments in fridges/freezers assuming 100% 
capacity; 20% of population financed by COVAX) 
Item Level of vaccine coverage 

20% 40% 60% 80% 100% 
Vaccine cost to government (US$ thousands) 0 64,971 129,942 194,913 259,884 
Distribution cost (US$ thousands) 18,563 37,126 55,689 74,253 92,816 
Fridge & freezer cost for all RDHS/CMC (US$ 
thousands) 

385 385 385 385 385 

Total cost ($US thousands) 18,948 102,482 186,016 269,551 353,085 
Per capita cost (US$) 4.29 11.59 14.03 15.25 15.98 
 
Costing is done on further scenarios and are given in annexure 1  
 
4.4. Assess and align costed plan within available resources 
 Government of Sri Lanka intends to source the additional requirement through the 
following sources which are currently pledged to support the program: (Estimated amounts 
to follow) 

a. GOSL funds  
b. ADB Grant 
c. World Bank – through additional financing  
d. UNICEF through COVAX for cold chain support  
e. Private sector  
f. Other development partners 
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4.5. Assess need for changes in budgetary and public financial management process  
The existing Public Financial Management processes of Sri Lanka will be applicable for the 
vaccination process as well. Financing for the vaccination process is one area that is under 
regular review by the Presidential Task Force (PTF) on COVID-19 vaccination. Since the PTF 
was appointed to guarantee a whole of government approach, it is anticipated that any arising 
challenge will be addressed without delay. Specific changes to public financial management 
processes are not deemed necessary at this point.  State owned enterprises such as the State 
Pharmaceutical Corporation and the Medical Supplies Division are being mobilized to support 
the government in expediting special cold chain facilities that are needed in the vaccination 
programme.  
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CHAPTER 5 
 

Identification of 
Priority Target Groups 

 
5.1 Objectives of chapter 5 

1. Recommended allocation of vaccine doses for rational use based on country 
epidemiology and transmission trajectory 

2. Define priority groups in advance in transparent manner (as recommended by 
NACCD/NITAG and decided by the Ministry of Health) 

 
5.2 Global and Regional guidance for COVID-19 vaccine allocation 
The World Health Organization-Strategic Advisory Group of Experts on Immunization (SAGE) 
road map has given guidance for countries at different transmission scenarios to consider 
priority group identification at limited vaccine supply settings.  These proposed 
recommendations for prioritization have been given under different epidemiologic and 
vaccine supply situations. Three epidemiological scenarios of a) community transmission, b) 
sporadic cases and c) no cases have been considered during limited vaccine supply settings 
for priority group identification. These proposed recommendations are given considering high 
priority requirement of safeguarding health care workers at high risk, older adults, comorbid 
individuals, social and employment groups at risk, border protection staff, and essential 
travellers at risk. Expected outcomes based on baseline status is the reduction of transmission 
in community transmission stage, the control of transmission at cluster stage and the 
prevention of importation associated outbreaks at no cases stage, to minimize disruption of 
social and economic functions in the country.  
 
However, different countries have identified different target groups based on country NITAG 
recommendations as the priority depending on the country’s epidemiology and transmission 
status. In the European Region, UK has identified older adults in care homes and their service 
providers as highest priority, Czech Republic has identified chronically ill patients and persons 
65 years and above while France and Belgium have identified frontline health care workers as 
the highest priority. In the PAHO Region, Canada has identified advanced age and persons 
with high risk conditions; Chile and USA identified health care workers as the highest priority 
groups. In the Western Pacific Region, Australia has identified risk exposed health and aged 
care workers and elders as highest priority. Thus, priority populations vary across countries 
with some similarities.  

 
5.3 Target groups with estimates for Sri Lanka 
Adhering to the principle of responsiveness and transparency of selecting country-specific 
target groups, the NACCD (NITAG) has recommended and the Ministry of Health has accepted 
the target groups under Table 2.    
 
The priority identification of target groups is based on existing epidemiology at the time of 
submitting the COVAX-AMC, COVAX application for COVID-19 vaccines and at the time of 
developing NVDP by early January 2021.  However, based on availability and supply of COVID-
19 vaccines and country need, the priority population groups could be adjusted.  
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Table 5:  NACCD/NITAG recommended priority groups for COVID-19 vaccination for 20% of 
the population (as available based on the total) 
 
(Important: the order of these priority groups can change based on the country disease 
epidemiology and stock levels at the time of vaccine receipt) 
 

Target population (description) Proportion of total population (%) 
[as estimated] 

Population above 60 years 
 

2 750 000, 13.0% 

Other comorbid risk categories, below 60 
years (Diabetes, Neoplasms, CVD, Chronic 
Renal Diseases, structural lung diseases) 

 

800 000, 4.0% 
 

Health care (govt, pvt) and other non- 
health key front line workers (Military, 

Police, Ports of entry & other administrative 
services) actively involved in COVID-19 
outbreak management and other key 

essential services 

650 000, 3.0% 
 

 
The COVID-19 vaccine supply can vary with the evolving supply situation and availability of 
different types of COVID-19 vaccines.  The susceptibility profile will not be different in the 
country considering the disease transmission dynamics and population parameters at 
different geographies. However, under the concepts of “new normalcy” to “new future”, the 
country must be fully functional for social and economic development while facing the 
challenge of COVID-19 pandemic situation. 
 
Facing such a situation, the Ministry of Health identified the requirement of better 
management of receiving vaccine stocks at different supply scenarios, considering the 
country priority in continuation of essential services, providing maximum care for diseased 
individuals and prevention of complications and deaths from COVID-19. Following scenarios 
in Table 3 will be considered at different COVID-19 vaccine supply situations. 
 
Table 6: Scenario of priority considerations at different COVID-19 vaccine supply situations 
 

<10% supply 1.Highly risk-exposed* health care and non-health categories 
(frontline workers) who are actively involved in COVID-19 control 
and prevention- considering the requirement of continuation of 
essential services 
2. comorbid elderly population above 60 years (considering patient 
groups with comorbidities and age) 

11-20% supply 1.Highly risk-exposed health care and non-health categories actively 
involved in COVID-19 control and prevention- considering the 
continuation of essential services not covered by initial supply 
2.Above 60-years old comorbid categories to prevent mortality and 
severe complications not covered by initial supply 
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>20% supply  1. Health care (govt, Pvt) and other key frontline workers actively 
involved in COVID-19 outbreak management and other key essential 
service providers 
2. Population above 60 years  
3. Other comorbid risk categories, below 60 years (Diabetes, 
Neoplasms, CVD, Chronic Renal Diseases, structural lung diseases)  

supply up to 50% 1. Health care (govt, Pvt) and other key frontline workers actively 
involved in COVID-19 outbreak management and other key essential 
service providers 
2. Population above 60 years  
2. Other comorbid risk categories, below 60 years (Diabetes, 
Neoplasms, CVD, Chronic Renal Diseases, structural lung diseases)  
4. Essential service providers not covered by initial 20%, special 
working environments with outbreak potential (factories and other 
congregate settings), population categories with outbreak potential 
environment (University students, areas with high population 
densities).  

 
* risk exposure to bodily fluids and aerosol virus and have frequent exposure to infected 
patients 
 
The subcommittee on Logistics for COVID-19 vaccines has calculated approximate population 
proportions for prioritized population categories 
 
Table 7: Prioritized population proportions for COVID-19 vaccination  

Category Number  Population 
proportion% 

Cumulative 
proportion% 

Frontline health workers 155,000 0.67 0.67 
Front line military and police 127,500 0.56 1.23 
Above 60 3,159,800 14 15.23 
International travelers and outbound migrant 
workers/ students, other vulnerable, cleaning, 
ports, essential, immune compromised 

225,700 1.5 16.73 

Working population 50- 59 with comorbidities 1,241,350 5.5 22.23 
Working population 40 – 49 with co morbidities 1,151,070 5.1 27.33 
Working population 30 – 39 with co morbidities 835,090 3.7 31.03 
Working population 50- 59 without co 
morbidities 

1,286,490 5.7 36.73 

Working population 40 – 49 without co 
morbidities 

1,828,170 8.1 44.83 

Working population 35 – 39 without  co 
morbidities 

1,218,780 5.4 50.23 
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5.4 Identification of eligible target groups 
x The enumeration of the >60 yr. eligible target group was done based on the 

country’s electoral registration management system. 
x Registration of above 60-year age category as eligible target group will be done 

based on the Grama Niladhari division comes under the purview of the MOH area.  
x A live Register will be maintained based on the identified initial year, during home 

visits to update the elders’ register to ensure annual vaccination to be given to 
eligible target groups as required (with further recommendations with time) 

x Eligible Health care staff for each institution will be identified based on the pay list 
available in each institution 

x Other categories attached to hospitals such as security and cleaning services will be 
identified based on risk exposure together with relevant companies 

x Other non-health front line working staff involved in COVID-19 control and 
prevention will be identified by relevant authorities in coordination with district (and 
national level where relevant) health authorities in making available priority-target 
lists for relevant vaccination purposes. 

x Risk-exposed eligible target groups at different Ports of Entry will be identified and 
lists made available to relevant district health authorities and to the Epidemiology 
Unit through the Port Health Unit, Quarantine Unit, Ministry of Health to organize 
vaccination clinic sessions at relevant centres.  

x Other relevant eligible-target groups will be identified based on evolving country 
epidemiology and availability of COVID-19 vaccine stocks and as recommended by 
NACCD/NITAG based on guidance from WHO-SAGE  
 

5.5 Ensuring Equity in Vaccine roll-out  
The COVID-19 vaccination programme is guided by the principle of protecting the most 
vulnerable to reduce morbidity and mortality; to contain the spread of the disease and to 
continue the economic activities while protecting and preserving public health goals. To 
ensure public participation and cooperation for the national strategy, all efforts will be made 
for community engagement through educated, empowered and enabled individuals, families 
and communities. 
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CHAPTER 6 
 

Vaccination Service Delivery strategies 
 
6.1 Objectives of chapter 6 

1. Identification of vaccination schedule  
2. Identification of vaccine delivery structure to approach different target groups  
3. Identification of vaccine stock management mechanism 
4. Identification of vaccination waste management 

 
6.2 Information on vaccines, dose schedule and duration of dosage for efficacy: 

x Multiple vaccine platforms have been used for development of COVID-19 vaccines  
 
Table 8: COVID-19 Vaccine types 

Viral Vectors  AstraZeneca, Gamaleya Janssen, Cansino 
RNA Pfizer BNT, Moderna, CureVac, Imperial 
DNA Inovo, Cadia, Genexine, Osaka  
Protein based Novavax, Anhui Zhifei (recombinant), SpyBio, Sanofi/GSK 

(recombinant) 
Inactivated Sinovac, CNBG-WIBP, CNBG-BIBP, IMB, Bharat BBV152 

 
x Candidate vaccines that have completed the initial clinical trial stages and 

received regulatory approval till date are required to be given as 2-doses at 14-28 
days interval  

 
Table 9: Selected product characteristics of COVID-19 vaccines 
(as with available information by 10/01/2021) 

Name of 
the vaccine 

Number 
of doses 

Interval 
between 
doses 

Efficacy 
after 2 
doses 

Mode of 
administration 

VVM 
label  
(to date) 

Vial size 

Pfizer BNT 
(store at  
-800C to -600C* 

2 21 -28 
days  

95% IM, 0.3 ml No Multi-dose, 
2ml, 5-doses 

Moderna 
(store at-200C) 

2 28 days  94.5% IM No - 

AstraZeneca 
(store at +2-80C) 

2 28 days  89% IM, 0.5 ml No Multi-dose, 5 
ml, 10-doses 

Sinovac 2 14 days  NA IM NA - 
*https://www.cvdvaccine.ca/product-storage-and-dry-ice  and 
http://labeling.pfizer.com/ShowLabeling.aspx?id=14471&format=pdf 
 
 
 

x Based on the manufacturer instructions and SAGE recommendations, 
Epidemiology Unit will issue required product information, dosage, contra-
indications, and precautions in vaccinating eligible target groups, storage 
requirements, and reconstitution requirement and administration guidance with 
other relevant information as a circular to follow.  
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6.3 Cold chain monitoring system to ensure vaccine potency 
x Strict vaccine cold chain monitoring system will be ensured.  
x Vaccines must be stored only in vaccine dedicated cold chain facilities considering 

the essential requirement of safeguarding biological product potency and prevent 
undue adverse events following immunization on cold chain failures. 

x These storing facilities are strictly monitored for slightest changes of temperature 
required to be maintained for the vaccine product as specified.  

x More than one temperature device (thermometer and Fridge tag) are used to 
monitor temperature to ensure proper cold chain maintenance, ensuring vaccine 
potency maintenance at all levels in storing vaccines. 

x Temperature monitoring will be on continuous basis in main stores (24 x 7) and on 
daily basis in the morning and evening in district cold rooms, MOH and hospital 
ILR.  

x Expanded electronic cold chain monitoring system is maintained at all district 
walk-in cold rooms, in addition to existing central and selected district cold rooms, 
for the electronic web based continuous (24 x 7) cold chain monitoring system to 
maintain the efficacy and quality of vaccine-cold chain monitoring system 

x There is existing guidance to maintain thermo-stabilizers at MOH office vaccine 
cold storing facilities with provisions for backup generators in working order at all 
levels. 

x Power failure contingency plans are reviewed and updated at all levels to ensure 
that any cold chain failure situations are attended adequately   

x For accepting -700C or -200C COVID-19 vaccines, -700C cold chain monitoring and 
contingency plan for -700C cold chain failures is being put in place.  
 

6.4 Strategies for vaccine stock management and distribution 
 

x Vaccine stock return documents will be adjusted to issue and order COVID-19 
vaccine stocks at the central level (Epidemiology Unit), district level (RMSD) and 
MOH offices/ hospitals.   

x The existing pre-order mechanism with “push system” at all levels will be utilized 
for issuing and distribution of COVID-19 vaccine stocks to ensure timely adequate 
vaccine stocks are available to start the campaign.  

x Vaccine distribution and transport will be strictly monitored. 
x Current Vaccine movement register system from storing centres to clinics and back 

to storing centres will be expanded to accommodate the COVDI-19 vaccine 
deployment plans. 

x Returned vaccines to the stores after vaccination will be properly stored to 
minimize vaccine wastage.  

x Strict measures will be taken to closely monitor issued vaccine stocks, numbers 
vaccinated and remaining stocks in hand for replenishment at various vaccine 
storage centres.  

 
 
 
 
6.5 Strategies for vaccination, supportive supervision and overall coordination of the 
vaccination campaign 
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x Sri Lanka has identified the time-limited “campaign mode” vaccination strategy 

compared to “routine vaccination” strategy for achieving high coverage through 
targeted vaccination quickly. The number of days will be decided based on the 
vaccine stocks that would be available for the vaccination.  

x E.g., - If enough doses to cover 20% of the population are available within a month, 
a 7-day campaign for the initial dose and 7-day campaign for follow up 2nd dose 
will be planned, following planned communication campaigns for informing and 
engaging the public.   

x Defaulter tracing and modified mopping up vaccination will be done at 
institutional level (hospital/MOH office) clinics to ensure adequate immune 
response following vaccination of target population groups  

x Identification and referral of eligible target population for vaccination to clinic 
centres will be done as a collaborative effort of health and non-health agencies. 
Measures will be taken to refer severe co-morbid conditions to vaccination clinics 
in curative care institutions (hospitals) with better facilities to manage any 
emergency that may happen. These emergency situations may be due to 
vaccination or unknown reactions due to the medications of the subject person. 

x Adverse events of special interest (AESI) need to be identified and attended 
especially in these categories in addition to known / unknown Adverse events 
following immunization (AEFI). 

x Written, informed consent will be obtained from all eligible participant. They are 
duly informed on the benefits and possible adverse events of the vaccination and 
possible duration of protection before offering the vaccination.  
� In the event of the vaccine receiver / eligible person is not mentally stable to 

provide the informed written consent, a responsible care giver will be 
identified to provide the consent 

x Around 2000 vaccination centres has been identified at MOH offices, field level 
vaccination / MCH clinic centres, base hospitals and above (District General 
Hospitals, Provincial General Hospitals, Teaching Hospitals and the National 
Hospitals), other identified centres which can provide standard care per NIP 
standards, under supervision of MOH. 

