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Abbreviations

APHL Association of Public Health Laboratories

BSL Biosafety Level

BWC Biological Weapon Convention

DGHS Director General of Health Services

FAO  Food and Agriculture Organization of the United Nations
GoSL Government of Sri Lanka

GMO Genetically Modified Organisms

IHR International Health Regulations

JEE Joint External Evaluation

LMO Living Modified Organisms

NPQS National Plant Quarantine Services

WOAH (OIE)  World Organization for Animal Health (Office International des Epizooties)
SOPs Standard Operating Procedures

WHO World Health Organization

NIDP National Inventory of Dangerous Pathogens
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Biosafety and Biosecurity are critical disciplines that focus on the safe handling, containment, and ethical
use of biological agents’' data, and technologies. Implementing biosafety measures prevents
unintentional exposure to biological agents or their inadvertent release. Biosecurity is implemented for
the protection, control, and accountability of biological agents and/or equipment, skills, and data to
prevent their unauthorized access, loss, theft, misuse, diversion, or intentional release. These fields play
a pivotal role in protecting human health, animal health, the environment, agriculture (One Health) as
well as national security by minimizing the risks associated with biological hazards’and preventing their

potential misuse.

Globally, International Health Regulations (IHR) - 2005 of World Health Organization (WHO), the
Biological Weapons Convention (BWC), and the United Nations Security Council Resolution 1540 are
related to Biosafety and Biosecurity. The Government of Sri Lanka agrees that the implementation of IHR
- 2005 is a priority agenda as it pertains to national and international health security. The Quarantine
Unit and Epidemiology Unit of the Ministry of Health are the co- National focal points of IHR - 2005.

Furthermore, Sri Lanka is in a unique geographical location conducive to international trade, travel, and
warfare including the threats of bioterrorism and the introduction of biological weapons to the country.
The BWC is the first multilateral disarmament treaty that was implemented to ban the development,
production, and stockpiling of an entire category of biological weapons of mass destruction and Sri Lanka
signed the ratification of the convention on 18™ November 1986. The focal point for the national
implementation of BWC in Sri Lanka is the Disaster Preparedness and Response Division (DPRD), Ministry

of Health, Sri Lanka.

Sri Lanka has laboratories for diagnostic, reference, research, quality control, training, and biotechnology
in both public and private sectors that handle, store, and dispose of biological agents. Biological agents
are classified into four different hazard groups® based on the ability to infect healthy individuals, the
severity of infections caused, and the availability of treatment and vaccines. The Ministry of Health has a
strong laboratory governance structure that facilitates the smooth functioning of laboratories in health
institutions. All laboratories have core requirements and most of the clinical, diagnostic, and reference
laboratories have heightened control measures. At present, there are no laboratories in the country
equipped with maximum containment measures. As a result, and the lack of infrastructure and
resources to handle biclogical agents, classified as hazard groups 3 and 4 has raised significant concerns.

. biological agent - a microorganism, biological toxin, particle, or otherwise infectious material, either naturally occurring or
genetically modified, may have the potential to cause infection, toxicity, or otherwise create a biohazard to humans, animals, or

plants.
. Biological hazards -bacteria, viruses, parasites, and fungi or their toxins that pose harm or threat to the health of humans and

other living organisms

* Four hazards group —

®  Hazard group 1 (HG 1): Biological agent that is unlikely to cause human disease.

»  Hazard group 2 (HG 2): Biological agent that can cause human disease and may be a hazard to employees but is
unlikely to spread to the community and there is usually effective prophylaxis or treatment available.

»  Hazard group 3 (HG 3j: Biological agent that can couse severe human disease and may be a serious hazard to
employees and it may spread to the community but there is usually effective prophylaxis or treatment available.

*  Hazard group 4 (HG 4): Biological agent thar causes severe human disease and is a serious hazard to employees and it
is likely to spread to the community and there is usually no effective prophylaxis or treatment available.




