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PART I: PROJECT

REQUEST FOR CEO ENDORSEMENT

PROJECT TYPE: Full-sized Project

TYPE OF TRUST FUND: GEF Trust Fund

For more information about GEF, visit TheGEF.org

INFORMATION

Project Title: Implementation of the National Biosafety Framework in accordance with the Cartagena Protocol on
Biosafety (CPB)
Country(ies): Sri Lanka GEF Project ID:! 5720
GEF Agency(ies): FAO  (select) (select) GEF Agency Project ID: 628897
Other Executing Partner(s): Ministry of Mahaweli Submission Date: 23 March
Development and Environment 2016
GEF Focal Area (s): Biodiversity Project Duration(Months) 48
Name of Parent Program (if NA Project Agency Fee ($): 224,767
applicable):
> For SFM/REDD+ []
> For SGP U]
> For PPP ]
A. FOCAL AREA STRATEGY FRAMEWORK?
Trust Grant : :
'(:Jot():jaelc'tai\\l;gz Expected FA Outcomes Expected FA Outputs Fund Anzg)unt Coflrzg)n cng
(select) BD-3 | Outcome 3.1 Potential Output 3.1. All remaining GEF TF | 2,365,964 2,958,327
risks of living modified eligible countries (about
organisms to biodiversity | 60-70 depending on
are identified and programming for rest of
evaluated in a GEF-4) have national
scientifically sound and biosafety decision-making
transparent manner systems in place.
Indicator 3.1: National
biosafety decision-making
systems operational score
as recorded by the GEF
tracking tool
(select) (select) (select)
(select) (select) (select)
Total project costs 2,365,964 2,958,327

*Project ID number will be assigned by GEFSEC.
2 Refer to the Focal Area Results Framework and LDCF/SCCF Framework when completing Table A.
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B. PROJECT FRAMEWORK

Project Objective: To strengthen institutional, regulatory and technical capacities for the effective
implementation of the National Biosafety Framework in conformity with the Cartagena Protocol on Biosafety

. (in$)
Project Financing | Project . Trust | GEF Confirmed
ICD:omponents/ Type® Outcomes Project Outputs Fund Project Co-
rograms . . : .
Financing | financing
1. TA 1.1 Enhanced 1.1.1 National Biosafery GEF 382,000 623,714
Strengthening capacity to Act enacted TF
policy, develop,
institutional implement and 1.1.2 National Biosafety
and regulatory coordinate Master Plan (Strategy &
frameworks biosafety Action Plan) elaborated
for biosafety legislations and and endorsed
regulations

1.2 Administrative
systems for
biosafety fully
functional

1.3 National
Biosafety Clearing
House (BCH)
operational

1.1.3. Relevant regulations
reviewed, drafted and
endorsed

1.2.1 Administrative and
operational procedures for
biosafety reviewed and
updated

1.2.2 Guidelines developed
to support the tasks of
National Competent
Authority (NCA) and
Sectoral Competent
Authorities (SCAS)

1.2.3 Staff of NCA, SCAs
and related organizations
trained

1.3.1 An enhanced website
established

1.3.2 The BCH focal point
trained to collect and
manage information

1.3.3 Stakeholders trained
to access and share
information through BCH

3 Financing type can be either investment or technical assistance.
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2. Enhancing
system for
Risk
Assessment
(RA), Risk
Management
(RM) and Risk
Communicatio
n (RC)

TA

2.1 National
institutions
strengthened for
RA, RM and RC
including
monitoring and
enforcement

2.1.1 Methodologies for
RA, RM and RC reviewed,
refined and updated

2.1.2 Technical guidelines
and manuals on RA and
RM developed

2.1.3 Decision making
tools prepared for RA, RM
and RC

2.1.4 Training strategy for
RA, RM and RC
developed

2.1.5 Staff of relevant
institutions trained on RA,
RM and RC

2.1.6 National and
regional institutional
networks strengthened to
implement National
Biosafety System

GEF
TF

673,299

751,899
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3. Developing | TA 3.1 Improved 3.1.1 Testing needs and GEF 990,000 897,000
technical capacity for capacities for LMO TF
capacity for detection and detection assessed and key
detection and identification of public laboratories
identification LMOs identified for upgrading
of living and accreditation
modified
organisms 3.1.2 Inspection plan
(LMOs) and prepared and inspectors
strengthening trained
biosafety-
related 3.1.3 Personnel trained on
infrastructure LMO detection and
identification

3.2 Laboratories 3.2.1 Key government

fully operational laboratories identified,

with the necessary established, strengthened

infrastructures to and a_ppropriately equipped

. for risk management and

carry out risk detection of LMOs

assessment, and

detection of 3.2.2 Laboratories

LMOs, which accredited by SLAB for

allow Sri Lanka to | risk assessment, LMO

meet its detection and identification

o based on ISO and ISTA
obligations under
standards

the CPB
4. Knowledge | TA 4.1 Enhanced 4.1.1 Public awareness and | GEF 208,000 445,714
development, awareness, participation strategy TF
public education and developed
awareness, public

education and
participation

participation in
decision-making
on biosafety

4.1.2 Targeted awareness-
raising activities
implemented

4.1.3 Curriculum, syllabus
and course materials
prepared for post-graduate
course for biosafety, and
the gaps in primary
(Ordinary Level),
secondary and university
level education for
biosafety filled through
improvement of curricula.