 
� Key facilities from base hospitals and above, where ILR facilities are available 

will be issued vaccine stocks from the RMSD and are expected to issue vaccines 
from institutional ILR to the clinic on daily basis and submit daily data to the 
National web-based system (eNIP) at the end of the daily vaccination schedule 

� Vaccination at smaller hospital clinic centres will be conducted as MOH office 
clinics to receive vaccines and to submit data to the MOH office 

� Other identified institutions who can provide standard care per NIP standards, 
will function under the supervision of District-Provincial Consultant 
Community Physicians/ Regional Epidemiologists/ MOOH.  

� Regional Epidemiologist will be responsible for all immunization data at the 
district level from all hospital clinics and MOH offices to ensure timely 
submission to Regional Epidemiologists and also enter data into the web-based 
immunization data system (eNIP). 

x Selected place for the clinic should have adequate space to maintain distance 
required for COVID-19 transmission prevention.  
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x Each clinic space selected in any institution to have adequate space for sitting 
area/waiting areas for clients without having a queue / gathering around the clinic.  

x Inside the clinic centre, arrangements will be as registration area, waiting area for 
vaccination, vaccination area and AEFI monitoring area (for 20 minutes) 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

x In situations where clinic centres are duplicating at an institution, it will be 
duplicated as a 7-person arrangement for a clinic (“7-set” staff vaccination clinic) 

x At least 2 persons will have adequate training and skills on AEFI emergency 
management at each clinic centre 

x All required safety and management measures for preventable AEFI will be 
available at each vaccination centre. 
� Relevant clinic staff will be trained on AEFI identification and management  
� Same vaccine will be used for the two doses (no mixing as data is limited for 

interchangeability). Steps will be taken to accurately document the brand name and 
the batch number  

� Measures will be put in place to minimise injection error related adverse events  
x All clinic sessions will be conducted adhering to guidelines issued for precautions 

to be taken during immunization sessions by the Ministry of Health, and will be 
conducted with appropriate PPE to ensure prevention of COVID-19 transmission 
during clinic sessions 

x Adequate hand washing practices and hand hygiene measures with required 
facilities will be established in all clinic centres before the vaccination campaign 

x Mechanism for close supervision will be established during the vaccination clinic 
sessions: 
� Hospital vaccination clinics will be supervised by Consultant Paediatricians, 

Physicians, Community Physicians and Regional Epidemiologists 
� MOH offices, Immunization/MCH field clinics and clinic centres in smaller hospitals 

and temporary clinic centres in other institutions will be supervised by identified 
categories who are trained for supportive supervisions and on vaccination 
procedures.  

� The supervisory officers will be identified from categories of 
Provincial/District Consultant Community physicians/Regional 
Epidemiologists/ MO-MCH/ MO-Planning/ Medical Officers of Health/ Public 

x Each vaccination clinic should have minimum of 7 persons (as “7-set”) at a 
time for functioning as a clinic centre:  
� Medical officer: for screening eligibility and handling AEFI 
� 2 vaccinators: Nursing officers/ Public Health Midwives 

(SPHM/PHM)/Public Health Inspectors (SPHI/PHI) who are trained and 
skilled in intra-muscular injections and capable to adhere safe injection 
practices per standards of NIP 

� 2 persons at the Registration Desk - for screening eligibility, identify 
contra-indications, referral for special needs 

� 1 person at AEFI area: for identification and management of immediate 
side effects/reactions  

� 1 clinic assistant to help the entire process 
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Health Matrons/RSPHNS/PHNS who are already trained on NIP standards and 
on supportive supervisions 

x Provincial and Regional Directors of Health Services will take the overall 
administrative responsibilities and supportive role in conducting vaccination 
campaign in relevant provinces and districts 

x Overall technical guidance and monitoring of the vaccination campaign will be 
done by the Epidemiology Unit, Ministry of Health  

x Provincial/ Regional Directors of Health, Provincial/District CCPs will play an 
administrative and technical role in supporting Regional Epidemiologists for micro 
plan development for conducting vaccination clinics in their districts. 
� Hospital Directors will support administratively for MO-PH/MO-Planning/ other 

identified focal point/s to develop micro plans for hospital vaccination clinics to be 
conducted for a successful vaccination campaign 

x Other departments and units in the Ministry of Health, academic institutions, 
relevant organizations, professional associations etc. will assist the vaccination 
campaign for identifying and mobilizing eligible groups, support in conducting 
clinics, crowd control at clinics and support needy eligible persons for support with 
correct information for vaccine acceptance and follow-up. 

x Other non-health sectors (Military/ Police/State Security/ other government – 
state community service groups/ Developing Partner Organizations/ other 
NGOs/Community leaders/ Religious Leaders/political leaders  will work with the 
Ministry of Health at different levels to support in conducting vaccination 
campaign, adhering to National Immunization guidelines ( assisting identifying 
eligible groups at community, mobilise / motivate/ direct them for vaccination, 
vaccination session assistance/ daily logistic support for transport and 
refreshments, emergency care transport support for AEFI emergencies at field 
level etc). 

x Defaulter tracing mechanism will be mobilized at district level to identify non-
acceptors for the 1st dose and the drop outs for the follow up 2nd dose of the 
COVID-19 vaccine.  

x Higher authorities in the Ministry of Health will take the responsibility of 
facilitating administrative and financial requirements at all levels and in overall 
coordination of a successful vaccination campaign.   

x Ministry higher authorities will issue relevant and timely circulars, guidelines and 
SOPs as relevant to ensure quality vaccination programmes  

x All procedures of the COVID-19 vaccination campaign will be conducted adhering 
to the standards of the pandemic control measures and National Immunization 
Programme  

x Ministry higher authorities will take the responsibility to ensure consistent 
understanding and communication on COVID-19 vaccination and to handle  
mis-information on vaccination across all channels of communication.  
 

6.6 Document production, data flow, and coverage monitoring mechanism 
 

x Relevant document production and web-based system modification for 
vaccination data (eNIP) will be done 
� Vaccination card for eligible persons (Home based Record) 
� Consent form with relevant information and for the signature  
� Registration data sheets/ Registers 
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� Tally sheets for vaccination centres 
� Compilation/summary sheets 
� Eligible persons’ registers for the community, other institutions and hospitals 

x Modification of “eNIP” web-based system for vaccination data entry will be done 
through immunization information system at the Epidemiology Unit, Ministry of 
Health. 

x Adequate stocks of MOH office / Institutional Vaccine Movement Registers and 
Clinic Vaccine Movement Registers will be produced and made available to all 
relevant centres. 

x AEFI notification formats, investigation formats, returns and relevant registers 
(Hospital, Clinic, MOH office AEFI Registers) will be produced in adequate stocks 
for distribution to all clinic centres and hospitals. 

x Vaccination data will be entered into eNIP system on daily basis on completion of 
the vaccination clinic. 

x Regional Epidemiologist at district level and Epidemiology Unit at Central level are 
responsible for Immunization coverage data monitoring 

x The existing data monitoring mechanism will be strengthened to ensure proper 
data entry, data cleaning and coverage monitoring.  

x A web-based system for stock management for COVID-19 vaccines will be available 
to ensure proper distribution of vaccine stocks to each centre on time and ensure 
no stock out for any centre during the campaign 

x Relevant documents for monitoring the supportive supervision mechanism will be 
developed and made available at all levels 

x Funding sources at the Ministry of Health and partner organizations will be 
identified and mobilised for recording and reporting in a coordinated manner by 
the higher administrative authorities at the Ministry of Health per NIP 
requirements  
 

6.7 Strategies for vaccination waste management 
 

x All empty vaccine vials and injection waste (vaccination session waste) will be 
subjected to incineration 

x Nearest incinerator facilities will be made available for each clinic centre within 
the same district  

x Waste management plan (distribution plan to incinerators) for each clinic centre 
will be included in identifying at district level micro plan development. 

x Hospital Directors, Provincial and Regional Directors of Health Services will take 
the responsibility to ensure proper waste management guidance for each 
vaccination centre. 

x Environmental Authority, NGO and partner organization support in coordinating 
the waste management mechanism will be arranged by the higher authorities of 
the Ministry of Health, District level health authorities and hospital Directors  

x Incinerator facilities available at non health sectors, private health and private 
organizations are mapped out and mechanism will be identified for additional 
requirement for incineration facilities during the campaign.  

x Vaccines and vaccination wastes are not recommended to be discarded through 
other ways (burial, burning, put into a pit) of waste disposal mechanisms.  
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CHAPTER 7 
 

Vaccine Cold Chain and vaccine logistics 
 
7.1 Objectives of chapter 7 

1. Understand the existing vaccine cold chain management and capacity  
2. Identify additional requirement of cold chain capacity for COVID-19 vaccine storage 
3. Further strengthening of cold chain monitoring system and other logistics 

 
7.2 Existing vaccine cold chain management system 
The main vaccine storing cold rooms are stationed at the Epidemiology Unit. There are 13 
vaccine storing Walk-in cold rooms (including 10 with +2-80C and 03 with -200C facilities).  
Vaccines received in the country from manufacturers as with scheduled consignments 
through the Bandaranaike International Airport is under the recommended cold chain 
monitoring procedure. On accepting vaccines at the port of entry until vaccinating the client, 
proper cold chain monitoring is strictly adhered to ensure the potency of the vaccines to 
provide adequate protection to the recipient.   The overview of the existing vaccine storing 
cold chain is given in the Figure 6 below.  
 
Figure 6: Overview of the vaccine storing cold chain system in the country 
 

 
 
 
There is a very closely monitored cold chain system throughout the country at each level. All 
national level vaccine storing cold rooms (13) and the 8 other district walk-in cold rooms are 
monitored 24x7 through an electronic cold chain monitoring system in which changes are 
received through an alert system for early attention.  The National Immunization Programme 
has identified this as a national requirement to expand the existing system to all Walk-in cold 
rooms at all districts throughout the country.  
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In addition, strict cold chain monitoring is done for all vaccine storing cold rooms and Ice Lined 
Refrigerators (ILR) using sensitive equipment of Fridge tag, Log tag and Thermometers. All Ice 
Lined Refrigerators are daily monitored in the morning and in the evening by Medical Officers 
of Health (MOH) and in hospitals by immunization focal points. All the locations have their 
own power failure contingency plans. All the locations are provided with backup power 
generators and thermo-stabilizers to ensure continued stable power supply for 
recommended temperature monitoring. All precautionary measures have been taken to 
ensure that the potency of vaccines is maintained to minimize undue adverse events due to 
cold chain failures.  
 
7.3 Strategies for COVID-19 vaccine cold storage existing capacity, preparedness and cold 
chain monitoring system  
 
COVID-19 vaccines currently used and under development have differing cold chain storage 
requirements, including storage at -70°C (ultra-cold chain), -20°C, -18°C and +2-8°C.   
The m-RNA vaccines currently in use such as PfizerBioNtech vaccine requires ultra-cold chain 
storage facilities of -700C while the Moderna vaccine requires -200 C storage. The Russian 
vaccine Sputnik V requires -180C and other vaccines in pipeline such as AstraZeneca, Sinovac, 
Sinopharm can store at 2 to 80 C and Janssen vaccine is more stable in -200 C for 2 years and 
2 to80C for 3 months.  
 
In Sri Lanka, all currently used vaccines are stored at 2 to 80C at district and divisional (MOH) 
level, except MMR, BCG and OPV that are stored at the central level at 
 -200 C especially for buffer stocks for long term storage of 6 months.  
 
Currently, the vaccination program itself doesn’t have ultra-cold chain vaccine storage facility. 
However, in order to face the challenge of COVID 19 pandemic and to quickly deploy all 
available candidate vaccines, the country has mobilised 17.7m3 of -700 storage facility in the 
central and peripheral blood banks. There is additional reserve of 3.8m3 of -700 storage 
facilities in the main universities of Sri Lanka. Furthermore, steps have been taken to hire 
three storage facilities with the capacity of 53m3 to be used in case of power failure of existing 
-700 storage facilities. 
 
The country has adequate supply of dry ice with trained staff to replace dry ice in the transport 
box of the Pfizer vaccine as the needed. The shipping box (thermal shipper) provided by Pfizer 
as temporary storage facility can therefore, be used till it is transported to the points of 
vaccination service delivery. 
 
All the protocols have been written and finalised to handle the ultra-cold vaccines and soon 
training of relevant staff to handle these vaccines will commence. 
 
Summary of the total country existing vaccine storage capacity of NIP is given in table 5 below 
(considering 40% for the exact vaccine storage from the existing capacity). 
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Table 10: Existing vaccine cold chain space at different levels of NIP 
 

Total cold space at each level m3net available dedicated for Vaccine storage at National 
Immunization Programme 

  Central Level 
m3 District Level m3 Divisional 

level m3 

2-80C 70.3 207.6 32.7 

-200C 16.4 

200m3 as transport 
and temporary 
storage facility 
(provided by state 
pharmaceutical 
corporation the 
main state supplier 
of pharmaceuticals 

can use the 
same 
transport 
facility to 
be used as 
a plug-in 
storage 
facility 

-700 C (Ultra cold chain) 17.7m3 (at central 

blood bank 
 3.8m3 major 
universities 

 53m3 
emergency 
usage -70 
containers 
for storage 

and 
transport  

        

Remaining cold space (spare capacity) after storing required EPI vaccines  

  Central Level 
m3 District Level m3 Divisional 

level m3 

2-80C 62.71 201 28 

-200C 14.5 

200m3 as transport 
and temporary 
storage facility 
(provided by state 
pharmaceutical 
corporation the 
main state supplier 
of pharmaceuticals  

can use the 
same 
transport 
facility to 
be used as 
a plug-in 
storage 
facility 

-700C (Ultra cold chain) * 
17.7m3 in the 
central blood 

bank 

 3.8m3 all major 
universities 

 53m3 
emergency 
usage 
storage 
and 
transport 
facility 

*no EPI vaccine stored at -700C. This is -700C cold chain capacity available with the Ministry of 
Health that can be used for UCC COVID-19 vaccines received for early roll-out 
 
Assuming a secondary packaging size per dose of 4.6cm3 and a two-dose packing (9.2cm3) as 
given in the COVAX facility application, considering the 20% population coverage, the total 
cold chain capacity requirement estimated is around 40 m3 to store the vaccine amount if 
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received as a single consignment. (Usually vaccines are received in 2-3 consignments though 
Sri Lanka has expressed the interest to receive in 2 consignments with a 4-week gap).  
 
Considering the existing information, AstraZeneca / Oxford Vaccine from Serum Institute 
India, which would be the initial vaccine through COVAX facility which can store at +2 to 80C 
(information as of 31/12/2020), is a multi-10-dose vial of 5ml. This has a secondary package 
dimension of 18.5 x 9.5 x 6 cm and the volume of 2.1 cm3 per dose and tertiary packaging size 
of 31 x 19 x 13.3 cm and volume 2.61 cm3per dose.  
 
Considering the above available information cold chain capacity assessment for COVID-19 
vaccine that be stored in +2 to80C is given in table 6. 
 