In Sri Lanka, pathogen control measures, including engineering controls, administrative controls, safe
practices and procedures, and primary barriers (personal protective equipment), are implemented in"’
most laboratories to prevent accidental exposure to biological agents. Furthermore, standards for
physical containment and operational handling to prevent any theft, misuse, or intentional release of
biological agents are maintained in many laboratories. However, containment failure reporting systems,
oversight, monitoring, and enforcement mechanisms of Biosafety and Biosecurity are not well
established in laboratories. In Sri Lanka, Biosafety risk assessments are done by the Biosafety
Committees in major research institutes and Infection Prevention and Control committees at hospitals.
However, Biosafety and Biosecurity audits of laboratories are not routinely conducted.

The Sri Lanka Accreditation Board (SLAB) provides laboratory accreditation based on the quality and
competence requirements outlined in 1SO 15189 and 1SO/IEC- 17025 standards. However, 5035001 and
ISO 15190:2020, which address bio risk management and laboratory safety standards, respectively, have

not yet been fully implemented.

While there is no dedicated certification body for government laboratories, the Private Health Services
Regulatory Council under the Ministry of Health issues licenses for private sector laboratories. However,
these licensing requirements do not sufficiently address Biosafety and Biosecurity standards.

A comprehensive multisectoral training programme for the trainers and laboratory workers on Biosafety
and Biosecurity to develop knowledge, attitudes, and skills on good microbiological practices and
procedures has been identified as a priority area in Sri Lanka. However, training programmes at
laboratories and other facilities have a limited biosafety and biosecurity component. On-the-job training
is mainly conducted at the institutional level, according to local protocols. Laboratory staffs that are
responsible for the shipment of biological specimens were trained on international shipping regulations.

The dual-use research® has raised serious concerns for Biosecurity due to the possibilities of misuse of
end products and /or data. The ethical aspects of dual-use research are minimally addressed in Sri Lanka
and a code of conduct for dual-use research is not available in the country.

Laboratories and other facilities® that handle, process, store, and dispose of biological agents in human
health, animal health, plant, agricultural, and environment sectors, maintain institutional records of
dangerous pathogens and their toxins. The National Inventory of Dangerous Pathogens (NIDP) in Sri
Lanka is being implemented.

1.2. Purpose and Context

In Sri Lanka, there are several sectoral policies, acts, and action plans, related to Biosafety and
Biosecurity e.g. Quarantine and Prevention of Disease Ordinance (1897), Food Act (1980), Animal
Diseases Act (1992), Plant Protection Act (1999), Seed Act (2003), Civil Aviation Act (2010) Sri Lanka Ports
Authority Act (1979), Sri Lanka Disaster Management Act (2005), National Environmental Act (2000).
The Ministry of Environment has developed a national policy on biosafety based on the Cartagena
Protocol, for the safe transfer, handling, use, and release of Genetically Modified Organisms (GMO)°® and
Living Modified Organisms (LMO) relevant to plants and animals with regulations. This policy is currently
in the stage of being enacted into law.

‘ Dual-use research -Research which has the potential to provide knowledge, information, products, or technologies that could
be directly misapplied to create a significant threat with potential consequences to public health and safety, agricultural crops
and other plants, and other plants, animals, and the environment

> Facilities - e.q. Transit places in curriers, quarantine place, green houses

¢ 6GMO and LMO -Any living organism that possesses a novel combination of genetic material obtained through the use of
modern biotechnology; Living madified organisms (LMOs) are also commonly referred to as genetically modified organisms
(GMOs)




The “Biosafety Manual for Medical Laboratories, 2™ edition — 2014” was developed by the Sri Lanka
College of Microbiologists to provide guidance, information, and knowledge on Biosafety and Biosecurity
for healtheare workers in the human health sector. It provides the framewaork for institutional Biosafety
programs and specifies the requirements for conducting controlled activities with biological material.
However, there is no comprehensive multisectoral national policy or national strategic plan to identify,
implement, and monitor the Biosafety and Biosecurity standards in Sri Lanka.

1.3. Raticnale

Sri Lanka is fully committed to strengthen the IHR core capacities to meet ob[ngahons specified under the
IHR 2005 and Global Health Security Agenda. In the joint external evaluation conducted both in 2017
and 2023, Sri Lanka received very low scores in the Biosafety and Biosecurity technical area. Several
priority actions were identified to improve this area. The development of a Biosafety and Biosecurity
policy was recognized as a key priority for successfully implementing the International Health

Regulations (IHR) 2005 in Sri Lanka.