4.1.4 Information materials
developed and
disseminated through
various media
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4.1.5 Monitoring &
Evaluation system
established to measure
project progress and
impact

4.1.6 Mid-term and final
evaluations carried out

Subtotal 2,253,299 | 2,718,327
Project Management Cost (PMC)* GEFTF 112,665 240,000
Total project costs 2,365,964 | 2,958,327
C. SOURCES OF CONFIRMED COFINANCING FOR THE PROJECT BY SOURCE AND BY NAME ($)
Please include letters confirming cofinancing for the project with this form
Type of Co- Co-financing
Sources of Co-financing Name of Co-financier (source) financing Amount ($) *
National Government Ministry of Mahaweli Development and Environment In-kind 57,143
National Government Ministry of Mahaweli Development and Environment Cash 28,571
National Government Ministry of Health Nutrition and Indigenous In-kind 2,857
National Government Ministry of Health Nutrition and Indigenous Cash 5,714
National Government Department of Animal Production and Health In-kind 357,143
National Government Department of Agriculture In-kind 405,714
National Government National Plant Quarantine Services In-kind 291,143
National Government Department of Fisheries and Aquatic Resources In-kind 36,143
National Government Department of Wildlife Conservation In-kind 285,714
National Government Sri Lanka Customs In-kind 382,471
Others University of Colombo In-kind 300,000
Others University of Peradeniya In-kind 300,000
Foundation National Science Foundation In-kind 105,714
GEF agency FAO In-kind 400,000
Total Co-financing 2,958,327
* converted local currency as 1 USD = 140 Rs., Some amounts of sources are indicative based on the total
co-financing received.
D. TRUST FUND RESOURCES REQUESTED BY AGENCY, FOCAL AREA AND COUNTRY?
GEF Type of Trust Focal Area Country (Clar:’:r:t Agency Total
Agency | Fund Name/Global
amount (a) | Fee® (b)> | (c)=a+b
FAO GEF TF Biodiversity Sri Lanka 2,365,964 224,767 2,590,731
Total Grant Resources 2,365,964 224,767 2,590,731

! In case of a single focal area, single country, single GEF Agency project, and single trust fund project, no need to provide information for this
table. PMC amount from Table B should be included proportionately to the focal area amount in this table.

4 For GEF Project Financing up to $2 million, PMC could be up t010% of the subtotal; above $2 million, PMC could be up to 5%
of the subtotal. PMC should be charged proportionately to focal areas based on focal area project financing amount in Table D

below.
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2 Indicate fees related to this project.
F. CONSULTANTS WORKING FOR TECHNICAL ASSISTANCE COMPONENTS:

Component Grant Amount ($) Co-financing (%) Project Total ($)
Local consultants 418,000 200,000 618,000
International consultants 427,500 200,000 627,500

G. DOES THE PROJECT INCLUDE A “NON-GRANT” INSTRUMENT? No
(If non-grant instruments are used, provide in Annex D an indicative calendar of expected reflows to your Agency
and to the GEF/LDCF/SCCF/NPIF Trust Fund).

PART Il: PROJECT JUSTIFICATION

A. DESCRIBE ANY CHANGES IN ALIGNMENT WITH THE PROJECT DESIGN OF THE ORIGINAL PIF®

A.1 National strategies and plans or reports and assessments under relevant conventions, if applicable, i.e. N
NBSAPs, national communications, TNAs, NCSA, NIPs, PRSPs, NPFE, Biennial Update Reports, etc.

The project remains fully aligned with relative national strategies and plans, as described in the PIF.
A.2. GEF focal area and/or fund(s) strategies, eligibility criteria and priorities.

No change in relation to the PIF.

A.3 The GEF Agency’s comparative advantage:

No change in relation to the PIF.

A.4. The baseline project and the problem that it seeks to address:

There are no changes to the PIF and project has been further developed in consistent with the PIF.

A. 5. Incremental /Additional cost reasoning: describe the incremental (GEF Trust Fund/NPIF) or additional
(LDCF/SCCEF) activities requested for GEF/LDCF/SCCF/NPIF financing and the associated global environmental
benefits (GEF Trust Fund) or associated adaptation benefits (LDCF/SCCF) to be delivered by the project:

1. There are no significant changes to the overall incremental/additional cost reasoning relative to that presented in the
PIF.

2. Within the context of the project, the baseline includes the activities carried out at domestic level with respect to each
specific project component, and the increment includes the activities proposed under this project proposal for the purpose
of meeting the requirements of the Cartagena Protocol on Biosafety, to be financed through GEF contribution and national
co—financing. The amount of co-financing has been increased and updated based on the co-financings confirmed from the
project partners during the PPG phase, as indicated in Part I: Project Information.

3. Anincremental cost reasoning applied in the design of the project is summarized in Appendix-4 of the FAO-GEF
Project Document.

> For questions A.1 —A.7 in Part Il, if there are no changes since PIF and if not specifically requested in the review sheet at PIF
stage, then no need to respond, please enter “NA” after the respective question.
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A.6 Risks, including climate change, potential social and environmental risks that might prevent the project
objectives from being achieved, and measures that address these risks:

4. Overall the risk analysis presented in the PIF remains valid. Based on the analyses during the PPG phase, a risk item

is added:
Risk Rate/ Mitigation Strategy
Risk
Status
Delay in approval of the Draft Biosafety L The project will ensure timely inter-ministerial consultation,
Act due to the lack of decision-making submission and follow up approval processes of the draft Act. It
and coordination capacity but also the will enhance awareness on biosafety agenda among the
lack of active involvement of concerned parliament members with media involvement.
ministries/ departments/ agencies;
Lack of effective linkages between L Project partners will be actively involved in the project from the
Sectoral Competent Authorities to project design phase and are also apprised of their roles as per
effectively implement the project due to draft Biosafety Act. This arrangement will ensure the operation
the different level of capacities and of the coordination mechanism, and the roles and
involvement; responsibilities in project implementation, resulting in their
commitment and effective project execution.
Low level of awareness on biosafety L Awareness raising activities will be built into the project to
may make it difficult to gain support, secure the commitment of key person as well to raise
especially from senior government awareness.
officials and policy makers for the
project;
The capacity of stakeholders to conduct L The project will implement a capacity building program for
risk analysis and detection of LMOs is SCAs engaged in risk analysis and organizations that are
weak and therefore cannot support the responsible for the detection of Living Modified Organisms
full operationalization of the National (LMOs) by strengthening the relevant institutional and human
Biosafety Framework (NBF); resource capacities. Training programs using actual risk
analysis case studies will enable technical officers to build their
knowledge and skills of risk analysis effectively. Both national
and international knowledge and expertise will be collected to
develop strategy and training program.
Climate change threatens biodiversity L The project, by helping to implement the NBF, will minimize

and impacts ecosystem functions of Sri
Lanka. Potential harm arising from
LMOs may worsen those vulnerabilities.

greatly the chances of any negative impacts of the introduction
of LMOs on Sri Lanka’s ecosystems.