Table 11: Assessment of existing cold chain capacity of +2-80C for COVID-19 vaccine 
 

Cold room and vaccine description Capacity in Litres 
Total capacity at Central cold rooms (10 walk in cold rooms) 175820 L 
Effective cold room space to store vaccines is considered as 40% 
(excluding 60% for walk-in space, racks and adequate space for air 
circulation) 

70,328 L 

Currently occupied space of total for 6-month EPI vaccine buffer 
stocks 

7616 L 

Remaining cold room space for vaccine storage for COVID-19 vaccine 
in temperature range +2-80C 

62,712 L 

AstraZeneca or other COVID-19 vaccine total capacity required for 
20% of the population [4,406,918 population]  
 (if received total stocks in one consignment (considering 10-dose 
vials, 5 ml, dia 16.5 mm x Ht 52 mm, with secondary dimension of 
18.5 x 9.5 x 6 cm and volume 2.10 cm3 /dose) =9254527/1000 

9254 L 

In 2-dose vaccination schedule, if both doses are received in one 
consignment, the required total volume 

18,508 L 

 
This shows that the country’s existing capacity of vaccine storage at +2-80C (NIP) is 
adequate for vaccines with similar product and packing specifications stored at this 
temperature range. 
(Estimated by the Epidemiology Unit, Ministry of Health) 

 
The country specific additional cold chain assessment for different scenarios are ongoing (by 
the Logistics subcommittee) for identification of exact requirement of further cold chain 
equipment (CCE) if received in a different cold chain storing vaccines beyond +2-80C. 
 
 Pfizer BioNtech vaccine which has to be stored at -700C, for which vaccine cold chain storing 
facilities are being made available.  This needs very close monitoring of cold chain 
temperature changes to ensure the potency of the vaccines, and also ensure to minimize the 
adverse events due to cold chain failures.   
 
The -700C refrigerator facilities available at present in the country is currently not dedicated  
for vaccine storage. It can be mobilized for this purpose without any compromise to other 
essential services.  Appropriate specific 24 x 7 continued ultra-cold chain monitoring, sensitive 
equipment to monitor temperature changes for vaccine ultra-cold chain monitoring is a 
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requirement to ensure vaccine biological product potency required to be protected to ensure 
the vaccine potency.  As the current product of these vaccine vials are available without 
having a “Vaccine Vial Monitors” (VVM), as an external indicator to monitor biological product 
potency, it is very necessary to closely monitor ultra-cold chain for vaccines.  
 
The country has identified the -700C cold chain facility is available at the Central Blood Bank, 
which cold room space can be mobilized for COVID-19 vaccines (which required to be stored 
at -700C).  The existing capacity at central Blood Bank is identified as 17,115 L (815 L x 21).  
Additional capacity mobilization is identified as a possible option. Transport carriers with 
53m3 storage will be hired for -700C and adequate supply of dry ice facilities have been already 
arranged and cold chain monitoring equipment is identified as a requirement to be attended.  
 
The calculated cold chain capacity requirement for the -700C (ultra-cold chain) storing 
vaccine/s for all levels (National, district, divisional) in the country is as follows in table 7: 

 
Table 12: Assessment Ultra cold chain of -700C requirement for the country 
 

Description  Volume in Litres  
Pfizer BioNTech  5-dose vial single tray 195 vials / 975 doses 

229 x 229x 40 mm 
Per dose volume 2.97 cm3 
20% of the population (estimate) 4,406,918 
Total volume required for total vaccine 
storage if receive at a single consignment 
(vaccine volume without considering the 
wastage factor) 

13,088,546 cm3 

Total volume storage in Litres 13,088 L 
Required -700C vaccine storage volume for 
20% of the population stocks for single dose 

13,088 L 

if consider 2-dose schedule from the vaccine 
the total volume for 20% population 
(approximately) 

26,176 L 

If receive 10% of population vaccine stocks 
from this vaccine for 2-dose schedule in 
single consignment 

13,088L 

(Estimated by the Epidemiology Unit) 
 
Country had identified the possibility of adequately mobilizing other ultra-cold chain space 
available at central level for -700C requirement of vaccine storage with the country 
requirement and with available vaccine stocks.  
 
Exact product and packaging specifications are still not available for -200C vaccines for exact 
capacity calculations. Sri Lanka has -200C cold chain capacity dedicated for vaccine storage 
only at the Central cold stores.  The vaccine storing -200C cold chain capacity at the district 
level stores are not available. Yet there is ample amount of -200 transport facility which can 
be converted to plug in storage facility in case of a need is provided by the state 
pharmaceutical corporation which is the main importer and distributor of all state sector 
pharmaceutical items.  
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The other vaccines in the pipeline for registration is Russian-Sputnik V vaccine which requires 
-180C cold chain storage requirement as with the available information to date. The country 
is not having this cold chain storage capacity for the vaccine storage.  
 
However, based on the existing situation the minimum CCE requirement for the vaccination 
of 20% of the population through COVAX facility, with a vaccine which can store at +2-80C, 
the additional minimum cold chain requirement for comfortable service provision is given in 
table 8 below.  
 
Table 13: Additional requirement of minimum Cold Chain Equipment (CCE) 
 

Requirement of additional minimum +2-80CCold chain requirement 
Fridge mounted vehicles to the central level 2 
ILR 100  
Cold chain monitoring equipment-Fridge tags 200 
Vaccine carriers 500 
Igloo vaccine carriers 200 
Central Cold room (+2-80C) to the Central level 1 

 
6.4 Vaccine logistics and annual estimates (for COVAX)  
 (Estimates are done by the Epidemiology Unit, Ministry of Health) 
x Beginning 2021, COVAX facility vaccines will be received as already estimated amount of 

20% of the population to vaccinate the population with 2 doses.  
� Population estimate (2020)     : 22,034,594 
� 20% of the population     : 4,406,918 
� Total stocks required for 2-dose schedule : 8,813,836 

 
x Indicative wastage rates: 

Based on the type of vaccines and number of doses per vial, liquid vaccine vials of 2-6 
doses, the vaccine need calculation is estimated as considering the possible wastage of 
10% and 10-20 dose vials the wastage is considered as 25%.  

 
x However, based on the country experience of vaccines, not used under the “Open Vial 

Policy”, the vaccine wastage is low and can be considered as around 5%.  
 
x The standard wastage modification factor (WMF) for 5% wastage is 1.05 (100/100-

wastage) 
 
x The total number of doses needed, based on the target population to achieve 100% 

coverage  
� 4,406,918 x 2 x 1.05=9,254,528 

 
x The other logistics for vaccination such as safe-injection equipment estimates based on 

the target population will be as follows: 
� The WMF will be considered as 1.11 (assuming possible 10% wastage) 
� Number of AD syringes needed (for both doses): 4,406,918 x 2 x 1.11 = 

9,783,358 
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� Number of safety boxes needed: based on the total number of syringes of 
100/box to ensure not exceeding ¾ of the box, 9,783,358 / 100 = 97,833 

� Considering the requirement of distributing adequate number to smaller 
vaccination centres, 20% added to the total requirement. The total 
estimated minimum requirement of safety boxes for the vaccination of 
total 20% population with 2 doses: 117,399 

 
� However, considering the plan of conducting the COVID-19 vaccination  as the 

Campaign mode (4,406,918 total target) , considering possibility of conducting 
2000 centres throughout the country within a duration of minimum of 7 days, 
at the first dose campaign it requires to vaccinate around 314 individuals at a 
place / day (this number will reduce if plan for health care staff vaccination in a 
prior date) 

� If we consider 314 to be vaccinated at a place / day, requires minimum of 
22 safety boxes per place (2198/100) for 7 days is the approximate for the 
first dose campaign.  

� For this purpose, we need 44000 safety boxes to cover 2000 vaccinating 
centres.  

� In fact, considering the campaign mode vaccination, over a 7 days period 
at 2000 centres around 314 persons per place considering the distribution 
feasibility 120,000 safety boxes are required for both doses. The country 
has capacity to expand this up to 4000 vaccination centers to provide 
equitable and more accessible coverage especially in rural areas.  

 
� Dry storage space at all levels for safe-injection equipment are adequate but 

guidance will be given to calculate safe-injection equipment storage capacity at 
each district and divisional/hospital levels.  

� Identify the storage location at each vaccine storing centre (national, 
district, MOH office/hospital), estimate total volume in cubic metres 
(based on measuring length x width x height), estimate the total volume 
already occupied by existing stocks for EPI and other programmes, deduct 
the occupied volume to identify the available volume for COVID-19 
vaccination programme. 

 
� Advice will be given for proper storage of safe-injection health commodities.  

� Store in dry, well-lit, well-ventilated store rooms 
� Clean dry storage space (free of harmful insects and rodent entering 

possibilities) 
� Responsible focal point to maintain stocks 

� Adequate stocks will be maintained for supportive logistics requirement 
� Cotton wool, PPE 

� Emergency tray (including essential medicines, ancillary equipment and 
injection equipment) to attend to any emergency AEFI situation 

� Emergency tray and portable oxygen cylinders 
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CHAPTER 8 
 

Human Resource management: 
Training and Supervision 

 
8.1 Objectives of chapter 8 

1. Plan adequately to address human resources for COVID-19 vaccination 
2. Design training requirement for COVID-19 vaccination, AEFI monitoring and 

supportive supervision 
3. Ensure adequate number of trained, skilled and motivated staff are available to 

vaccinate, support vaccination programme, identify and validate eligible-target 
groups and follow up target groups for the 2nd dose of the vaccination.  

 
8.2 Human resource identification with needs of human resource strengthening 
x Adequate staff with appropriate training is a key requirement for successful vaccination  
x Provincial and Regional Directors of Health Services (PDHS and RSHS), and hospital 

Directors are requested to identify adequate human resources for vaccine deployment, 
based on the vaccination clinics to be conducted during the campaign, immunization data 
management, supply chain management, programme monitoring and evaluation.  
� Already trained public health staff and hospital immunization clinic staff will be re-trained as 

refresher training for adult vaccination, vaccine management and AEFI management focusing 
on COVID-19 vaccination.  

x Adequate human resource needs to be identified for supportive supervision, considering 
the categories already trained for supportive supervision and for vaccine delivery process. 
� In-built system of supervisory categories will be mobilized and enhanced for the COVID-19 

vaccination programme to ensure effective, timely and supportive supervision.  
x Adequate human resource identification will be done for immunization clinics for 

satisfactory service provision as a “7-set” per clinic (as minimum requirement). 
� Medical officer: for screening eligibility and handling AEFI 
� 2 vaccinators: Nursing officers/ Public Health Midwives (SPHM/PHM)/Public Health Inspectors 

(SPHI/PHI) who are trained and skilled in intra-muscular injections and capable to adhere safe 
injection practices per standards of NIP 

� 2 persons at the Registration Desk - for screening eligibility, identify contra-indications, 
referral for special needs 

� 1 person at AEFI area: for identification and management of immediate side effects/reactions  
� 1 clinic assistant to help the entire process 

 
x Additional support staff of non-health work force (military, police, “Grama Niladhari”, 

“Samurdhi Niladhari” etc) from different sectors will be identified and mobilized to detect 
eligible target persons and to direct them for vaccination.  

x Non- Health work force, community support groups, religious leaders and volunteers will 
be mobilised to get adequate support during the campaign  

x Partner organization support (WHO, UNICEF, Word Bank, Asian Development Bank, 
Rotary club etc) will be mobilized to get assistance during the vaccination campaign for 
required assistance to health work force.  
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8.3 Designing training methods and planning training for vaccines and vaccination for 
COVID-19 
x Ministry of Health will identify the focal point for the training with experience on human 

resource training on the immunization programme and AEFI management, 
� To deliver correct messages on COVID-19 vaccines and vaccination 
� To cater to the requirement of quality vaccination service provision 
� To maintain uniformity of service provision throughout the country 
� To timely address and manage AEFI and AESI 
� To effectively attend to immunization session waste management  
� To effectively attend to vaccine stock management, immunization data management, 

vaccination programme monitoring and evaluation 
� To train on supportive supervision mechanism 

x Key competencies required will be defined and identified to train in order to deliver 
satisfactory standard vaccination services by different designated categories of the work 
force 

x Training needs will be identified based on the employment categories required to be 
further trained 

x Training method designed will be Middle Level Managers (MLM) training at the National 
level to hand over the task of Training of Trainers (TOT) at district level to train divisional 
level staff as a cascade training methodology to achieve maximum benefit within a short 
period of time 

� Identification of training materials will be done based on the global and Regional 
available training materials 

� Existing evidence and updated information on vaccines/vaccination on COVID-19 
will be used for the training 

� Distant training methods through novel technology also will be used for further 
training of the staff, facilitating direct communication and problem solving 

x Design and train on AEFI, AESI, causality assessment and management of AEFI /AESI as a 
priority as a lifesaving process to safeguard programme quality. 

x All community assistants, volunteers, non-health workforce will be adequately informed 
and trained to support on required focused assistance. 

x Partner organization funding support will be utilized for training material development, 
and to conduct training sessions for health and non-health work force.  
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CHAPTER 9 
 

Advocacy for vaccine acceptance, 
demand creation and risk communication 

 
9.1 Objectives of chapter 9 

1. Planning for mass awareness campaigns to create demand for vaccines and risk 
communication for vaccination 

2. Implementation process of demand creation strategies for vaccine acceptance 
3. Monitoring and evaluation process of the effectiveness of the demand creation 

advocacy process 
4. Planning and implementation to address misinformation 

 
Advocacy and communication, including risk communication, will be carried out by the Health 
Promotion Bureau (HPB), together with relevant programme stakeholders of the 
Epidemiology Unit, Ministry of Health, other health officers, and other partners. The 
communication will focus on national immunization programme (NIP) standards and on 
COVID-19 vaccination.  
 
The following communication and advocacy plan is formulated by the Health Promotion 
Bureau for COVID-19 vaccine introduction.  
 
9.2 Introduction 
With global interest and acceleration of efforts to find a safe and effective vaccine for COVID-
19, many such are currently on the horizon, with three currently at the forefront (Pfizer, 
Moderna and Oxford/AstraZeneca). Vaccines are considered important in the prevention of 
morbidity and mortality due to COVID-19 where non-pharmaceutical interventions, though 
crucial, are unable to sustainably control disease spread. Additionally, populations all over the 
world, including Sri Lanka, are experiencing ‘pandemic fatigue’ and are tired of taking the 
necessary precautions to prevent the spread of COVID-19, including physical distancing and 
reduced social interactions. In this background, the introduction of safe and effective vaccines 
to the country and effective communication to encourage their uptake is a priority. 
 
This will play a central role in saving lives, containing the pandemic, protecting healthcare 
systems, and helping restore the economy. Thus, consistent and transparent wide-reaching 
communication on vaccines, their safety, quality, effectiveness and availability are crucial in 
the current context. 
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9.3 Challenges which could impact communication and demand generation for  
the COVID-19 vaccine 

x The high speed at which COVID-19 vaccines have been and are currently being 
developed makes the build-up of trust in such vaccines particularly challenging. 

x Both the COVID-19 disease and the COVID-19 vaccine are very new, with gaps in 
knowledge and evidence; medical experts are working around the clock to fill these 
gaps in knowledge.  

x Misinformation surrounding the vaccine, including AEFI or rumours about harmful 
side effects, effective alternatives, etc. may hamper the vaccine roll out.  

x There is high level of public frustration and eagerness to find swift solutions for COVID-
19. As such, managing and mitigating potential disappointments regarding unmet 
demand or an inability to access the vaccine will be critical in preventing unrest among 
communities. 

x Factors influencing vaccine safety perception, including messages about vaccine 
safety. 

x Diverse cultural and religious influences which may contribute to vaccine hesitancy. 
x Expectations created by political leaders, including concerns about their influence on 

the unfair distribution and targeting of vaccines 
x Individual factors associated with lower vaccination intentions, including lower 

education and health literacy levels, lower income and young or old age. 
 
9.4 Overall goal of communication: 
To convey government commitment for the vaccination programme, generate demand for 
vaccines, disseminate timely, accurate and transparent information about vaccine(s), 
including information about preparedness, and manage misinformation in order to alleviate 
apprehension about the vaccine, ensuring its acceptance and encouraging uptake. 
 