Policies and strategies to-prohibit and prevent the development, production, stockpiling, acquisition, or
retention of biological weapons in Sri Lanka are vital for implementing the BWC and ensuring national
health security.

The Government of Sri Lanka has identified the importance of ensuring Biosafety and Biosecurity in the
laboratories and other facilities of all related sectors. Developing and implementing a National
Laboratory Policy on Biosafety and Biosecurity is a crucial step to ensure Biosafety and Biosecurity in
laboratories across the human, animal, plant, agriculture, and environmental sectors. This policy will
protect laberatory workers, the community, and the environment, while securing dangerous pathogens.

The policy for Biosafety and Biosecurity was a long-awaited need of the country and will serve as a
starting point for streamlining the Biosafety and Biosecurity system in Sri Lanka. Additionally, this will
contribute to enforcing health security at the national and international levels.

2. Policy Principles

Censider the ethical principles of beneficence, non-maleficence, and confidentiality
Adherence to international standards on Biosafety and Biosecurity

Quality and safety to ensure good health outcomes

Multidisciplinary and multi-sectoral approach

Stakeholder empowerment for safe and secure Biosafety and Biosecurity practices

Cost effectiveness and accountability
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3. Policy Statement
1. A comprehensive, multisectoral, Biosafety, and Biosecurity system in Sri Lanka for humans,

animals, plants, agriculture, and the environment

2. Adoption of the Biological Weapons Convention in Sri Lanka

4. Policy Goal
Protection of laboratory workers, community, and the environment from adverse effects of accidental
exposures to or inadvertent release of biological agents and prevention of unauthorized access to

harmful biological agents to avoid loss, theft, misuse, or intentional release.
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5. Applicability and Scop

This policy encompasses the safe and secure handling, processing, storage, manipulation, transport, and
disposal of biological agents arising from human, animal, plant, agriculture, and environmental origin in
all laboratories and other facilities in Sri Lanka. This policy aligns with other existing relevant policies,
acts, and action plans in Sri Lanka and will not replace or undermine their provisions.

6. Policy Implementation
The policy is implemented through following strategies.

6.1. Strategies
Key strategic areas that are to be achieved under each policy statement are outlined below

1. Ensure high-level political commitment, governance, and advocacy for the establishment of a
comprehensive Biosafety and Biosecurity system with multisectoral involvement

Strengthen the implementation of Biosafety standards in laboratories
Strengthen the implementation of Biosecurity standards in laboratories

Promote research on Biosafety, Biosecurity, and Biological agents
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Ensure an effective and secure information system to monitor the Biosafety and Biosecurity of the
laboratories

The following sub-strategies are identified for achieving each strategy.

Strategy 1 Ensure high-level political commitment, governance, and advocacy for the establishment of a
comprehensive Biosafety and Biosecurity system with multisectoral involvement
Sub-strategies
1.1 Establish a multisectoral administrative structure to ensure a robust Biosafety and Biosecurity
framework across all sectors
1.2 Enactment of Biosafety and Biosecurity legislation in Sri Lanka.
1.3 Ensure sustainable funding mechanisms to implement the national action plan for Biosafety and
Biosecurity

Strategy 2 Strengthen the implementation of Biosafety standards in laboratories and relevant facilities.
Sub-strategies

2.1 Ensure properly regulated Biosafety system in government and private sector laboratories

2.2 Establish a national level comprehensive capacity-building programme on Biosafety standards in
laboratories

2.3 Ensure the safety of laboratory workers by preventing accidental exposures or inadvertent
release to protect laboratory workers, the community, and the environment

2.4 Ensure regular biosafety risk assessment

Strategy 3 Strengthen the implementation of Biosecurity standards in laboratories and relevant facilities.
Sub-strategies

3.1 Ensure properly regulated Biosecurity system in government and private sector laboratories
3.2 Establish a national level comprehensive capacity-building programme on Biosecurity standards
in laboratories
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v 3.3 Ensure the security of biological agents by preventing unauthorized access, loss, theft, misuse,
. diversion, or release of biological agents.