A.7. Coordination with other relevant GEF financed initiatives
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5. The proposed project will permit the fostering of linkages with a range of on-going initiatives in Sri Lanka related to
the conservation of biodiversity. The UNDP/GEF project “Strengthening capacity to control the introduction and spread
of alien invasive species in Sri Lanka” (2010-2015) aims to build capacity across sectors to control the introduction and
spread of invasive species in Sri Lanka, to safeguard globally significant biodiversity. The UNEP/GEF project
“Mainstreaming agro-biodiversity conservation and use in Sri Lankan agro-ecosystems for livelihoods and adaptation to
climate change” (2012-2017) focuses on conservation and sustainable use of biodiversity in agricultural production
system. In addition, the UNEP/GEF/FAO project “Mainstreaming biodiversity conservation and sustainable use for
improve human nutrition and wellbeing (2012-2016) aims to enhance the nutritional status, well-being, livelihoods and
food security of the populace. The proposed FAO/GEF project on “Implementation of the National Biosafety Framework
in accordance with the Cartagena Protocol on Biosafety (CPB)”, complement these other ongoing interventions through
the mutual stakeholders that would leverage the obvious synergies.

6. The proposed project also provides opportunities for collaboration with another ongoing UNDP/GEF Project
“National Biodiversity Planning to Support the Implementation of the Convention on Biological Diversity (CBD) 2011-
2020 Strategic Plan”. It aims to update the National Biodiversity Strategy and Action Plan of Sri Lanka through a reviewed
and participatory biodiversity planning and strategizing process in line with the CBD Strategic Plan 2011-2020. Activities
to be implemented under this proposed FAO/GEF project will complement the UNDP/GEF project and together
contribute to strengthened and effective implementation mechanisms for biodiversity conservation and use in Sri Lanka.

B. ADDITIONAL INFORMATION NOT ADDRESSED AT PIF STAGE:
B.1 Describe how the stakeholders will be engaged in project implementation.

7. Stakeholder involvement in Sri Lanka has been a key component since the preparation of National Biosafety
Framework and other policy documents by Sri Lanka. The Biodiversity Secretariat of the Ministry of Mahaweli
Development and Environment, as the Competent National Authority for the Cartagena Protocol on Biosafety and nodal
agency for biosafety regulations in the country, will preside and coordinate with relevant ministries, agencies and other
organizations at national level. It will work with FAO to get various stakeholders involved in a stepwise manner.

8. Biosafety being a cross-cutting issue, relating to several sectors, including environment, agriculture, health, science
and technology, industry, trade, education and customs. The policy makers, scientists/technical experts, legal experts,
students, media and extension workers/enforcement agencies and plant quarantine have been identified as major
stakeholders. The identified stakeholders were involved in designing of this project, through a series of consultative
stakeholder meeting convened by the Biodiversity Secretariat. The draft results framework was discussed in a national
consultation workshop, for setting priorities and refining the work plan of the project. Stakeholders will continue to be
involved throughout the project cycle.

9. The project activities and stakeholder involvement has been designed in line with the GEF policy on Gender
Mainstreaming and taking also in account Sri Lanka’s national socio-economic priorities. The target audience towards
implementation of various project activities would be inclusive of women scientists from research institutions of the
National Agriculture Research System, local agriculture communities, farmers, students etc. The National Physical
Planning Policy and Plan 2006-2030 identifies environmental protection and social integration as core components for
continued economic growth and development.

10. While the Ministry of Mahaweli Development and Environment along with other concerned ministries will be
involved in achieving outcomes related to biosafety regulatory and administrative aspects, the monitoring and
enforcement will be strengthened through involvement of quarantine, customs and agriculture extension officials. For
LMO identification, sampling and detection the scientists and associated laboratory staff from research institutions and
universities will be trained. In addition identified public sector laboratories would be strengthened and capacities enhanced
for risk assessment, risk management and risk communication of Living Modified Organisms (LMOs).

11. As the use of LMOs would have great impact on the livelihood of local groups/population, country wide awareness
workshops/campaigns would be organised for concerned stakeholders including representatives from NGOs, community
based organizations, mass media, students, farmers etc. Mechanisms for wider dissemination of outreach material through
various extension networks will be developed. Efforts to reach out to all social segments would be made by translating
outreach material in local languages. The national Biosafety Clearing House (nBCH) will be established and updated
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regularly for use by the stakeholders. All project information will be disseminated through the nBCH. The progress of
project will be shared through extensive circulation of a six monthly newsletter.

12. The key roles and types of stakeholders to be involved in the project are indicated in the table below:

Stakeholders

Type of involvement identified

Ministry of Mahaweli
Development and Environment
through Biodiversity Secretariat

e The Additional Secretary of the ministry to chair the PSC that will coordinate
and supervise the project as nodal ministry of the Cartagena Protocol on
Biosafety (CPB);

e Act the Biodiversity Secretariat as the National Execution Agency (NEA) for
implementation of the project;

e Ensure administrative processing for the Biosafety Act, rules and regulations;

e Implement the administrative procedures and technical guidelines developed
as part of the project;

e Ensure enhanced public awareness through regular information dissemination
about the project activities;

e Ensure setting up of information portal and managing national Biosafety
Clearing House (nBCH);

Parliamentarians and Legal
experts from Legal Draftsmen
Department

o Facilitate the process of examination, adopting and enactment of the proposed
Biosafety Act;

e Ensure consultative process for finalizing guidelines, administrative
procedures, Standard Operating Procedures (SOPs) etc.