9.5 Key areas to focus on in the vaccine communication; 

1. The new COVID-19 vaccine, its processes, and the Government’s commitment to 
deliver them  

2. Vaccine Eagerness (VE) 
3. Vaccine Hesitancy (VH) 
4. COVID-19 appropriate behaviours (CAB) that need to continue 

 
9.6 Communication objectives; 

x Provide correct and consistent information on the new COVID-19 vaccine and 
its processes for roll out 

x Generate awareness, knowledge and consensus to accept the phased approach, 
based on scientific logic, of the prioritization of specific groups 
through transparent and accurate information. (vaccine eagerness)  

x Establish public trust and confidence in COVID-19 vaccines, address 
misinformation and rumours, tackle vaccine hesitancy. (vaccine hesitancy and 
confidence)   
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x Sustain an enabling environment to adopt and maintain COVID-19 appropriate 
behaviours to reduce the risks of infection and address the perception that 
COVID-19 is no longer a risk.   

 
9.7 Target Audiences 
 

Phase 01 
x Healthcare providers and frontline workers 
x High risk populations: senior citizens above 60 years, people with existing chronic 

health conditions (hypertension, high blood pressure, diabetes, cancer, etc.) and 
those who are immune-compromised. 

Phase 02 
x Those below 60 

 
9.8 Possible channels of communication to reach priority populations during Phase 01 
(Preparatory phase for vaccination) 

x Healthcare workers and frontline workers at various levels: internal 
communication channels through the health system, including healthcare staff at 
national, provincial and district level institutions and professional bodies for 
medical doctors, nurses, vaccinators, community health workers etc. Other 
frontline workers managing security, quarantine and involved in contact tracing 
and surveillance  

x Elderly population: mass media, mobilization of community support 
organisations to reach house to house, mobilization of elders’ associations, 
nursing homes, homes for the elders or other groups to reach elderly 
populations 

x People with pre-existing conditions: through community volunteers to reach 
house to house and via mass media and social media. 

 
Separate communication strategies and interventions could be proposed to: 

x address vaccine eagerness;  
x address vaccine hesitancy;  
x maintain COVID-19 appropriate behaviours 

 
- The communication approach for each must include a combination of advocacy, capacity 
development, media, social media and social mobilization and community engagement 
- Each approach must specify responsible stakeholders/ partners/ materials and tools 
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9.9 Key communication activities for vaccine roll out 
x Provide clear, timely, consistent public communication on the Ministry of Health 

plan, framework and allocation for vaccine roll out including the vaccination 
process, target groups/ eligibility criteria/ pre-conditions to receive a vaccine/ 
recipient numbers/ where to access the vaccine/ post vaccine care and support 
including a clear/transparent timeline.  

x Timely, continuous and consistent information regarding vaccine development, 
approval, launch, roll out and safety monitoring processes, to help reassure 
citizens that all mechanisms are in place to ensure safety and vaccine 
effectiveness.  

x Objective, accurate, factual, timely and targeted information about the 
importance of COVID-19 vaccines including safety and effectiveness. It must be 
explained that such vaccines may be our only real exit from the ongoing pandemic.  

x Clear, transparent communication on the benefits, and risks of COVID-19 vaccines, 
common minor side-effects from vaccination and what to do in case of side effects. 
Identify effective ways to address vaccine hesitancy. 

x Create understanding and acceptance for the phased prioritized approach of 
vaccination, including who will receive the vaccine and why, in order to avoid any 
discrimination/stigma that could be directed towards groups that are initially 
vaccinated i.e. (healthcare providers, frontline workers, high-risk populations/ 
those with chronic health conditions) 

x Empower healthcare and frontline workers (as early recipients of the vaccine) as 
trusted sources of health information to the community by enabling them to share 
information and facts about the COVID-19 vaccine with the community including 
its importance, the priority target groups to receive the vaccine, vaccine safety, 
common minor side-effects from vaccination, and what to do in case of side 
effects. These early recipients can also share stories of their experience receiving 
the vaccine in order to build trust in the vaccines.  

x Develop a robust crisis communication plan and SOP’s to ensure that rumours or 
misinformation including AEFI can be mitigated and addressed in real-time.  

x Formulate diverse strategies to reach priority target audiences, including 
community engagement approaches, to ensure the smooth roll out of vaccines. 
Ensure that government-led multi-sectoral coordination mechanisms at the 
national and sub-national level, including other existing RCCE coordination 
mechanisms, are mobilized for planning and providing guidance for 
implementation and monitoring and reporting on advocacy, communication and 
social mobilization interventions. This should include managing crisis 
communication, in order to leverage resources, avoid duplication of efforts and 
maximize resources and efforts to reach priority target populations for the vaccine 
roll out. 

x Gather community feedback regularly to ensure community concerns are 
registered and addressed. Collaborate with stakeholders, including community-
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based organizations (CBOs) and civil society organizations (CSOs), to engage them 
in the communication work and to consulted with them on the vaccine roll out 
process, including planning, implementation and monitoring interventions to 
ensure that any vaccine hesitancy or AEFI concerns/ issues can be addressed 
swiftly.  

x Develop monitoring indicators as part of the communication plan, including 
questions on demand generation; incorporate these into monitoring checklists 
and post-evaluation surveys of the new vaccine introduction. 

x Ensure that routine/ongoing COVID-19 risk communication efforts are sustained, 
to ensure that the general public continues to adhere to the infection prevention 
protocols and precautionary measures. It is likely that the vaccine roll out will 
create the perception that COVID-19 is no longer a high risk.  

 
9.10 Key messages about COVID-19 vaccines (preparatory phase for vaccine) 
 

x COVID-19 vaccine is safe and effective and will be available in a phased 
manner. 

x COVID-19 vaccine along with COVID-19 appropriate behaviours (CAB) are 
effective to protect individuals from COVID-19 infection. 

x COVID-19 appropriate behaviours must continue to be strictly followed, even 
after vaccination, to remain safe from COVID-19 

x All adults will be vaccinated in due course, but healthcare providers, frontline 
workers and at-risk groups will be prioritised.  

x Citizens will be notified in advance when they are scheduled to receive the 
vaccination and will be expected to share the notification with the health 
facility when attending the vaccination clinic.  

x The schedule of vaccinations will be guided by the availability of vaccines and 
geographical or vulnerability criteria. 

x If you are unwell at the time of your second dose appointment, it is better to 
wait until you have recovered. You should try to get the second dose as soon 
as possible after recovery. 

x You should not attend a vaccination appointment if you are self-isolating, 
waiting for a COVID-19 test, or unsure if you are not well. 

x Receiving the complete schedule of vaccination will reduce your chances of 
becoming seriously ill from COVID-19.  
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9.11 Key messages while awaiting vaccine roll out 
x Do not be anxious about the availability of the vaccine, wait for your turn. 
x Do not be misled by fake vaccine marketing/promotions, the COVID-19 vaccine 

is not available in the open market yet. 
x Make sure that you always follow COVID-19 appropriate behaviours, even 

after vaccination. 
x Attend community meetings on the COVID-19 vaccination process organized 

in your locality while maintaining physical distance and following other social 
and public health measures. 

x You may volunteer to support the implementation of Phase 1 vaccination 
sessions in your areas 

x If feeling unwell, get tested for COVID-19 at the nearest facility; a doctor’s 
prescription is not required. If you test positive, self-isolate immediately and 
seek medical support. 

x If you have any questions/doubts, call the 24-hour National Helpline: 1999. 
 
9.12 Guiding principles of the vaccine communication plan 

x Plan and prepare prior to vaccine introduction 
Effective communication requires planning and resources, which need to be in 
place as early as possible and before COVID-19 vaccines are available in the 
country. Establishing partnerships with other vaccine safety stakeholders is 
important. Developing a communication plan, including activities such as 
responsibility designation, nominating spokespeople, defining audiences or 
population groups, and developing materials will help prepare for likely scenarios 
and develop mitigation measures. 
 

x Set-up communication lines 
Lines of communication with influencers and mobilisers, such as community, 
religious or cultural leaders, healthcare workers, trusted journalists and other 
influential people should be set up. Engaging with them will help to identify and 
meet their information needs and offer opportunities to amplify and promote 
positive vaccination behaviour. Plan for and create multiple forums for the public 
to ask questions or raise concerns, such as public meetings, website feedback 
forms, email, telephone hotlines, online chat, and social media platforms. 
 

x Communicate to build understanding and trust  
Communication that is transparent, timely, empathic and acknowledges 
uncertainty can help boost people’s trust in health authorities, which in turn can 
positively influence people’s willingness to be vaccinated. No information should 
be withheld, even when facts are yet to be fully established. 
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x Communicate with clarity 
This includes demystifying vaccine safety for the general public. For example, 
describing how vaccines are tested and then monitored for safety. It is important 
to consider health literacy when developing statements and materials. 
Understanding audience information needs is important. Communicating both 
qualitative (e.g., very low) and quantitative (e.g., 1 in every 100,000 people 
receiving the vaccine) estimates of risk facilitates clarity. 
 

x Listen proactively 
Listening proactively to the public and using multiple data sources is essential to 
formulate tailored and targeted communications. Social listening can help identify 
audiences and provide insights into their thinking, concerns and questions, 
identify community influencers and trusted sources and detect negative 
messaging and anti-vaccine activity. Listening should be a continuous activity, as 
people's concerns and information needs will change as the pandemic and vaccine 
roll out and use evolves. 
 
Not listening proactively may result in an incomplete or incorrect understanding 
of audiences and missed opportunities to respond to issues such as emerging 
misinformation or public outrage over a perceived vaccine safety issue. 
 

x Identify potential threats to confidence in vaccine safety 
Various COVID-19 vaccine-related events can occur that may negatively influence 
perceptions of vaccine safety. These may include the publication of new data on 
COVID-19 vaccines, events such as a temporary vaccine suspension or recall, 
adverse events, negative messaging in the media, and community attitudes and 
beliefs. Identifying potential threats and monitoring for them will help authorities 
plan how, when, and what to communicate to whom. Be responsive and timely 
with communication: if concerns about the safety of COVID-19 vaccines arise, this 
should be communicated immediately. Leaving an information vacuum will allow 
others with lower quality information or misinformation to fill it. Keep the public 
updated about actions being taken by the government in the event of possible 
adverse events following immunization (AEFIs). If information is evolving, be 
transparent and say that. Partnering with the media can help disseminate key 
information and messages to the public quickly. Social media may be useful in 
providing brief, frequent, and real-time updates. 
 

x Construct messages about COVID-19 vaccine safety using an evidence-based 
approach 
Insights from health communication research can make vaccine safety messages 
more effective and acceptable to audiences. Scientific consensus around vaccine 
safety should be emphasized. Messages should be tailored to suit specific 
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audiences. Data should be clearly presented with visuals to clarify text. Messages 
should include positive narratives to model vaccinating behaviour. People should 
be provided with specific actions they can do to reduce harm. Messaging must be 
consistent, but it should also be tailored to meet audience-specific needs. 
 

x Pre-test and adjust messages   
Public responses to COVID-19 vaccine safety messages may not be reflected in 
previous experiences, therefore, it may be unpredictable, making pre-testing 
messages essential. It is important to test the messages with people that are 
representatives of the target audience. 
 

x Work closely with the media 
Communication and liaison with the media, together with media advocacy, should 
occur with very high-level government participation, to ensure prompt, 
widespread reach of accurate and responsible messaging, which builds public trust 
in the health system and the vaccination programme. 
 
Mass media (television, radio, and print) is an important intermediary between 
health authorities and the public.  Working with journalists regularly and 
supporting their information needs around vaccine safety issues and concepts, 
may help reduce sensationalist reporting. If possible, primetime slots on mass 
media should be obtained to disseminated public service announcements on 
vaccines.  
 

x Build a social media presence 
Social media offers significant potential for communicating about COVID-19 
vaccine safety directly to the public. It is a convenient way to communicate 
regularly and give real-time updates. Some audiences may be using social media 
as a primary means of learning and communicating about COVID-19 vaccines. Anti-
vaccine activists frequently use social media to spread negative messaging about 
vaccines. When communicating on social media, it is recommended to listen to 
what key audiences are saying and use this information to inform 
communications. Choose one or two platforms to communicate on and partners 
to collaborate with to ensure wider support to vaccine roll out. Focus/ strengthen 
approaches on the most popular platforms to ensure optimization of resources.  
 

x Careful management of negative messages  
Not all negative messages warrant a response. Only respond to negative messages 
that have spread beyond the source community and are getting considerable 
reach and engagement from target audiences. Responses should be directed to 
the audience when responding to negative messages. Do not argue with or try to 
convince the person spreading the negative message. If possible, do not respond 
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directly to a negative message, but rather to its content. Emphasize factual 
information and content that triggers positive emotions, such as the health 
benefits of vaccines. Expose flawed arguments, explain why any misinformation is 
incorrect and, if possible, provide alternative explanations. 
 

x Communicate with empathy 
Speaking with empathy may mean not just addressing the public via press 
conferences, for example, it could involve participating in small meetings with 
community members or stakeholders. It is important to identify spokespeople 
whose manner and presence communicates both competence and empathy. 
 

x Crisis communication plan for adverse effects following immunization (AEFI) 
A communication plan for AEFI must be readily available for use if and when 
needed. This is very important, as a poor response to an AEFI could jeopardize the 
entire vaccination programme. Concerns regarding AEFI must be addressed 
promptly and transparently, failing to do so may undermine public confidence and 
increase vaccine hesitancy. 
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CHAPTER 10 
 

Vaccine safety monitoring, 
AEFI surveillance and management 

 
10.1 Objectives of chapter 10 

1. Explain the AEFI surveillance system in the country and successful incorporation of 
COVID-19 vaccine AEFI and AESI monitoring system into the existing system 

2. Ensure readiness for emergency attention of AEFI  
3. Plan and implement causality assessment process for COVID-19 vaccination 

 
The global COVID-19 vaccines include multiple vaccine presentations with different biological 
products. There is a possibility to deploy different products at the same time in the country. 
The WHO-has issued COVID-19 safety surveillance manual under the guidance of Global 
Advisory Committee on Vaccine Safety.  This manual has identified different aspects relevant 
to be followed prior, during and after COVID-19 vaccine introduction in a country by the staff 
of national immunization programme, Regulatory authorities, partners, vaccine 
manufacturers and suppliers.  
 
The country is having a well-established targeted time tested AEFI surveillance system. This 
system includes hospital AEFI surveillance (government and private), public health 
institutions (MOH offices) and community detected cases through routine passive 
surveillance of spontaneous reporting to hospitals, and community based active surveillance 
through organized process of actively identifying, recording and reporting of AEFI and Adverse 
Events of Special Interest (AESI). All these cases are investigated by responsible designated 
officers, in relevance to the vaccine administered. In addition, efforts are made to identify 
safety signals for further evaluation. Skilled and competent EPI and related staff is available 
for causality assessment in the country. An expert committee on AEFI regularly review all AEFI 
situation in the country. The NIP, Epidemiology Unit take all measures regularly in addressing 
all preventable AEFI, maintain quality of the programme, developing competencies and skills 
in immunization staff on emergency AEFI management and AEFI investigation process. 

 
10.2 AEFI surveillance system in the country 

 
AEFI guidelines are available for the country. Same guidelines will be implemented with 
existing formats through the existing process of AEFI surveillance and management. The 
existing formats (Registers, reporting and investigation formats and returns) include a 
provision of “other” category in documentation, in which such space can be used for CIVID-
19 vaccine related events.  
 
The COVID-19 vaccine can be identified in the space provided as “other vaccines” and in fact 
the same AEFI reporting and investigation formats can be utilized for COVID-19 surveillance 
as well.  
 
The country’s existing guidelines can be implemented for the AEFI and AESI detection and 
reporting and management of such events but adequate training of AEFI – AESI is identified 
as a requirement for COVID-19 vaccine deployment.  
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Figure 7: National Guidelines on Immunization Safety Surveillance 

 

 
 
http://www.epid.gov.lk/web/images/pdf/Publication/AEFI_Guidelines_Sri_lanka .pdf 
 

Country’s existing AEFI surveillance system overview is given below in Figure 8 and 
the same system can be utilised for the COVID-19 AEFI/AESI surveillance.  