3.4 Ensure regular bicsecurity risk assessment in laboratories

Strategy 4 Promote research and innovation on Biosafety, Biosecurity, and Biological agents
Sub-strategies '
4.1 Promote research and innovation on Biosafety and Biosecurity

4.2 Ensure the safety and security of dual-use research

Strategy 5 Ensure an effective and secure laboratory information system to monitor the Biosafety and
Biosecurity - ;
Sub-strategies
5.1 Establish an information system with adequate data security to monitar the Biosafety and
Biosecurity of the laboratories in the government and private sectors
5.2 Establish an information system with adequate data security to monitor dangerous
pathogens and their toxins
5.3 Establish a safe and secure-data sharing network among different sectors and facal point
related to Biosafety and Biosecurity

6.2. Responsibilities and Authorization

* The Ministry of Health led the process of development of the National Policy. Coordination of policy
implementation is vested with the National Advisory Committee on Biosafety and Biosecurity
chaired by the Director General of Health Services and co-chaired by the Director General of the
Department of Animal Production and Health (DAPH), Director General of the Department of
Agriculture, and similar level officer frem ministry of Environment Policy and Planning or an
Additional Secretary (Envircnment Policy and Planning) of the Ministry of Environment. (Figure 1)

* The National Laboratory Folicy on Biosafety and Biosecurity shall be a guiding document for
planning, implementation, monitoring, and evaluation of actions of relevant sectors.
Implementation of actions is executed by the respective ministries as per their mandate. A
sustainable and effective institutional mechanism is mandatory for the efficient implementation of
the policy.

*  The policy will be implemeanted according to the strategic plan for action. The strategic framework
for action includes key action areas, expected outcomes, and monitoring indicators under each
strategic direction. All stakeholders are responsible for the implementation of the policy and the
action plan relevant to their sectors.

«  This policy shall be effective until the end of 2034, while a midterm review shall be conducted in
2029 to provide the opportunity to update if needed.

» All these strategic plans need to be costed in terms of implementation across years.
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Figure 1 — Coordination framework of policy implementation




6.2, Monitoring and Evaluation
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The Deputy Director General (Laboratory Services) of the Ministry of Health shall be the focal point to
liaise with the relevant sectors. The National Advisory Committee will be respansibie for achieving the
national targets through regular monitoring and evaluation of the biosecurity and biosafety activity of
the ministry of health and the multi-sectoral action plans with the monitoring and evaluation plan.

Annexure |: The Policies, Acts, Guidelines and SOPs related to the National
Laboratory Policy on Biosafety and Biasecurity

Acts
*  Animal Diseases Act, No 59 of 1992
*  Animal Feed Act, No 15 of 1986
»  Civil Aviation Act, No 14 of 2010
» Disaster Management Act, No. 13 of 2005
*  Food Act No 26 of 1980,
* Food (Amendment) Act, No 20 of 1991
* National Environment Act, No 47 of 1980
* Nationa! Environment (Amendment) Act, No 56 of 1988
* National Environment (Amendment) Act, No 53 of 2000
*  Plant Protection Act, No 35 of 1999
« Seeds Act, No 22 of 2003
*  Sri Lanka Disaster Management Act, No 13 of 2005
*  Sri Lanka Ports Authority Act, No 15 of 1979
*  Veterinary Surgeons and Practitioners Act No 46 of 1956

Policies
* National Immunization policy
* National Medicinal Policy
+ National Policy on Biosafety according to Cartagena protocol
+ Notifiable Disease List (last gazette in 2014)
* Quarantine and Prevention of Disease Ordinance (1897)
+  Regulations to monitor biosafety standards related to genetically modified crganism (GMO) and
living modified organism (LMO) referring to plants and animals.

Guidelines and SOPs
+  Comprehensive multiyear plan for immunization (2017-2021)
*  COVID 19 preparedness and Response Plans
»  Health sector disaster preparedness and response plans district level
«  National Health Strategic Master Plan (2G17-2025)
«  National Action Plan for Health Security of Sri Lanka: 2019-2023 (based IHR 2005)
*  National Strategic Plan for combating AMR




National influenza pandemic plan

Public Health Contingency Plan for Sea Ports

SOP for prevention, early warning and response to public health events at points of entry
Strategic Plan for Health Sector Disasters and Emergency Management

The Biosafety Manual for Medical Laboratories