Department of Agriculture,
Department of Animal
Production and Health,
Department of Health,
Department of Fisheries and
Aquatic Resources, Department
of Wildlife Conservation and
Ministry of Industry.

e Provide inputs on the development of regulatory and other relevant documents
as Sectoral Competent Authorities (SCAS);

e Participate in training programmes on Risk Assessment (RA), Risk

Management (RM) and Risk Communication (RC);

Participate in national and international events during the project;

Provide technical inputs to awareness raising workshops;

Ensure institutional mechanism for biosafety;

Provide inputs as food safety inspectorate for the enforcement of biosafety

regulations;

Enforcement officials including
Customs, National Plant
Quarantine Services, Seed
Inspectors, scientists/technical
experts from research
laboratories involved in
detection and monitoring

e Support strengthening of infrastructure and capacities for detection of LMOs;

e Provide inputs on the transboundary movement of Genetically Modified
Organisms (GMOs)/ Living Modified Organisms (LMOSs) and procedures/
guidelines for sampling, field trials inspection and monitoring etc.;

e Participate in training programs on procedures for sampling, detection,
inspection and monitoring, and nBCH;

e Provide inputs on training modules for nBCH access;

e Participate in consultations on documents and training modules related to
sampling, detection, inspection and monitoring;

e Assist in strengthening enforcement systems for effective biosafety regulations
related to transgenic animals and animal feed,

Sri Lanka Accreditation Board
for Conformity Assessment

e Assist in the process for accreditation of identified laboratories
o Participate in training programs/information exchange with other accreditation
bodies at international level
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Stakeholders Type of involvement identified

Scientific Agencies including e Review and draft guidelines for RA, RM and RC on biosafety;
NSF, CARP, National Research | e Develop outreach materials for different target groups;
Council, COSTI

University and research e Provide technical support in enhancing capacity for RA and LMO detection;
institutions such as University of | e Provide technical inputs for the development of safety assessment guidelines
Peradeniya and University of and manuals for RA and RM of GMOs/LMOs, formats for RA summaries and
Colombo, Tea Research conduct trainings;

o Provide technical inputs on the national biosafety master plan, website, E-
learning tools on biosafety regulations etc.;

e Support consultative meetings for finalizing various biosafety regulations and

guidelines;

Provide technical inputs to training workshops;

Coordinate post graduate diploma and integrate biosafety with other courses;

Ensure upgrade and accreditation of laboratory for LMOs/GMOs detection;

Provide technical support to regulatory authorities for risk assessment and

management, and enforcement officials for detection of LMOs/GMOs;

Develop capacities, curriculum and a post graduate course on biosafety;

e Ensure the establishment of post graduate course in consultation with Ministry
of Education;

Institute, Rubber Research
Institute, Coconut Research
Institute and Rice Research and
Development Institute and
Horticultural Crop Research and
Development Institute

Private sector, NGOs, CSOs, e Support awareness activities to incorporate views and perspectives into the
mass media and local planning and implementation of the project;
communities e Support knowledge management on biosafety;

e Support and participate in workshops, particularly those related to
communication and dissemination;
e Consensus building for the national biosafety issues;

B.2 Describe the socioeconomic benefits to be delivered by the Project at the national and local levels, including
consideration of gender dimensions, and how these will support the achievement of global environment
benefits (GEF Trust Fund/NPIF) or adaptation benefits (LDCF/SCCF):

13. The proposed project will contribute to the conservation and sustainable use of Sri Lanka’s biodiversity of global
significance through strengthening capacities to manage potential risks arising from transboundary movement of Living
Modified Organisms. This would also enable Sri Lanka to take socioeconomic benefits from modern biotechnology for
public in the area of healthcare, agriculture, livestock, food safety, environment, trade, industry, and rural development.
It will build the proper awareness and capacity of stakeholders to ensure prudent decision-making that safeguards both
biodiversity and human health. Implementing National Biosafety Framework will allow Sri Lanka to reduce potential
negative impacts of LMOs after they are properly assessed and managed before environmental release and use.

14. The socioeconomic benefits arising from the project activities have been considered while developing the project for
empowering all citizens of Sri Lanka, irrespective of race, gender and creed. The development of a risk communication
strategy including public outreach material will enhance public participation and access to biosafety related information.
This will also enable to respond to various social and economic concerns that are raised for products and applications
derived from LMOs. As a result, LMOs/GMOs will be used transparently under the legitimacy of CPB.

15. The project will involve in multiple stakeholders such as government, academia, civil society and industry related to
biosafety. It will also endeavour to achieve gender balance by ensuring participation by all stakeholders including both
men and women. Efforts will be made to take into account socio-economic impact on all sectors of society, including
both men and women, while preparing regulations, guidelines and outreach material. The project will also contribute to
promoting good governance through the participation of all stakeholders in decision making on LMOs. This has also been
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stipulated in the draft Biosafety Act under consideration that project staff recruitment, project activities and trainings will
not discriminate against any particular group or gender.

16. Gender aspect is considered in the various project activities such as in the selection process of participants for the
proposed events and involvement in decision-making process. As indicated in the results framework, the result indicators
will also gather information on gender aspect. Furthermore, the aspect of gender mainstreaming is indicated in the draft
ToR of Project Steering Committee so that the project can promote it in, for example, decision-making process, policy
dialogue, awareness raising, and advocacy in the national biosafety agenda.

B.3 Explain how cost-effectiveness is reflected in the project design

17. The project has been designed so as to ensure that all activities and components are synergistically directed to
addressing gaps identified previously in a cost effective way. The project has been built upon the foundation laid by past
projects and on-going national initiatives in Sri Lanka. The project implementation emphasizes on inter-agency
coordination and collaboration, which ensures avoidance of duplication of work and thereby increases cost effectiveness.

18. The project is also expected to be cost effective, as biosafety activities are being mainstreamed into the national
development plans and actions. The activity will be holistically implemented by utilizing existing government mechanism
and supporting capacity development for national institutions.