 
Figure 8: Overview of AEFI Surveillance System in Sri Lanka 

 
Source: Epidemiology Unit 

x all public health and hospital staff are trained on AEFI surveillance, formats for 
reporting and strategic actions for emergency AEFI for proper management.  

 
The Pfizer-BNT, Moderna and AstraZeneca vaccines have shown to cause pain at the site of 
immunization, mild fever, tiredness, muscle pain, join pain and chills in some individuals for 
24 to 48 hours following immunization. These side effects are assumed to be more in younger 
individuals when compared to older individuals. Most of these side effects were after the 
second dose rather than the first dose.  
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Since all adverse events are still unknown, safety surveillance is very critical and important at 
this juncture. Vaccine Associated Enhanced Disease (VAED) is a modified presentation of 
clinical infections affecting individuals exposed to a wild-type pathogen after having received 
a prior vaccination for the same pathogen. Disease enhancement can also occur independent 
of vaccine priming with wild type infection. It can also cause by immune complex formation 
promoted by low avidity non neutralising antibodies induced by vaccination. All these are very 
important in new vaccine introduction.  
 
In fact, consideration of SAGE recommendations, guidance of Global Advisory Committee on 
Vaccine Safety, reviewing clinical trial data, manufacturer product information, other country 
experiences by using these new vaccines, considerations of long term effects of biological 
product components in the vaccines, other ingredients in the vaccines, previous allergic 
histories for vaccine product ingredients among recipients are very important considerations 
when introducing a new vaccine in to the country in safeguarding the country population.  

 
10.3 Readiness for AEFI: precautions in COVID-19 vaccination campaign 

 
x Qualified trained medical officers will be deployed for history taking and screening 

for past history of allergies at the vaccination clinic 
x Emergency tray with adrenaline administration facility and all essential 

recommended drugs and equipment will be included in the emergency tray which 
is coupled with portable oxygen facility for clinics 

x All vaccinated individuals will be kept for 20 minutes in the clinic centre under 
observation to detect and attend for any emergency AEFI after vaccination 

o A designated person will be available from the clinic functioning “7-set” 
staff available to identify emergency AEFI cases during 20 mts stay at the 
clinic centre and for crowd management purposes after vaccination in 
clinic centres. 

x Contingency plan for emergency transportation to the nearest hospital (vehicle, 
identified hospital to send etc) will be arranged for any emergency AEFI detection 
during the vaccination clinic sessions (where vaccination is conducted at field 
level) 

x Regular training for emergency AEFI management will be done for vaccination 
clinic staff at all levels to develop competencies in managing emergency AEFI 

x Proper organized communication for AEFI risk communication and crisis 
communication will be done to maintain the integrity of the vaccination campaign 
in maintaining vaccine acceptance. 

x Formal surveillance communication cycle for AEFI surveillance in the country is 
given below in Figure 9, adhering the global AEFI surveillance standards 
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Figure 9: Communication cycle of AEFI Surveillance 

 
 
 
x Well-organized AEFI-AESI surveillance will be implemented with adequate training 
x The training on AEFI surveillance and AEFI management will be provided 

incorporating in to the COVID-19 vaccination training package. 
x All reported AEFI and AESI are investigated as appropriately by relevant categories 

at different levels 
x All relevant AEFI registered and reported formats will be made available to clinics 

and institutions to facilitate the surveillance process 
x Timely signal identification will be done, and causality assessment will be 

conducted to identify the association of the COVID-19 vaccine/s to the identified 
signal  

x All COVID-19 vaccination related severe AEFI and deaths will be thoroughly 
investigated to identify association of the vaccination to deaths 

x All AEFI surveillance data will be evaluated regularly and National AEFI Expert group 
will regularly meet and facilitate causality assessment process 

x Appropriate best decisions will be taken based on new AEFI and rates observed to 
safeguard the country population  

x As practised for AEFI-NIP, COVID-19 AEFI also communicated with WHO for 
requirement of international sharing of identified AEFI as appropriate for the 
betterment of the global health. 
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CHAPTER 11 
 

Vaccination data management, 
monitoring, evaluation and  

feedback system 
 
11.1 Objectives of chapter 11 

1. Identification of data flow of vaccination at each level with responsibilities 
2. Identification of the final dose completed coverage at different priority groups 
3. Identification of country specific monitoring, evaluation and feedback mechanism 

 
11.2 Identify data flow of the COVID-19 vaccination, monitoring of vaccination coverage 

x Data flow will be from vaccination centres in to “eNIP” system designed for COVID-
19 vaccination data management 
� Vaccination centres will maintain a register with person’s name, national 

identity number, age, sex, address, contact number/s, (as name of the vaccine, 
batch number of the vaccine, date of vaccination to be updated as with 
vaccination): Facility based Registers 

� The date, vaccine type and the batch number will be entered in the Clinic 
vaccination Register  

� Vaccine uptake tally sheets are used for vaccination centres for convenience 
in counting and summarizing with limited other variables for 1st and 2nd dose 
identification 

� Summary sheets and clinic vaccination returns are prepared in duplicates and 
a copy will be sent to the Regional Epidemiologist of the district 

� Compiled vaccinated data will be entered into the web based “COVID-19 
vaccination” in “e-NIP” system of the Epidemiology Unit, Ministry of Health at 
the end of each clinic, based on different category vaccinations. 

� Aggregate reporting system will be used for identifying vaccine product, 
geography, sex, age categories (60-69 yrs, 70-79 yrs, 80+ yrs), different 
population categories and having or not having comorbid conditions (as a mix 
of paper and digital tools) 
 

x End of the campaign vaccination data will be analysed to identify the vaccination 
coverage for each dose, coverage for districts and coverage for target population 
categories  

x Final completed coverage will be identified as the monitoring indicator for 
vaccinating expected target priority population  

x Vaccination cards for the vaccine receivers (Home based record) will be developed 
and issued to individuals at the initial instance of the vaccination, to be followed 
up with the completed 2nd dose and for subsequent vaccinations.  
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� Until adequate evidence of interchangeability of different vaccines for 2nd dose 
follow up, it is required to follow up with the same vaccine for completed final 
dose.  

� The name of the vaccine and the batch number will be mentioned in the 
vaccination card on vaccination 

� Existing international vaccination certificate format will be used to develop 
home based record, which can be used for evidence for vaccination for travel, 
education and occupational purposes in future requirements 

x PHM and PHI home visit opportunities will be utilized to identify defaulters for 
vaccination and arrange defaulter vaccination clinic at the nearest MOH office or 
at the hospital facility: data will be entered into the same system based on the 
dose/s given during the defaulter clinic 

x Out of the total vaccine doses, the number of vaccine doses used for vaccination 
will be monitored: vaccine uptake 

x Out of the total different target groups, the number vaccinated with the 1st dose 
and the number vaccinated with the final dose will be monitored: vaccination 
coverage for each dose 

x Vaccine wastage will be monitored for each centre, each district and for the 
country 

x Dropout rate from 1st dose to 2nd dose will be calculated for different population 
categories, different age categories and for different districts 

x At the end of the campaign evaluation, identification of gaps, feedback and actions 
for further improvement will be considered 

x Regular reviews will be conducted with relevant district health authorities for 
identifying deficiencies and further improvement 

x Feedback will be shared with relevant development partners as with international 
reporting requirements and with all national stakeholders for country reports such 
as Annual Health Bulletin, Ministry of Health, Quarterly Epidemiological Bulletin, 
Epidemiology Unit, and other publications in the Ministry of Health/ other 
Ministries (as with the requirement).  
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CHAPTER 12 
 

COVID-19 surveillance, control 
and prevention 

 
12.1 Objectives of chapter 12 

1. Continuation of existing surveillance system to identify the impact of outbreak 
control vaccination 

2. Understanding the requirement of holistic strategies for COVID-19 disease control 
and prevention 

 
12.2 Disease surveillance guiding epidemiological evidence for vaccination 
The aim and the purpose of gathering appropriate data by public health authorities through 
national surveillance for COVID-19, is to initiate timely and appropriate actions to reduce 
transmission of COVID-19 in the country. The Epidemiology Unit involved as the National 
surveillance unit and pandemic control agency started within the framework of existing 
country pandemic preparedness and response plan with relevant adjustments.  
 
In relation to vaccination, the continuation of the surveillance system is important in 
detecting clusters of outbreak situations early and appropriate control including 
implementation of outbreak control vaccination.  It also helps to understand the context of 
vaccine impact on different population categories during cluster outbreak situations in 
specific geographies in post vaccination era.  
 
In the context of existing different types of vaccines, surveillance is also important in case 
detection and evaluating the impact based on different vaccine types implemented in the 
country. This will help for future decisions in selecting specific vaccine types appropriate for 
the country.  
 
Surveillance is also important in future decisions on scaling up of vaccination to different age 
categories considering different case transmission scenarios in the country.  
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12.3 Requirement of continuation of other measures for COVID-19 control and prevention 
x Continuation of surveillance will be done for evidence-based decision making for 

appropriate control and prevention of COVID-19.  
x Surveillance data collection will be modified to identify COVID-19 cases occurring 

in the country are vaccinated or not vaccinated 
x As the vaccination is only one preventive measure and identifying the requirement 

of continuation of other preventive measures to prevent the disease transmission, 
adherence to all key public health measures are important as guided by the 
country specific surveillance data. 

x Key public health strategies required to be continued for COVID-19 control and 
prevention are as follows:  
� Extensive contact tracing (holistic approach at national and district level), 

combined with high risk isolation in terms of house /institutional quarantine 
measures 

� Screening of high-risk close contacts with appropriate detection methods (PCR 
testing at field level) 

� Community source reduction:  identification and isolation of symptomatic and 
asymptomatic COVID -19 positive patients, who have the potential for 
transmission of the virus at community level, in fact, provision of institutional 
care until transmission possibilities ends 

� Regular screening of high-risk populations with appropriate testing methods 
and methodological approach in identifying high risk communities at each level 

� All the subjects with signs and symptoms suggestive of COVID-19 are admitted 
to isolation units and subjected to appropriate testing methods. (Ag/PCR/Ab 
testing) 

� Hospital based sentinel site surveillance for Influenza Like Illness (ILI) and 
Severe Acute Respiratory Tract (SARI)  

� Adoption of selected strategies to discourage border crossing where necessary 
� Discourage public gatherings 
� Continued public awareness on preventive measures: effective community 

engagement, communication and legitimacy, possibilities of behavioural 
changes with adequate guidance and monitoring. 

x The evidence of the effect of vaccination in preventing COVID-19 virus 
transmission is not yet ascertained. In fact, non-pharmacological key public health 
measures implemented in the country will be continued with further 
strengthening of transmission preventing measures, targeting outbreak control 
and aiming to achieve zero cases in the country.  

x Preventive measures implemented at individual level such as wearing masks, 
physical distancing, hand washing practices and other public health measures are 
advised to be followed by both vaccinated and non-vaccinated individuals.  The 
guidelines for public settings and workplaces will continue to be enforced.   
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CHAPTER 13 
 

Evaluation of COVID-19 vaccine 
introduction 

 
13.1 Objectives of chapter 13 

1. Identification of different mechanisms of national level evaluation process 
2. Identification of the impact of new vaccine/s introduced 

 
13.2 Post Introduction Evaluation (PIE) 
A PIE is a post-introduction evaluation of the overall impact of the introduction of a new 
vaccine/s on a country’s national immunization programme. It focuses on a range of 
programmatic aspects, from pre-introduction planning to vaccine administration and 
community receptiveness to the vaccine. A PIE can rapidly identify problem areas needing 
correction within the programmes conducted. Some issues can either pre-existing or resulting 
from the introduction of a new vaccine and provide valuable lessons for future new vaccine 
introductions at different perspectives.  
 
Post Introduction Evaluation of COVID-19 introduction will be conducted after a year and 
together with next round of the vaccination campaign. This timeline is compatible with the 
recommended timeline for a PIE after a new vaccine is introduced into a country. The country 
EPI team members who have international and national experience in conducting PIE will 
coordinate in conducting high quality PIE in the country.  
 
The PIE will conduct in evaluating following main components: 
 

x Pre-implementation planning and vaccine introduction.  
x Targeted training programmes 
x Vaccine coverage achieved at different eligible categories 
x Vaccine delivery system  
x Vaccine storage, Cold-chain management relevant to COVID-19 vaccine/s 
x Vaccine stock management, transport and other logistics management 
x Vaccine wastage 
x Waste management and injection safety 
x Monitoring and supervision. 
x Adverse events following immunization and Adverse Events of Special Interests 
x Surveillance system for COVID-19 
x Advocacy, communication and vaccine acceptance 
x Sustainability of the programme 

 
 



75 
 

Relevant tools will be developed with appropriate key indicators to evaluate based on the 
findings. A systematic method for evaluating the new vaccine introduction and its impact will 
be assessed allowing identifying problems associated with the introduction of the new 
vaccine early enough to be corrected before a negative impact.  
 
On identifying problems encountered in new vaccine introduction, or successful strategies 
implemented can be shared with other countries to prevent similar problems or identify 
appropriate strategies for success. The PIE is important in COVID-19 vaccine introduction as 
with its complexity of the vaccine introduction, targeting for adults. 
 
13.3 Sero survey for COVID-19 vaccination 
After introduction of new vaccine/s to prevent COVID-19, it is important to assess population 
level immunity from time to time. Understanding the population level immunity based on the 
vaccinated individuals, infected individuals, infected and vaccinated individuals, single dose 
and 2-dose recipients are important to understand the vaccination impact as well as 
population level immunity. 
 
Follow-up sero-survey among final dose receivers are important to understand the duration 
of protection at individual level and antibody declining trends for future vaccination 
strategies.  
 
Specific methodology will be developed to understand the representative population for 
sero-prevalence assessment in the country. The antibody detection for the purpose will be 
done based on global standards.  
 
13.4 Effectiveness of the impact of vaccination 
Effectiveness of the impact of vaccination will be monitored as a one strategy of a holistic 
control and prevention strategies. The total impact will be monitored through effective 
disease surveillance methodologies to identify disease trends and country specific 
epidemiology of the disease.   
 
Actual vaccine impact in different population categories will be assessed based on the disease 
trends and based on the outbreak situation of COVID-19 in the country. Vaccine effectiveness 
is the ability of the vaccine to prevent outcomes of interest in the “real world” beyond the 
clinical trial stage and implied the proportion can be prevented by giving the vaccination in 
the community. 
 
In case of the country experiencing an outbreak of COVID-19 in a specific geographic area or 
in a specific population category, the field level vaccine effectiveness can be assessed by 
determining the percentage reduction in the incidence rate of disease among vaccinated 
persons compared to unvaccinated persons using different methodologies. A cohort or case 
control study can be conducted using the following equation to identify relevant categories 
in finally calculating the field level vaccine effectiveness.  
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Vaccine research experts who have experiences in conducting field level vaccine effectiveness 
studies will get involved in any case of outbreak situation to assess field level vaccine 
effectiveness studies. Appropriate sound methodologies will be used for detecting the 
appropriate yield to receive accurate results.  
 
This provides insight of the vaccine failures, cold chain maintenance (vaccine potency) failures 
and vaccination failures and can be utilized in assessing country specific cost effectiveness, 
and for taking appropriate corrective measures.  
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

ARU – Attack Rate for Unvaccinated  
ARV – Attack Rate for Vaccinated   
VE – Vaccine Efficacy (field level 
effectiveness) 
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Annexure 1  

1. Extra cost estimates with different scenarios and assumptions 

Table A1: COVID-19 vaccination cost (without investments in fridges/freezers; 17% of population financed 
by COVAX) 
Item Level of vaccine coverage 

20% 40% 60% 80% 100% 
Vaccine cost to government (US$ thousands) 9,746 74,717 139,688 204,659 269,630 
Distribution cost (US$ thousands) 18,563 37,126 55,689 74,253 92,816 
Fridge & freezer cost for all RDHS/CMC (US$ thousands) 0 0 0 0 0 
Total cost ($US thousands) 28,309 111,843 195,377 278,911 362,446 
Per capita cost (US$) 6.41 12.65 14.74 15.78 16.40 
 
Table A2: COVID-19 vaccination cost (with investments in fridges/freezers assuming 60% capacity; 17% 
of population financed by COVAX)) 
Item Level of vaccine coverage 

20% 40% 60% 80% 100% 
Vaccine cost to government (US$ thousands) 9,746 74,717 139,688 204,659 269,630 
Distribution cost (US$ thousands) 18,563 37,126 55,689 74,253 92,816 
Fridge & freezer cost for all RDHS/CMC (US$ thousands) 815 815 815 815 815 
Total cost ($US thousands) 29,124 112,658 196,193 279,727 363,261 
Per capita cost (US$) 6.59 12.74 14.80 15.82 16.44 
 
Table A3: COVID-19 vaccination cost (with investments in fridges/freezers assuming 100% capacity; 17% 
of population financed by COVAX)) 
Item Level of vaccine coverage 

20% 40% 60% 80% 100% 
Vaccine cost to government (US$ thousands) 9,746 74,717 139,688 204,659 269,630 
Distribution cost (US$ thousands) 18,563 37,126 55,689 74,253 92,816 
Fridge & freezer cost for all RDHS/CMC (US$ thousands) 385 385 385 385 385 
Total cost ($US thousands) 28,694 112,228 195,762 279,296 362,830 
Per capita cost (US$) 6.49 12.70 14.76 15.80 16.42 
 

Table A4: COVID-19 vaccination cost (without investments in fridges/freezers; 0% of population financed 
by COVAX) 
Item Level of vaccine coverage 

20% 40% 60% 80% 100% 
Vaccine cost to government (US$ thousands) 64,971 129,942 194,913 259,884 324,855 
Distribution cost (US$ thousands) 18,563 37,126 55,689 74,253 92,816 
Fridge & freezer cost for all RDHS/CMC (US$ thousands) 0 0 0 0 0 
Total cost ($US thousands) 83,534 167,068 250,603 334,137 417,671 
Per capita cost (US$) 18.90 18.90 18.90 18.90 18.90 
 
Table A5: COVID-19 vaccination cost (with investments in fridges/freezers assuming 60% capacity; 0% of 
population financed by COVAX)) 
Item Level of vaccine coverage 

20% 40% 60% 80% 100% 
Vaccine cost to government (US$ thousands) 64,971 129,942 194,913 259,884 324,855 
Distribution cost (US$ thousands) 18,563 37,126 55,689 74,253 92,816 
Fridge & freezer cost for all RDHS/CMC (US$ thousands) 815 815 815 815 815 
Total cost ($US thousands) 84,350 167,884 251,418 334,952 418,486 
Per capita cost (US$) 19.08 18.99 18.96 18.95 18.94 
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Table A6: COVID-19 vaccination cost (with investments in fridges/freezers assuming 100% capacity; 0% 
of population financed by COVAX)) 
Item Level of vaccine coverage 

20% 40% 60% 80% 100% 
Vaccine cost to government (US$ thousands) 64,971 129,942 194,913 259,884 324,855 
Distribution cost (US$ thousands) 18,563 37,126 55,689 74,253 92,816 
Fridge & freezer cost for all RDHS/CMC (US$ thousands) 385 385 385 385 385 
Total cost ($US thousands) 83,919 167,453 250,987 334,522 418,056 
Per capita cost (US$) 18.99 18.94 18.93 18.92 18.92 
 

2. The process and assumptions employed for estimating the operations and distribution 
costs 

Two different scenarios have to be considered.  

1. Free Covax 20% of population 
2. Purchased Covax – this will involve about 45% of the population. 

This is because no children are to be covered, nor lactating nor pregnant mothers – with 
these components of the population roughly estimated to be 35% - so adults to be 
covered are 65% of the population  

Costing has to be done for these two groups separately – given that the vaccine cost is 0 in the 
case of the first 20% to be covered.  The cost of the vaccine is not known for the second group, 
as the vaccine has to be determined and then the price. 

The operational costs will be very similar in both instances, except for the front liners  

The free Covax 20% of the population will again have to be treated in two ways – in all this 
involves 4,419,800 (20% of 22,099,000 estimated population for 2021). Vaccines for this group 
are coming in 3 tranches. Of this the first tranche should be used for front liners and the latter 
two tranches for the community. 

The operational costs have been calculated for the community delivery using the following 
assumptions 

1000 sites will be used for the vaccination programme which will be treated as a campaign. 

While demand in terms of adult population and staff availability will determine distribution for 
purposes of costing it has been assumed that each location will have 3 teams working 
simultaneously and that working 5 days of the week they will be able to cover the population 
assigned per site ( 1,473 persons) – the  5 days and 3 teams have been worked out assuming 
that each vaccination will take around 5 minutes – and that the process will involve a team of 
four: a Medical Officer, Nurse/PHM, paper work and record keeper (possibly non-healthcare 
worker) and  an attendant. When there is more than one team per site there may not be a need 
for each team to have a Medical Officer. The number of vaccinations per team per day is 98 

Limitations in the costing process 

This exercise has only focused on operational cost. 

� It has not brought in the costs that would need to be incurred in ensuring that each site 
has the necessary infrastructure (particularly in terms of ETU facilities in case of 
adverse events.  
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� For the same reason ambulances will have to be on stand by at the smaller health 
facilities not having ICU care – this will involve maintenance costs in relation to all 
ambulances.  

� Post vaccination surveillance costs have not been included. 
� Another major omission is the transport costs to be incurred in transporting the vaccine 

– from airport to Central stores, then to RDHS stores and finally to the vaccination sites. 
� Transport of patients and the elderly may need to be looked into at site level, and this 

could incur some cost, though by having wide spread location many persons should be 
able to come to the sites with help from family.  

Pre-vaccination costs  

Risk communication is based on information provided by Dr Palitha Karunaprema– with an 
actual Risk Communication Program costed.  

Training costs are based on the scenario that  

Training of Trainers workshop for half a morning – involving 26 doctors and 26 nurses to cover 
the districts. To this around 25 healthcare staff can be added to cover the first trance sites (the 
Forces Hospitals, Top tier hospitals etc. that will vaccinate the front liners 

These trained personnel will then train the others in their district (no costs are assumed as 
within the district, can be done on a normal working day – half day – refreshment costs can be 
borne by RDHS office or as a CSR project).  The other two members of the team would be 
trained on site by the Medical Officer/Nurse over a period of 2 hours prior to the first 
vaccination date. Setting up of appointments for vaccination will be conducted by 
PHI/PHM/non-healthcare staff in normal office times and will not incur a cost). 

As noted previously two important costs are not estimated 0- they do not fall under the category 
of operational costs hence this is not a major omission. However. from an overall cost 
perspective, the cost of equipping all the sites up to standard ETU level and the cost of ensuring 
that all ambulances, to be stationed at all hospitals only having ETUs, are in running order with 
all necessary maintenance costs covered, is of importance. 

Likewise, a major omission here is fuel cost of transporting the vaccine – from airport to central 
stores, from there to RDHS stores and finally to the vaccination sites. No cost of labour are 
involved as the work will be carried out in Ministry vehicles though cold chain requirements 
may necessitate hiring some vehicles in which case this cost would need to be estimated. 

Vaccination Day Costs 

The costs involved in safety have been covered: Full PPE’s (one set per day) for doctor and 
nurse/PHM with masks for the other two team members: the person handling the paper work 
(designated as the recorder) and the attendant. Also cost of sanitizer.  

As the work is being conducted on weekdays no additional allowances are needed but overtime 
payments are necessary for Medical Officers and Nurses as the work day has been assumed to 
be 6 hours. Use of rosters could eliminate this cost in location where staff are available.  

Syringe costs have been added but there is a possibility that this cost may not need to be 
incurred if the vaccination is provided with syringes. 

The card to record the vaccination may be printed using CSR so no cost has been included.  
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A major omission is the cost of the Adverse Events Tray.  One tray will be needed for each 
team.  

Post Vaccination 

As noted earlier no post vaccination surveillance cost is included. This activity could be 
handled through the general health system or through a special program and will need to be 
thought about.  
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PROCUREMENT ARRANGEMENTS 

A.  Procurement Strategy  

1. The government’s procurement strategy is to procure vaccines through three different 
avenues to maximize the possibility of receiving vaccines in an efficient manner: (i) procurement 
of vaccines through bilaterally negotiated contracts with several vaccine manufacturers; (ii) 
procurement of additional doses through the COVID-19 Vaccines Global Access (COVAX) facility 
Advance Market Commitment mechanism (AMC); and (iii) through UNICEF by entering into direct 
contracting.  
 
2. Value for money in procurement will be achieved through (i) selecting candidate vaccine 
types that are best suited to the domestic logistics supply chain and distribution mechanisms; (ii) 
engaging with COVAX and manufacturers that have advantageous vaccine availability and 
delivery timelines, and (iii) entering into agreements on terms and conditions that are reasonable, 
noting the currently constrained market for vaccines globally. 
 
3. The main procurement packages proposed under this project include: 

(i) Vaccines in accordance with the qualification requirements of ADB APVAX 
financing.  These will be procured through bilateral deals, UNICEF and COVAX 
AMC.    

(ii) Cold chain logistics from international vaccine manufacturers to Colombo airport 
or port. 

(iii) Supply of ancillary items that are complimentary to vaccine implementation (e.g., 
syringes, safety boxes, personal protective equipment, etc.). 

(iv) Supply of smart devices (tablets, laptop computers, servers, and internet 
connectivity) for vaccination information monitoring system. 

(v) Transport services for vaccine distribution from central stores and staff movement 
for vaccination centers. 

(vi) Strengthening waste management by supplying incinerators and strengthening 
sewerage systems at defined hospitals.  

(vii) Strengthening supply chain management information system and electronic 
procurement system of the Ministry of Health, Medical Supplies Division, and State 
Pharmaceuticals Corporation of Sri Lanka.   

 
4. The Ministry of Health (MOH), the executing agency of the proposed project, effectively 
initiated procurement of vaccine and ancillary items through the State Pharmaceuticals 
Corporation of Sri Lanka (SPC). SPC is a state-owned entity established in 1971 under the State 
Industrial Corporations Act Number 49 of 1957. Since 1971 SPC has been operating as the 
procurement agent of the MOH for all medical supplies including all vaccination. Other works, 
goods and services will be procured by the Project Management Unit (PMU) of the ongoing ADB-
financed Health System Enhancement Project (HSEP).  
 
B.  Procurement Readiness  
 
5. Epidemiology Unit of the MOH is responsible for immunization of Sri Lanka, it has well 
established cold storage, distribution, vaccination, and post vaccination monitoring system. 
National deployment and vaccination plan for COVID-19 vaccination is already in place which 
ensures the readiness of the MOH.   
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6. Sri Lanka received confirmation of its participation in the COVAX Facility in January 2021 
and received the first allocation of 264,000 doses of vaccines (at no cost) on 7 March 2021.   

7. Sri Lankan government is actively pursuing bilateral deals with vaccine manufacturers. 
The government’s engagement to date is listed in Table 1: 

(i) Signed purchase agreements with the Serum Institute of India (SII) on 18 February 
2021 for 1.5 million doses of COVISHIELD vaccine (AstraZeneca/Oxford vaccine 
manufactured by SII). First 500,000 doses were received on 25 February 2021.   

(ii) Contract signed with the Gamaleya National Centre of Epidemiology and 
Microbiology for the purchase of 13 million Sputnik V vaccines doses. The first 
consignment of 15,000 doses arrived on 4 May 2021.   

(iii) Contract signed with Pfizer to purchase 5 million doses of BioNTech with Pfizer 
vaccine.  

(iv) Discussion with Sinopharm on purchasing 14 million doses of vaccine 
manufactured by Beijing Bio-Institute of Biological Products Co-Ltd is being 
finalized. 

Table 1: Vaccine delivery commitments of Sri Lanka (as of 14 May 2021) 
Source of funding Type of 

Vaccine 
Quantity 
(vaccine 
doses) 

Date Received Population covered (5% 
vaccine wastage applied) 

Number % 

Government of India 
(in-kind donation) 

Serum Institute 
of India: 
COVISHIELD 

500,000 28 January 
2021 

237,417 1.08 

COVAX-AMC first 
consignment 

Serum Institute 
of India: 
COVISHIELD 

264,000 7 March 2021 125,356 0.57 

Direct GOSL 
contract with Serum 
Institute of India 

Serum Institute 
of India: 
COVISHIELD 

1,500,000 500,000 doses 
received on 25 
February 2021. 
Balance doses 
expected in Q2 

712,251 3.24 

Government of the 
People’s Republic of 
China (in-kind 
donation) 

Sinopharm by 
Beijing Bio-
Institute of 

Biological 
Products Co-Ltd. 

600,000 Received on 
March 31, 2021 

284,900  1.30 

Direct GOSL 
contract with 
Gamaleya National 

Center of 
Epidemiology and 
Microbiology, Russia 

Sputnik V 

 

13,000,000 First 
consignment of 
15,000 doses 
arrived on 4 
May 2021 

6,172,840 28.06 

Direct GOSL contract 
with Pfizer 

BioNTech with 
Pfizer 

5,000,000 Contract signed 2,374,169 10.79 

Direct GOSL contract 
with Sinopharm 

Sinopharm by 

Beijing Bio-
Institute of 
Biological 

Products Co-Ltd. 

14,000,000 In the final 
discussion 

6,647,673 30.22 

COVAX-AMC 
second consignment 

Serum Institute 
of India: 
COVISHIELD 

1,426,000 Expected by 
end Q2 2021 

677,113 3.08 

APVAX = Asia Pacific Vaccine Access Facility, GOSL = Government of Sri Lanka, NMRA = National Medicines 
Regulatory Authority of Sri Lanka.   



3 

C.  Sri Lanka Vaccine Options 
 
8. MOH through SPC is in discussion with several vaccine developers as given in Table 1. 
The National Medicines Regulatory Authority (NMRA) review and approve the vaccines for use in 
Sri Lanka. The status of the review is given in Table 2. 
 

Table 2: Vaccine options being considered by NMRA (as of 14 May 2021) 

Vaccine 
Manufacturer 

Number 
of 
Doses 

Storage Temp 

Indicative 
Quantity to 
be purchased 
(Doses) 

NRA of Record 
Sri Lanka NRA 
status 

Serum Institute of 
India (AstraZeneca/ 
Oxford) 

2 +2°C to +8°C 
1.5 million  

Drug controller 
General of India  

Approved  

BioNTech with 
Pfizer 

2 -70°C 5 million 
European 
Medicines Agency 

Approved 

Gamaleya  2 -18°C 13 million  Russian NRA Approved 

AstraZeneca 
Institute UK 

2 +2°C to +8°C Unknown  
European 
Medicines Agency 

Reviewing 

Sinopharm 2 +2°C to +8°C 14 million PRC NRA Approved 

Sinovac 2 
Room 
temperature  

Unknown  PRC NRA Reviewing 

Bharat Biotech  2 +2°C to +8°C Unknown  
Drugs Controller 
General of India 

Reviewing 

NRA= National Regulating Authority, PRC= People's Republic of China. 



Donor Coordination Mechanism in Sri Lanka 
 
Sri Lanka has a donor coordination mechanism that links all health sector related donors. They 
include the Asian Development Bank (ADB), the World Bank, Japanese International Corporation 
Agency (JICA), the Global Fund to Fight AIDS, Tuberculosis and Malaria, and the UN technical 
partners World Health Organization (WHO), United Nations Population Fund (UNFPA), United 
Nations Children’s Fund (UNICEF), World Food Programme (WFP) and the Ministry of Health. All 
health sector delated donors meet every 2-3 months to share each partner’s support, 
implementation progress, and to learn of other partners support and better understand 
implementation issues.  
 