19. The project includes the activities focusing on strengthening national and local level capacity to be in compliance
with the international requirements of the CPB through GEF contribution and national co—financing. The cost-
effectiveness will be promoted with an integrated approach of strengthening the country’s regulatory, institutional and
technical capacities for the effective implementation of the National Biosafety Framework (NBF). The country has still
gaps in existing regulatory and institutional frameworks to implement the NBF. The enactment of the Act is delayed
because of the limited awareness and capacity of decision-making process. The most effective way for the earliest
enactment of the Biosafety Act is to strengthen the country’s policy, institutional and regulatory framework.

20. The project components will address the barriers of considering biosafety infrastructures as a whole in the project
intervention. These biosafety infrastructures will be policy-institutional-regulatory framework, risk infrastructure,
technical infrastructure of LMO detection and identification, and Biosafety Clearing House (BCH) infrastructure. The
country goal will be achieved more effectively by strengthening the framework and infrastructures in a holistic approach
than that by doing separately under different initiatives. The collective knowledge will also be more effectively managed
through this project.

21. The project includes regional networking in its design. Regional cooperation is a cost effective method to share
regional expertise and project outputs, such as outreach materials.

22. The project emphasizes that a team rather than an individual manages the project via establishing a project team
within the Biodiversity Secretariat. This will help mitigate staff attrition from the project. This is also a prudent and cost
effective way of project management.

23. An incremental cost analysis applied in the project design is summarized in Appendix-4 in the FAO-GEF Project
Document. With the GEF intervention, the country will be able to strengthen policy, institutional and regulatory
frameworks for biosafety more effectively compared to the baseline situation.

C. DESCRIBE THE BUDGETED M&E PLAN:

24. The project will follow FAO and GEF monitoring and evaluation (M&E) policies and guidelines. The M&E of project
progress for achieving results and objectives will be based on the targets and indicators established in the project results
framework in Annex A. The project results framework includes SMART indicators for each of the expected outputs and
outcomes. The M&E related costs are integrated in the overall project budget. Reporting requirements and templates are
an integral part of the FAO legal instrument to be signed by the executing agency and FAO. The reporting requirements
will follow FAO and GEF standards of reporting and self-evaluation.
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25. M&E is to be driven by the preparation and implementation of an annual work plan and budget (AWP/B) followed
up through six-monthly Project Progress Reports (PPRs). The preparation of the AWP/B and semi-annual PPRs will
represent the product of a unified planning process between main project partners. As tools for results-based-management,
the AWP/B will identify the actions proposed for the coming project year and provide the necessary details on output
targets to be achieved, and the PPRs will report on the monitoring of the implementation of actions and the achievement
of output targets.

26. The M&E plan will be reviewed and revised as necessary during the three month inception phase, when an Inception
Workshop will be held. This Inception workshop will (a) assist all stakeholders to fully understand and take ownership
of the project; (b) review and confirm/finalize project indicators and results framework with stakeholders; (c) review the
project’s first AWP and budget; (d) discuss the roles, functions, and responsibilities within the project's implementation
arrangements for decision-making; (e) review a detailed M&E work plan and budget based on the M&E plan summary
presented in project document.

27. The day-to-day project monitoring is the responsibility of the Project Management Unit (PMU) but other project
partners will have responsibilities to collect specific information to track the indicators. It is the responsibility of the
National Project Director (NPD) to inform FAO of any delays or difficulties faced during implementation so that the
appropriate support or corrective measures can be adopted in a timely fashion.

28. The first Project Steering Committee (PSC) meeting will be held within two months of the inception workshop. The
PSC will review the project periodic reports on progress and will make recommendations to FAO concerning the need to
revise any aspects of the project results framework. Project oversight to ensure that the project meets FAO and GEF
policies and guidelines is the responsibility to the LTO/project task force in FAO. The LTO will also review the quality
of draft project outputs, provide feedback to the project partners, and establish peer review procedures to ensure adequate
guality of scientific and technical outputs and publications.

29. A Mid-Term Review (MTR) will be undertaken in the second year of project implementation. The review will
determine progress being made towards achievement of objectives, outcomes, and outputs. Findings and
recommendations of this review will be instrumental for bringing improvement in the overall project design and execution
strategy for the remaining period of the project’s term if necessary. FAO Country Office will arrange for the MTR in
consultation with project management unit.

30. Besides the MTR, an independent Final Evaluation will take place three months prior to the terminal review meeting
of the project and will focus on point d and e listed above under MTR. In addition, the Final Evaluation will review project
impact, analyse sustainability of results and whether the project has achieved its objectives. The evaluation will
furthermore provide recommendations for follow-up actions needed to expand on the existing project in subsequent
phases, mainstream and up-scale its products and practices, and disseminate information to management authorities
responsible for related issues to ensure replication and continuity of the processes initiated by the project.

31. The GEF-6 tracking tool will be used at mid-term and at the end of the project following the GEF policies and
procedures. It will be made available to the GEF Secretariat along with the project PIR report. As mentioned above the
mid-term and terminal evaluation will verify the information of the tracking tool.

32. The table below provides a summary of the main M&E activities and reports, responsible parties, timeframe and
proposed costs:

GEF5 CEO Endorsement Template-February 2013.doc
12



SUMMARY OF MAIN M&E REPORTS, RESPONSIBLE PARTIES, TIMEFRAME & COSTS

Type of M&E activity

Responsible Parties®

Time-frame

Indicative budget

Inception Workshop

PMU, supported by the LTO,
BH and GCU

Within 3 months of project
start up

USD 1500 (for workshop
venue), USD 7800 (5% of
PMU staff cost’,USD
156,000), Co-financing

Project Inception Report

PMU, LTO, BH and GCU

No later than 1 month of the
inception workshop

PMU staff cost

Annual Project
Implementation Reports

PMU supported by the LTO
and cleared and submitted by
the GCU to the GEF
Secretariat

Annual

PMU staff cost

Project Progress Reports

PMU, with inputs from
NPD, PSC and other project
partners; BH will submit to
the LTO and GCU for
review

Half yearly

PMU staff cost

Key technical reports for
results verification

PMU, LTU and the project
partners

Policy assessment report;
Assessment report on BCH;
Training outcome report;
Technical report on equipped
laboratories and facilities;
Technical report on the process
records; Knowledge
assessment report;

PMU staff cost, USD
8000 (5% of expert cost?,
USD 160,500)

Co-financing Reports

PMU, NPD

Annual

PMU staff cost

Mid-term review

External consultant, FAO
country officer and PMU

At mid-point of project
implementation

USD 30,000 for
independent consultants
and associated costs. In
addition the agency fees
will pay for expenditures
of FAO staff time and
travel

5 PMU (Project Management Unit), LTO (FAO Lead Technical Officer), BH (Budget Holder) , GCU (GEF Coordination Unit in
FAO Technical Cooperation Division Investment Centre), NPD (National Project Director), NPM (National Project Manager)
"1t will be used for the input of M&E related deliverable (reports etc.).
8 1t will be used for the input of M&E related deliverable (reports etc.)
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SUMMARY OF MAIN M&E REPORTS, RESPONSIBLE PARTIES, TIMEFRAME & COSTS

Type of M&E activity

Responsible Parties®

Time-frame

Indicative budget

Final Evaluation

External consultant, FAO
independent evaluation unit
in consultation with the
project team including the
GCU

At the end of project
implementation

USD 50,000 for external,
independent consultants
and associated costs. In
addition the agency fee
will pay for expenditures
of FAO staff time and
travel

Terminal report

NPM, LTO

At least 2 months before end
date of the Execution
Agreement

PMU staff cost

Total Amount

USD 97,300
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PART Ill: APPROVAL/ENDORSEMENT BY GEF OPERATIONAL FOCAL POINT(S) AND GEF

AGENCY(IES)

A. RECORD OF ENDORSEMENT OF GEF OPERATIONAL FOCAL POINT(S) ON BEHALF OF THE GOVERNMENT(S): ):
(Please attach the Operational Focal Point endorsement letter(s) with this form. For SGP, use this OFP endorsement

letter).
A letter signed by Mr. Mostapha Zaher, dated May 20, 2013 was submitted at the PIF stage.
NAME POSITION MINISTRY DATE (MM/dd/yyyy)
B.M.J.D. Basenayake Secretary, MINISTRY OF 02/20/2014
National GEF Operation ENVIRONMENT AND
Focal Point RENEWABLE ENERGY

B. GEF AGENCY(IES) CERTIFICATION

This request has been prepared in accordance with GEF/LDCF/SCCF/NPIF policies and procedures and meets
the GEF/LDCF/SCCF/NPIF criteria for CEO endorsement/approval of project.
Agency Coordinator . Date Project Contact .
A | Signature (Month, Telephone Email Address
gency Name d Person
ay, year)
Gustavo Merino 23/03/16 Roshini +94-11- Roshini.Gunaratne@fao
Director, Gunaratne, 2580798 .org
Investment Centre Programme
Division Officer,
Technical Cooperation FAO
Department .
FAO Re_prese_ntatlve
Viale delle Terme di Office Sri Lanka,
Caracalla (00153) Bauddhaloka
Rome, Italy Mawatha,
TCI-Director@fao.org Colombo 7, Sri
Lanka.
Jeffrey Griffin 23/03/16 Kentaro Aoki, +39 06570 | kentaro.aoki@fao.org
Senior Coordinator Asia and the 56202
FAO GEF Pacific Service,
Coordination Unit Investment
Investment Centre Centre Division
Division Technical
Technical Cooperation
Cooperation Department
Department FAO - Rome,
FAO - Rome, Italy Italy
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ANNEX A: PROJECT RESULTS FRAMEWORK

Indicators

Baseline

End of Project Target

Source/Means of
verification

Risks and Assumptions

COMPONENT 1:

STRENGTHENING P

OLICY, INSTITUTIONAL AND REGULATORY FRAMEWORKS FOR BIOSAFE

TY

Outcome 1.1:
Enhanced
capacity to
develop,
implement and
coordinate
biosafety
legislations and
regulations

Number of
implementation
examples
(evaluation,
management and
monitoring of LMOs)
in the National
Biosafety Framework
that is in compliance
with the CPB;

Number of laws
enforced by the
enhanced high-level
inter-ministerial
coordination
mechanism;

Gaps still remain in
existing regulatory
and institutional
frameworks to
implement the
National Biosafety
Framework (NBF);

Capacity for sound
decision-making
processes and law
enforcement limited,;

At least 5 implementation examples
with enhanced framework of
evaluation, management and
monitoring of LMOs;

At least 3 laws enforced by the
enhanced mechanism (including Act,
Master plan, support regulations);

Government
notifications
regarding Biosafety
Act, regulations and
other national
documents;

Implementation
records;

Policy assessment
report;

Capacity
development survey
of committee
members (e.g. before/
after training survey,
Knowledge-Attitude-
Practice (KAP)
survey, Most
Significant Change
(MSC) survey);

Risks

Delay in approval or rejection of
legal documents by the
Parliament;

Lack of active involvement of
concerned ministries and decision
makers for the establishment of
biosafety policy framework;

Assumption
Government strengthened capacity

for the inter-ministerial
coordination as well as policy
implementation under the
regulatory framework;

Presence of an institutional
framework with concerned
ministries to implement biosafety
policy with smooth coordination;
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Output 1.1.1: Number of Awareness and At least 4 workshops with about 20 Workshop outcome Risks
National workshops for training are required | decision-makers to ensure the documents; Delay in receiving approval from
Biosafety Act enactment process; for the sound enactment (at least 30% women) by the Parliament or rejection;
enacted decision-making year 1; Biosafety Act of Sri
Number of Biosafety | process and law Lanka enacted, Changes in the national priorities
Act enacted by the enforcement; 1 Biosafety Act enacted and printed by | published and resulting from change in
established decision- 2" Quarter of Year 2; uploaded on national | government;
making process; Biosafety Act BCH;
drafted but not Assumptions
enacted; Smooth decision-making process
established for the earliest
enactment;
Output 1.1.2: Number of Recommendation for | At least 2 consultation meetings to Assessment report of | Risks
National stakeholder setting up a National | elaborate Master Plan; consultative meeting; | Delay in decision-making process