With the COVID-19 pandemic, the existing donor coordination mechanism was used to seek 
technical and financial assistance required by the Government of Sri Lanka.  
 
The main tasks carried out are below:  

• Assessments on Vaccine Introduction Readiness Assessment Tool (VIRAT) and the Vaccine 

Readiness Assessment Framework (VRAF). The final update is dated January 7, 2021.  

• Cold chain assessment and logistics assessment are also updated as of January 2021.  

• Providing input to the drafting of the National Deployment and Vaccination Plan, drafted 
and published on January 18, 2021.  

• Costing of the Vaccine rollout programme in Sri Lanka. 

• Technical interventions and collaboration to finalize the Vaccine requirement. 

• Developing of an innovative COVID-19 Immunization Tracker for Sri Lanka.  
 
The Ministry of Health in close collaboration with the Asian Development Bank and the World 
Bank, worked out the funding requirement to meet the COVID-19 vaccination rollout to cover 
80% of the population by end of 2022. The ADB will finance with US$ 150 million while the World 
Bank will finance with US$ 81 million from 2021 onwards for this purpose.   
 
The ADB APVAX RECOVER project financing will help procure vaccine doses to cover 18.2% of the 
population while the World Bank financing will support to fund 13.6% of the population. The ADB 
APVAX RECOVER project will also support the purchase of all required consumables, support the 
information systems at the Medical Supplies Division and the Epidemiology Unit, and the newly 
introduced COVID-19 Immunization Tracker. In addition, the ADB APVAX RECOVER project will 
further strengthen the medical waste management efforts taken by the Government of Sri Lanka.   
 
It is hoped that the funding made available by the ADB and the World Bank will support to further 
strengthen the health sector to better respond to COVID-19 and to support the vaccine rollout 
programme.  
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Medical Waste Management Plan for COVID-19 Vaccination Program in Sri Lanka 
 
 

I. BACKGROUND 
 
 
1. The expanded COVID-19 vaccination program in Sri Lanka is estimated to result in the 
need to discard around 32 million syringes and nearly 3.2 million vials. The large number of 
molecular biology (Polymerase Chain Reaction (PCR)) tests carried out (2,183,555 tests were 
carried out as of March 5, 2021) and the related solid and liquid waste due to these tests, the 
daily discarded Personal Protective Equipment (PPE) and masks in health care settings and 
quarantine centres) also add to the volume of waste generated due to COVID-19. In addition, a 
substantial additional volume of solid waste will also be generated by the public in the form of 
discarded PPE, discarded face masks and stationery items. Furthermore, the conversion of 
routine secondary care level hospitals as COVID-19 treatment hospitals, will require well-
designed wastewater management systems to treat the infectious COVID-19 effluents. 
  
2. This report is prepared to document the government of Sri Lanka’s legal and regulatory 
framework, as well as current practices for medical waste management; to identify possible gaps 
in service provision that could affect the success of a COVID-19 vaccination campaign; and to 
manage COVID-19 related waste including immunization waste.  
 
 

II. LEGAL AND REGULATORY FRAMEWORK 
 
3. Sri Lanka has a comprehensive and robust legal and policy framework to regulate and 
guide waste management including management of Medical Waste (MW). The overarching 
regulations on waste management is governed through the National Environmental Act (NEA) 
No. 47 of 1980 and its subsequent amendments. The Directorate of Environmental and 
Occupational Health and Food Safety (DE&OH) is the key unit within MOH that oversees the 
environmental compliance related to operations of the MOH. Sri Lanka is also a signatory to 
around 40 multilateral environmental agreements of which several are related to biosafety, health 
and sanitation, and hazardous waste. Relevant national regulations and requirements, and 
international guidelines on Medical Waste Management (MWM) are discussed in the succeeding 
sections. 
 

A. National Regulatory Framework Applicable to the Establishment and Operation of 
Waste and Health Care Facilities 

 
4. The national environmental act and its amendments provide guidance for sustainable 
development with the management of natural resources in Sri Lanka. It is also the basic national 
decree for protection and management of the environment which paved the way for the creation 
of the CEA. Several main regulatory provisions in the NEA implemented by the CEA allows 
assessment, management, and mitigation of environmental impacts.  
 

i. Environmental Impact Assessment 
 
5. The broader legal framework for the environmental impact assessment (EIA) process in 
Sri Lanka was laid down by the amendments made to NEA in 1988 through National 
Environmental (Amendment) Act, No. 56 of 1988. The provision relating to EIA is contained in 
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Part IV C of the NEA. The procedure stipulated in the Act for the approval of projects listed as 
prescribed projects requires submission of initial environmental examination (IEE) report and/ or 
EIA report. The list of ‘prescribed projects’ are included in a Schedule in an Order published by 
the Minister of environment in terms of section 23 Z of the act in the Gazette Extra Ordinary No. 
772/22 dated 24th June 1993. This amendment made EIA mandatory for certain projects in Sri 
Lanka and transformed the CEA as the main enforcement and implementing agency. 
 
6. Under the NEA, construction of any solid waste disposal facility having a capacity 
exceeding 100 tons per day and construction of waste treatment plants treating toxic and 
hazardous waste are considered as ‘prescribed projects’ due to their potential environmental 
impacts during construction and operation. 

 
ii. Environmental Protection License 

 
7. The Environmental Protection License (EPL) is a regulatory/legal tool that has been 
introduced to control and prevent pollution from waste discharges through the adoption of 
appropriate pollution abatement technologies. The activities for which EPL is required are 
stipulated in the Gazette Notification No. 1533/16 dated 25 January 2008. The NEA specifies 
categories of ‘prescribed projects’ which would need to comply with these regulations and are 
supported by gazetted discharge and emission standards depending on the industry type as well 
as the receiving environment. 
 
8. Part A of the schedule of the Gazette Notification No. 1533/16 includes the following 
activities related to waste management for which EPL is required: 
 

• Solid waste recovery, recycling, or processing plants having a capacity of 10 or more 
metric tons per day. 
 

• Solid waste disposal facility having a disposal capacity of 10 or more metric tons per day. 
 

• All toxic and hazardous waste treatment facility or disposal facilities or recycling/ 
recovering or storage facilities. 

 

• Health care service centers generating infectious wastes, including medical laboratories 
and research centers. 

 
9. The EPL regulation classifies industries into three categories, namely, A, B, and C 
corresponding to the high, medium, and low polluting potential of the relevant activity 
discharging/emitting waste into the environment. While EPL for A and B categories are directly 
administered by the CEA, issuing EPL for category C is delegated to the local authorities under 
the powers of the NEA. CEA has published standards for various parameters such as effluent 
quality, air quality, noise, and interim standards for vibration. 
 

iii. Disposal of Scheduled Waste 
 
10. The National Environmental (Protection & Quality) Regulations No.1 of 2008 published 
through Gazette notification No. 1534/18 (dated 25.01.2008), deals with hazardous waste from 
specific and nonspecific sources and these wastes are called scheduled waste. Any effluent 
discharges and waste discharges (scheduled waste) should conform to the standards. The 
notification has three parts and eight schedules of which part I deals with the issue of 
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environmental protection license for emission/disposal of waste, and part II deals with the issue 
of license for the management of scheduled waste (Hazardous Waste) and part III on general 
matters including definitions and the effectiveness and validity of the license issued under 
National Environment (protection and quality) regulation No. 1 of 1990 published in Extraordinary 
Gazette No. 595/16 of February 1990. The eight schedules include the tolerance limits, 
applications, formats for reporting, categorization of non-specific and specific waste etc.  
 

iv. Other Regulations Related to Pollution Control enacted under the 
provisions of NEA  
 

Table 1: Other Laws, Regulations and Policies Related to Pollution control 
Laws and regulations Provisions and main content Applicability to the project 

National Environment (Ambient Air 
Quality) Regulation 1994 and 
Amendment of Gazette Notification 
Number 1562/22 dated 15th August 
2008. 

Establishes permissible ambient air 
quality standards during proposed 
project activities. 

Ambient air quality should be 
established before construction and 
be monitored during construction, 
especially activities involving 
earthwork. 

National Environment (Noise 
Control) Regulations 1996. Gazette 
Notification Number 924/12 dated 
23rd May 1996.  
National Environmental (Vehicle 
Horns) Regulations, No. 1 of 2011 

Regulates maximum allowable noise 
levels for construction activities 
during subproject activities 

Noise levels should be strictly 
monitored for conformity, especially 
during excavations and backfilling. 

Pradeshiya Sabha Act, No. 15 of 
1987 
National Environmental 
(Municipal Solid Waste) 
Regulations No. 1 of 2009 
 

Regulates dumping municipal solid 
waste at any place other than places 
designated for such purpose by the 
relevant local authority during 
proposed project activities. 

Municipal solid waste (MSW) 
generated in hospitals are mostly 
handed over to relevant local 
authority. 

 
v. Draft National Policy on Medical Waste Management 

 
11. The government drafted a comprehensive national policy on health care waste 
management in 2001.1 This policy covered three main sections as: 
 

(i) General considerations on MWM and the institutional mechanism for policy 
implementation that should be set up at national level. 
 

(ii) Provisions for the safe management of MW in medical institutions, including 
regulations and MWM plans. 
 

(iii) Provisions for the implementation of and the monitoring of MWM plans at national and 
provincial levels including legislation, provision of human and financial resources, 
training and awareness and participation of the private sector.2 
 

12. The institutional mechanism for implementing the national policy was envisaged under 
three levels of management as: at the central level, at the provincial level and at the local level.  
 
13. Although this national policy on health care waste management remains as a draft, it has 
been well-adopted and implemented by healthcare facilities in the country. 

 
1 The policy document is titled as Health-care waste management National Policy. 
2 Government of Sri Lanka, Ministry of Health. 201. Draft National Policy on Health Care Waste Management. 
Colombo.   
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vi. National Guidelines on Medical Waste Management 
 
14. The draft national guidelines for health care waste management in 2001 include features 
to (i) provide a better understanding of the fundamentals of MWM planning and (ii) direct HCFs in 
setting necessary procedures and standards to comply with policy and legislative requirements. 
These have been drafted in a form that provides all fundamental elements that should be 
integrated into future legislation specific to MW. Although guidelines were reviewed by the 
National Committee on Clinical Waste Management (NCCWM) as well as the MOH, it did not 
receive formal endorsement by the government. 
 
15. These draft national guidelines contain both practical and conceptual information on MWM 
covering four main sections: 
 

(i) Definition and categorization of MW, including potential harmful effects that can result 
from its improper management.  

 
(ii) Procedures for segregation, packaging, labelling, collection, storage, transportation, 

and disposal (including the selection of appropriate treatment and disposal 
technologies for MW) that should be applied and followed by all HCFs in the country. 

  
(iii) Instructions for the implementation of health care waste management plans, including 

detail description of duties and responsibilities of health care provider at various levels. 
  
(iv) Instruction for personnel of Central and Provincial Health Services who oversee MWM 

to ensure smooth implementation of the guidelines and to set up regular monitoring 
mechanisms.  

 
16. In 2007, concise guidelines for MWM were prepared under the Hospital Efficiency and 
Quality component of the Sri Lanka Health Sector Development Project3 based on the detailed 
draft guidelines prepared in 2001. The concise guidelines which mainly contain sections in waste 
categorization and health care waste management procedures have been formally adopted and 
incorporated into the Handbook of Infection Control.  
 

a. Code of Hygiene 
  

17. Management of MW is an integral part of hospital hygiene and infection control that must 
be reinforced with internal rules. In 2008, the government developed a comprehensive Code of 
Hygiene that completed the existing Infection Control Handbook. The national code of hygiene 
contains recommended MWM procedures and is seen as part of an overall set of actions to control 
the hygiene conditions within the hospital. It sets out duties and responsibilities of medical and 
non-medical staff regarding hygiene procedures to be applied, recommended practices to 
maintain high level of hygiene and ongoing management and managerial activities to be carried 
out in the hospital. The code of practice must be implemented along with the MWM guidelines.  
 
18. National Color code. In 2006, the MOH developed a national color code for implementing 
a uniform system for separating MW streams based on the type of waste, treatment, and disposal 
methods. The code recommends technical specifications for bags and bins to be used for different 
waste types. The national color code identifies 7 specific categories.  
 

 
3 Financed by the World Bank 
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Table 2: National Color Code for Segregation of MW 
Color Category Contents 

Yellow Infectious Cultures or stocks from microbiology, tissues from surgeries/autopsies, 
material, or equipment in contact with blood or body fluids soiled linen, 
dialysis equipment such as tubing and filters.  

Yellow with red strips Sharp waste Sharps, needles and IV sets contaminated with body fluids  

Black General waste General or municipal waste that is uncontaminated  

Green Biodegradable 
waste 

Garden, kitchen, and food waste  
 

Red Glass waste Uncontaminated drink bottles, water bottles  

Blue Paper waste Paper, cardboard and office stationery  

Orange Plastic waste Uncontaminated plastic medicine bottles, saline bottles without IV sets, 
plastic bags  

 
19. The national policy on MWM to this date remains a draft as all attempts for its formal 
adoption in the past have not been successful. As a result, there have been no legal enactments 
made to operationalize the policy. As such, to this date, the national policy, and guidelines on MW 
management serves as a broad guideline only with no mandatory binding legal requirement. The 
only legal requirement for MW in Sri Lanka stems from the NEA, as explained below. 
 

vii. Guideline for Management of COVID-19 Infectious Waste 
 
20. The DE&OH of MOH in March 2020 issued a guideline to manage COVID-19 related 
infectious waste (please refer Annex 1 of this report). As per this guideline, the infectious waste 
generated from any public HCF treating COVID-19 cases shall be treated only through 
incineration and/or MetaMizer.4 
 
21. Furthermore, the guideline directs all such HCFs in Western, Central and Southern 
provinces to handover the infectious waste to Sisili Hanaro Encare (Pvt) Ltd for incineration. HCFs 
in other provinces are required to use either incinerators or MetaMizers located on-site.  
 

vii. Factories Ordinance under Labour Code of Sri Lanka  

 
22. An ordinance developed to make provisions for the safety and welfare of workers in 
factories. The ordinance include several parts as, (i) Regulation of Factories and Approval of 
Factory Buildings, (ii) Health (General Provisions), (iii) Safety (General Provisions), (iv) Welfare 
(General Provisions), (v) Health, Safety and Welfare (Special Provisions and Regulations), (vi) 
Notification and Investigation of Accidents and Industrial Diseases, (vii) Employment of Women 
and Young Persons Hours and Holidays, (viii) Special Applications and Extensions, (ix) Home 
Work, (x) Miscellaneous, (xi) Administration, (xiii) Offences, Penalties and Legal Proceedings5, 
(xiv) Application of Ordinance, and (xv) Interpretation and General Interpretation.  
 
23. This ordinance adequately address special needs to be satisfied at workplace with respect 
to women and young. This ordinance under the labour code of Sri Lanka aims to create an 
environment for occupational safety and health at all workplaces and secure workers welfare 
requirements. 

 
viii. National Institute of Occupational Safety and Health Act, No. 38 of 2009 

 
4 This is a unit developed by medivac company, Australia which simultaneously uses steam-based sterilization and 
shredding to treat clinical waste. A volume reduction of 90% and weight reduction of 30% of waste could be achieved 
through the process and the processed material which is granular in nature can be recycled or buried in landfills safely. 
5 Part XII- Sections 106 and 107 repealed by Law, No.12 of 1976. 
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24. The act provides for the establishment of the national institute of occupational safety and 
health and the formulation of a policy on occupational safety and health standards. The act aims 
to create an environment for occupational safety and health at all workplaces to protect both the 
employers and employees.  
 

B. Relevant International Agreements, Conventions and Best Practices 
 
25. The government has been a party to several biosafety, health and sanitation and 
hazardous waste management as listed in Table 2. 
 