Biosafety Master
Plan (Strategy &
Action Plan)
elaborated and
endorsed

consultative
meetings;

Number of legal
documents prepared
through the
stakeholder
consultation as per
recommendation in
the National
Biosafety Framework
(l.e. Master Plan);

Biosafety Master
Plan was given in
National Biosafety
Framework, 2005
and National Policy
on Biosafety but
does not exist

1 National Biosafety Master Plan
endorsed;

National Biosafety
Master Plan endorsed
by the Government of
Sri Lanka and
published

Uploaded on the
national BCH

for endorsement;

Lack of priority as the thrust area
of the concerned ministries/
departments/ agencies;

Assumptions
Active involvement of all

concerned in consultation process
as scheduled;

Smooth decision-making process
established with key decision
makers for the earliest enactment;
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Output 1.1.3:
Relevant
regulations

reviewed, drafted

and endorsed

Number of
regulations reviewed
and set of regulations
available to support
Biosafety Act and
Master Plan

The draft Biosafety
Act is yet to be
approved by the
Parliament;

Several existing laws
have relevant
clauses;

At least 20 related regulations
reviewed and 1 set of biosafety
regulations endorsed by ministry to
support the Biosafety Act;

Gazette Notification
on Biosafety
regulations

Risks
Delay in receiving feedback from
respondents for review;

Delay in decision-making process
for adoption or rejection;

Regulatory regime cannot be easily
adopted because of resistance from
interest groups;

Assumptions
Gaps and support options

identified properly through the
review process;

Clear administrative guidance for
drafting support policy available;

Smooth coordination including
several interest groups ensured for
the adoption of related regulations;

Outcome 1.2:
Administrative
systems for

making biosafety

fully functional

Number of
implementation
examples using fully
functional
administrative
system

Administrative and
operational
procedures, which
are consistent with
the requirements of
CPB do not exist;

At least 5 implementation examples

using a fully functional administrative
procedure mechanism as per provisions

of the draft Biosafety Act;

Implementation
records;

Guidelines and
manuals;

Risks

Procedures for the handling of
requests are not clear, roles are not
defined and do not cover all issues;

Lack of trained personnel for the
handling of applications;

Assumptions
Experts familiar with international

best practices to be engaged;
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Dedicated personnel available, and
familiar with CPB requirements as
well as approach to develop
administrative mechanism;

Output 1.2.1:
Administrative
and operational
procedures for
biosafety
reviewed and
updated

Number of improved
administrative and
operational
procedures in
consistent with the
requirements of CPB

Number of
committee meetings;

The Food (Control
of Import, Labelling
and sale of GM
foods) Regulations,
2006 are functional
existing biosafety
regulations;

Mechanism for
handling
applications related
to GMOs/LMOs
mentioned in the
draft Biosafety Act;

Terms of Reference
for various
committees and rules
for appointment of
members/experts
needs to be defined;

Committee is
required for
administer biosafety
management system
within the national

1 mechanism for biosafety
administrative and operational
procedures agreed by the committee
(including roles and responsibilities of
various committees/departments,
nomination of experts, gender aspects
etc.);

At least 4 committee meetings
organized to develop manual;

Manual on
administrative and
operational
procedures published;

Minutes of meetings
of the expert
committee/working
group;

Terms of Reference
for various
committees;

Risks
Delay in receiving feedback from
respondents for review process;

Overlapping mandates and roles
among key ministries;

Lack of capacity in understanding
biosafety issues and international
requirements;

Assumptions
Project partners actively involved

in the process;

Roles are properly defined;

Biosafety Act, laws and
regulations provided clear
framework/pathway for
administrative procedures;

Nodal officers are trained in
biosafety issues;
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regulatory
requirements;

Output 1.2.2: Number of guidelines | At present, there is 1 comprehensive guideline available Guideline for Risks
Guidelines for handling no guidelines for handling applications related to handling applications | Guidelines cannot be finalised
developed to applications and available; GMOs/LMOs and products related to because of the lack of active inputs
support the tasks | formats for GMOs/LMOs and by the project partners;
of National application & Only some draft products; o
Competent communicating formats for Institutional arrangements not
Authority (NCA) | decisions in place application Application formats; | Permanent;
and Sectoral available; . .
Trained and designated personnel
Competent . .
. replaced with new personnel in
Authorities NCS/SCAS:
(SCAS) ;
Assumptions
Guidelines are used to support
tasks of NCA and SCAs.
Experts familiar with
implementing biosafety framework
with NCA and SCAs are engaged;
Designated personnel identified
and remains the same;
Output 1.2.3 Staff | Number of members | A National At least 40 committee members and Certificate of training | Risks

of NCA, SCAs
and related
organizations
trained

of regulatory
committees and
operational staff
trained in
administrative and
operational
procedures

Coordination
Committee on
Biosafety (NCCB) is
in place;

Sectoral Competent
Authorities (SCAS)
are formed on case

operational staff trained with certificate

(at least 30% women);

Proceedings of
training workshops

Insufficient number of trainers in
various biosafety aspects;

Participants for trainings are not
appropriately selected;

Assumptions
International and national
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by case basis;

Committees on
various aspect of
biotechnology are in
place

consultants deployed properly;

Individuals identified for trainings
are responsible for handling
biosafety related
issues/applications;

Outcome 1.3:
National
Biosafety
Clearing House
(BCH)
operational

Number of visitors
accessing to BCH;

Satisfaction with
level of information
and knowledge
available in the
national BCH;

There is a national
BCH established but
not operational due
to the lack of
capacity to collect,
process and manage
the information
required to run it;

At least 500 individual accesses to the
BCH;

At least 70% of satisfaction rate
received from multiple stakeholders;

Access record to the
national BCH;

Assessment report
including
questionnaire and
survey of user
feedback;

Risks

Lack of capacity of the nodal
ministry of Cartagena Protocol on
Biosafety for the national BCH
operation;

Assumptions
Active involvement and role

definition of nodal ministry during
the project;

Ministry has information for
collection and proper IT
infrastructure for BCH;