Table 3: International Agreements to which Sri Lanka is a Party and Best Practices 
Agreement Ratification date Objectives 

Biosafety, Health and Sanitation 

Biological weapons 
convention (1972) 

26 March 1975 The convention on the prohibition of the development, 
production and stockpiling of bacteriological (biological) 
and toxin weapons and on their destruction. 

Agreement on the application 
of sanitary and phytosanitary 
measures (1995) 

1995 Broadly, the sanitary and phytosanitary measures covered 
by the agreement are those aimed at the protection of 
human, animal or plant life or health from certain risks. 

Cartagena protocol on 
biosafety (2000) 

11 September 2003 The Cartagena protocol on biosafety to the convention on 
biological diversity is an international agreement on 
biosafety as a supplement to the convention on biological 
diversity. 

Hazardous chemicals, waste and emissions 

Basel convention on the 
control of transboundary 
movements of hazardous 
wastes and their disposal 
(1989) 

28 August 1992 To reduce transboundary movements of hazardous waste; 
to dispose of hazardous and other waste as close as 
possible to the source; to minimize the generation of 
hazardous waste; to prohibit shipments of hazardous 
waste to countries lacking the legal, administrative and 
technical capacity to manage & dispose of them in an 
environmentally sound manner. 

Rotterdam convention (1998) 19 January 2006 To promote shared responsibility and cooperative efforts in 
the international trade of certain hazardous chemicals, to 
protect human health and the environment; to contribute to 
the environmentally sound use of those hazardous 
chemicals by facilitating information exchange, providing 
for a national decision-making process on their 
import/export. 

Stockholm convention on 
persistent organic pollutants 
(POPs) (2001) 

22 December 2005 To protect human health and the environment from 
persistent organic pollutants (POPs). Guidelines on best 
available techniques and provisional guidance on best 
environmental practices on Persistent Organic Pollutants 
have been issued including those specific to medical waste 
management including incineration. 

Kyoto Protocol (1997) 3 September 2002 Kyoto Protocol demands an emission reduction of climate-
affecting gases in various industrial sectors. 

Paris Agreement (2015) 21 September 2016 Paris Agreement is a legally binding international treaty on 
climate change. Its goal is to limit global warming to well 
below 2, preferably to 1.5 degrees Celsius, compared to 
pre-industrial levels. 

International best practices 

Standards and best practices 
to operate a health care 
laboratory. 
 
WHO Technical Guidance on 
Coronavirus disease (COVID-

These Technical 
Guidance will help: 
(i) to establish 
laboratories and 
standard testing 
methods to be 
adopted in testing for 

Follow recommendations and Guidelines of: 
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19): Infection prevention and 
control / WASH 
 

COVI-19 virus, and 
(ii) determine the risk 
of COVID-19 virus 
infection of all MWs 
who have been 
exposed to a COVID-
19 patient/samples 
and then provides 
recommendations 
for appropriate 
management of 
these MWs, 
according to their 
infection risk. 

• Laboratory testing for coronavirus disease 2019 
(COVID-19) in suspected human cases. Interim 
guidance 2 March 20206 

• Water, sanitation, hygiene, and waste management 
for the COVID-19 virus - Interim guidance 19 March 
20207 

• Other Technical Guidance published by the WHO: 
Coronavirus disease (COVID-19) technical 
guidance: Infection prevention and control / WASH8 

• ISO 15189 (2003): Medical laboratories — Particular 
requirements for quality and competence 

• Specific Criteria for Medical/Clinical Testing 
Laboratories: Sri Lanka Accreditation Board (SLAB), 
2015 

• Guidelines on the Establishment of Accreditation of 
Health Laboratories, WHO, 20079 

Laboratory quality standards and their implementation., WHO, 
201110 

 
 

III. CURRENT PRACTICES IN MEDICAL WASTE MANAGEMENT 
 
26. The WHO categorizes MW in to three broad categories: (i) non-hazardous or general MW; 
(ii) hazardous MW (chemical/ radioactive) and (iii) hazardous MW (infectious).11 Approximately 
75-90% of MW include non-hazardous waste which include waste generated from administrative, 
kitchen and housekeeping functions at HFCs and may also include packaging waste and waste 
generated during maintenance of health care buildings. The remaining 10-25% is considered as 
hazardous waste which may pose a variety of environmental and health risks. 
 
27. Sri Lanka has 9 provinces and 26 health districts or regions as presented in Table 3.12  
 

Table 4: List of Health Districts in Sri Lanka 
Province Health district 

Western Colombo, Gampaha, Kalutara 

Southern Galle, Matara, Hambantota 

Central Kandy, Matale, Nuwara Eliya 

Sabaragamuwa Kegalle, Ratnapura 

Uva Badulla, Monaragala 

North central Anuradhapura, Polonnaruwa 

North western Kurunegala, Puttlam 

Northern Jaffna, Kilinochchi, Mannar, Vavuniya, Mullaitivu  

Eastern Trincomalee, Batticloa, Ampara, Kalmuni 

 
28. As per the 2018 statistics provided by the MOH, an estimated amount of 20-23 metric tons 
of MW is produced in the country daily. Segregation of MW is practiced in these HCFs and they 
are stored separately. The MW generated in government HCFs in these regions are treated using 

 
6 https://apps.who.int/iris/bitstream/handle/10665/331329/WHO-COVID-19-laboratory-2020.4-
eng.pdf?sequence=1&isAllowed=y 
7 https://www.who.int/publications-detail/water-sanitation-hygiene-and-waste-management-for-covid-19 
8 https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/infection-prevention-and-
control 
9 https://www.who.int/ihr/training/laboratory_quality/11_cd_rom_publications_sea_hlm_394.pdf 
10 https://apps.who.int/medicinedocs/documents/s22409en/s22409en.pdf?ua=1 
11 World Health Organization (2014). Safe management of wastes from health-care activities (Second edition) 
12 These health districts are related to administration of health facilities in the country. There are 25 administrative 
districts in the country. 
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both onsite and off-site systems. Following section discuss how MW is managed by government 
HCFs in the nine provinces of the country. 
 

1.  Handling of Non-Hazardous Solid Waste 
 
29. The non-hazardous waste generated in hospitals are mostly given to local authorities for 
disposal. Waste like cardboard are collected by scrap collectors. There is a demand for kitchen 
and used food waste from piggeries, therefore farmers collect such waste from many of these 
HCF. Such food waste is also used for composting by local authorities. However, delays in 
collecting such wastes are a common issue in the country. Under such situations, some HCFs 
tend to use burial pits (especially the food waste) or burn such waste using drum incinerators or 
do open burning.  
 

2. Handling of Hazardous Solid Waste 
 
30. MOH, CEA and a private entity (Sisili Hanaro Encare (Pvt) Ltd) had signed a tripartite 
agreement to handle all types of clinical waste generated in public health institutions located in 
Western, Central and Southern Provinces. In July 2019, a new agreement was signed by these 
three parties extending this for another 10 years. The list of such institutes is provided in appendix 
A1 of this agreement. The agreement extends to other provinces for collection and safe disposal 
of cytotoxic waste generated by public health institutes in such provinces. The list of such HFCs 
is listed under list A.2 of same appendix. 
 
31. The types of clinical waste listed in this agreement are as follows: 
 

Type I – General clinical waste (Bandages, IV cannula etc.) 
Type II – Sanitary waste (Sanitary napkins, Diapers etc.) 
Type III – Sharps (Syringes, Sutures, Slides etc.) 
Type IV – Cytotoxic waste and expired pharmaceuticals 

 
32. Sisili Hanaro Encare (Pvt) Ltd has established an incinerator and storage facility (30 
containers) extending within a land lot of two acres. The facility is setup in a land lot located at 
Kerawalapitiya within the zone which was declared as a waste management park by the Sri Lanka 
Land Reclamation and Development Corporation (SLLRDC) in 2017. This multi-chamber 
incinerator operates between 1000 – 1200 0C with possibility to operate at over 1400 0C with a 
capacity of 20 metric tons per day. The facility is operated with an EPL and complying with national 
emission standards. The facility also complies with Best Available Technologies (BAT) and Best 
Available Practices (BAP) as noted in Stockholm Convention.  Around 10 metric tons of clinical 
waste is incinerated at this facility daily and the ash is given to brick makers.  
 
33. As per the agreement, Sisili Hanaro Encare (Pvt) Ltd must provide color coded packaging 
for in-hospital waste segregation and storage. This facility and its operations are subjected to a 
standards and conditions check by the CEA once in three months.  
 
34. The project financed by the Australian government had setup five dual chamber 
incinerators complying with BAT and BAP and operated with EPL (2 in northern province, one 
each in Batticaloa, Badulla and Polonnaruwa districts) and 20 metaMizer units. These incinerators 
and metaMizer units were to be operated on a cluster basis, where MW waste collected from 
selected HCFs in the nearby areas were to be brought to such facility for incineration or 
sterilization and shredding through the metaMizer units which on average handle around one 
metric ton daily (around 5 cycles are done daily). This rate could be increased if a greater number 
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of cycles could be conducted and more waste is brought for shredding. All these facilities are 
operational, but due to insufficient fund sources the clustering operation has not been a success.  
 
35. Other than these facilities there are another 30 – 40 two chamber incinerators installed 
within the country. All these incinerators are operated with EPL and confirms to national emission 
standards. 
 
36. The COVID-19 pandemic resulted to an increase in waste generation from hospitals, 
laboratories and other health facilities. Wastes generally consists of the personal protective 
equipment (PPE) used by medical frontliners and their patients. These wastes have been 
adequately handled through the existing systems as discussed above. 
 

3.  Handling of Pathological Waste 
 
37. Pathological waste includes human tissues, organs, body parts, fetuses and other similar 
waste from surgery, biopsies, and autopsies. All anatomical waste is usually incinerated in 
crematoriums. However, the hospital infection control manual (2005) developed by Sri Lanka 
college of microbiologists provides guidance for safe burial of such waste and burning of 
contaminated dressings, cotton swabs and drip sets in a concrete lined pit (after collecting in 
yellow bags) which is practiced in some public HCFs. 
 
38. As per the directive by the government, all remains of COVID-19 diseased patients so far 
have been cremated at the nearest crematorium along with the PPE used by the staff who handle 
such remains. A thorough disinfecting process also follows involving such staff, vehicles and other 
equipment. 
 

4.  Handling of Radioactive Waste 
 
39. As directed under chapter VI of Sri Lanka Atomic Energy Act, No. 40 of 2014 on 
radioactive waste, the HCFs who use such radioactive material shall collect and store the 
radioactive waste in appropriate containers and return to the atomic energy authority.  
 

5.  Handling of Health Care Wastewater 
 
40. Health care wastewater includes: (i) blackwater (sewage) which is highly polluted 
wastewater that contain high concentrations of fecal matter and urine, (ii) graywater (sludge) 
containing more dilute residuals from washing, bating, laboratory processes, laundry and 
technical processes, and (iii) stormwater which is the rainfall collected on HCF roofs, grounds, 
yards and paved surfaces. 
 
41. While public HCFs have proper stormwater drainage systems which are operational at 
varying degrees this water usually ends up at a common discharge point nearest to the HCF. 
However, the treatment of blackwater and graywater differs especially in tertiary and secondary 
public HCFs. Some of the public (secondary) HCFs designated for treatment of COVID-19 
patients are operated with centralized Sewage and graywater Treatment Plants (STP) and 
majority operate with decentralized system which includes septic and soakage tanks. These 
treatment plants are designed considering the bed capacity. Of the COVID-19 designated public 
HCFs, around 18 have centralized aerobic STPs. While some HCFs have been installed with new 
STPs most of the existing and old plants do not properly operate mainly due to lack of 
maintenance and expansions made to hospitals after such STPs were installed. Further these 
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STPs should operate with a valid EPL from CEA. However, information from CEA reveals that 
there are many delays in obtaining the EPL by respective HCF or by MOH. 
 
42. Radioactive effluents are discharged into retention tanks where they are left until the 
radioactivity is decayed to back-ground level and then discharged into septic tanks. However, 
most of these retention tanks and septic tanks need to be renovated (e.g. tanks in Maharagama 
cancer hospital). 
 

 
IV. MONITORING OF MEDICAL WASTE MANAGEMENT 

 
43. At present, the DE&OH is the focal at MOH who monitors the management of health care 
waste. The EPL which is an annual license needs yearly renewal. Therefore, the CEA as the 
regulatory authority in issuing EPLs, conduct annual visits and inspects these sites to assess the 
present level of operations before issuing the renewal. 
 
44. In terms of documentation, the DE&OH has adopted the COVID-19 Vaccine Introduction 
Readiness Assessment Tool (VIRAT) developed in December 2020 by WHO in collaboration with 
the Pan American Health Organization (PAHO). The tool monitors four core areas: (i) planning 
and management; (ii) supply and distribution; (iii) program delivery; and (iv) supporting systems 
and infrastructure to be utilized in the COVID-19 immunization waste management. 
 
 

V. GOVERNMENT’S PLAN IN MANAGING COVID-19 WASTE 
 
45. Comparatively, Sri Lanka is one of the countries in the world which was successful in 
handling the COVID-19 pandemic by keeping the total number of cases to less than 90,000 and 
deaths below 500 as of March 2, 2021. As noted under legal and regulatory framework of this 
report, the health authorities were instrumental in issuing guidelines in managing COVID-19 
infectious waste in the early stage of the pandemic. The following strategies have been adopted 
and will continue to be implemented: 
 
46. Immunization waste segregation at point of waste generation. The concept of waste 
minimization/ separation will continue be used in reducing the amount of waste handled and its 
associated cost. Separation of waste is most effective when done at the source, e.g., a syringe 
becomes hazardous waste after use, but its original package does not. Therefore, packaging can 
be placed into a non-hazardous waste container, but the needle and syringe are considered 
infectious and should be placed into a sharps bin. This process minimizes the quantity of waste 
labeled as hazardous.  
 
47. Immunization waste collection and transport at site. Guidelines on COVID-19 waste 
management provides instructions on how such wastes shall be handled, collected and 
transported. It also provides guidance to staff who transport this waste to processing/ disposal 
sites. Existing transport systems for disposal of MW have many shortcomings including 
insufficient transport vehicle fleet. The proposed project to be funded by ADB shall assist the 
government in strengthening the transportation of MW to selected processing/ disposal facilities. 
 
48. Immunization waste treatment and disposal. The guideline states that COVID-19 
infectious waste needs to be treated within 24 hours from disposal. All vaccination centers 
conduct on-site waste segregation. The segregated waste is transported to the nearest secondary 
HCF. The waste collected in Western, Central and Southern Provinces are taken by Sisili Hanaro 
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Encare (Pvt) Ltd for incineration. In other provinces these are incinerated or shredded through 
metaMizer units or burned in concrete pits. This waste is usually treated (incinerated or shredded) 
in the same day, but all these facilities have adequate storage to store such waste if they cannot 
be treated within the same day as they were transported. However, the project could support in 
providing concrete pits to temporarily store the bottom ash from incinerators and residue from 
MetaMizer units. 
 
49. Training on MWM. Staff handling infectious waste need to be educated on how best to 
protect them from contamination. Waste separation at source which is practiced by medical staff 
involved in the vaccination program could be improved by highlighting the need to reduce the 
amount of waste labeled as hazardous waste. 
 

VI. CONCLUSION 
 
50. A set of comprehensive and robust laws and policies are available in Sri Lanka in handling 
MW. These include the laws and regulations enacted through the NEA and by MOH. At the onset 
of COVID-19 pandemic of in the country the DE&OH of MOH has issued clear guidelines in 
management of COVID-19 infectious waste. Therefore, the vaccination waste generated through 
the proposed vaccination program which is also be supported by ADB shall be managed through 
the existing systems in MW management. 
 
51. Activities under output four proposed under the project shall further strengthen the 
management of MW including the waste generated through the vaccination program and 
treatment of COVID-19 patients in COVID-19 designated hospitals. 
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Annex 1: Guideline for management of COVID-19 infectious waste 
 

 



13 
 

 