Output 1.3.1: An
enhanced website
established

Number of national
biosafety web-based
information
infrastructure linked
to the central portal
of CBD that
included a roster of
biosafety experts in
the country and has
database of globally
approved LMOs;

There is no
dedicated website
operational on
biosafety in the
country;

Information related
to biosafety is not
available on web
sites of the

1 national biosafety website available
with sufficient contents;

1 roster of experts by concerned
agencies;

1 online database of globally approved
LMOs especially countries with whom
Sri Lanka has trade ties (regular
updating of the database);

National website in
place and operational
with up-to-date
information linked to
BCH;

Roster of experts in
place and uploaded
on BCH;

Risks

Lack of qualified technical
personnel and required IT
infrastructure;

Delay in collection of information;

Appropriate experts not selected
for Roster;

Assumptions
Careful analysis on technical and
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concerned
ministries;

information requirements for the
website carried out;

Information identified to be shared
and make it easily accessible for
public to promote transparency and
accountability of decision-making
process;

Output 1.3.2: The
BCH focal point
trained to collect

Number of trainings
for BCH organized;

The BCH focal point
is not familiar with
the process;

At least 20 individuals from BCH focal
point, associate staff in NCA and nodal
officers in SCAs and other scientific

Procedural Manual
for collecting,
uploading and

Risks
Staff attrition and change in
personnel;

and manage Number of agencies trained and made capable to managing
information individuals trained; No manual collect and upload information (at least | information; Availability of qualified staff;
available; 30% women) ;
Availability of BCH focal pointand | Assumptions
manual: 4 training sessions for at least 10 IT associate staff Appropriate individuals identified
staff for the management of IT trained: for trainings/ Training of trainers;
infrastructure including website, roster
and database (at least 30% women); Proper working documents made
available;
1 procedural manual ready to use for
collecting, uploading and managing
information on the national BCH;
Output 1.3.3: Number of training No information At least 3 training modules for Training modules for | Risk

Stakeholders
trained to access
and share
information
through BCH

modules;

Number of training
organized,

available regarding
the number of
trained personnel

accessing information on the national
BCH for the different stakeholders
viz., scientists, regulators, customs
and plant quarantine officials;

Organize 4 training workshops with at
least 30 participants for each module

different
stakeholders;

Certificate of
training;

Proceedings of
training workshop;

Knowledge and interest of target
stakeholders about the subject
varied widely;

Assumptions
Proper working document to be

prepared for the target stakeholder
groups categorized for each
training module;
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Number of
individuals trained;

(in total about 120 individuals, at least
30% women);

Train the trainer's approach;

COMPONENT 2: ENHANCING SYSTEM FOR RISK ASSESSMENT (RA), RISK MANAGEMENT (RM), AND RISK COMMUNICATION (RC)

Outcome 2.1: National institutions strengthened for RA, RM and RC including monitoring and enforcement

Outcome 2.1: Number of agencies | The capacity of All members, bodies and relevant Training outcome Risks
National that have national institutions | agencies received institutionalized report; Lack of consensus for
institutions institutionalised is limited to enable training and they are capable to work procedures/guidelines for RA, RM
strengthened for | training on RA, RM | formulation and with the RA, RM and RC framework; and RC among institutions;
RA, RM and RC | and RC; implementation of Capacit
including integrated and pactty Lack of trained personals in each
. . development survey | . . . .
monitoring and Number of focal coherent biosafety . o . institution involved on how to
. At least 3 focal points identified for of focal points (e.g.
enforcement points for RA, RM regulatory R . perform RA and how to go about
. . institutional RA, RM and RC; before/ after training
and RC in each mechanisms; . RM;
Lo survey with annual
institution identified; .
review, Knowledge- Assumptions
L . Attitude-Practice _p_. o .
1 institutional mechanism in place to ToR of each institution available;
L . . (KAP) survey);
deal with biosafety issues in the
country; Institutionalized training approach
provided;
Training program and guidelines
developed based on both national
and international experience;
Output 2.1.1: Number of guidelines | Guidelines for the At least 1 comprehensive guideline Updated guidelines Risks

Methodologies
for RA, RM and
RC reviewed,
refined and
updated

for contained use and
Risk Analysis
Framework
developed;

safe use of
Recombinant DNA
technology in
contained conditions
available but not
mandated;

available for GMOs/LMOs in
contained conditions including green
house, net house etc.;

At least 1 Risk Analysis Framework

for the use of

GMOs/LMOs under
contained conditions
in place and notified;

Risk Analysis
Framework in place

National experience in various
cases of RA, RM and RC not
available;

Assumptions
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Brief guidance
document "Risk
Assessment of
GMO/FFPs — A
Practical Guide"
prepared but yet to
be adopted by
regulatory agencies;

covering approach to RA, RM and RC
available;

and accepted by
regulatory
authorities;

International expertise for risk
infrastructure gathered;

Output 2.1.2: Number of technical | No existing 5 guidelines available to regulate Guidelines for Risks
Technical guidelines in place guidelines or activities involving GMOs/LMOs for IBSCs, food and feed | National experience of formulating
guidelines and covering various manuals RARM: safety, environmental | guidelines not available;
manuals on RA aspects of RARM 1. Guidelines for Institutional risk assessment,
and RM Biosafety Committees confined field trials Delays in receiving inputs;
developed 2. Guidelines for risk assessment of and GE mosquitoes
GM food and feed are in place and Assumptions
3. Guidelines for environmental risk accepted by Guidelines and manuals developed
assessment of GE plants regulatory authorities | with international expertise and
4. Guidelines for conduct of confined knowledge, and revised along with
field trials of regulated GE plants/crops the country requirement;
5. Guidelines for testing and release of
GE insects such as mosquitoes All concerned stakeholders
participate for review;
Output 2.1.3: Number of decision- | No existing At least 1 decision-making tool kit Formats for decision- | Risks

Decision-making
tools prepared for
RA, RM and RC

making tools for RA,
RM and RC

decision-making
tools available

available for regulatory agencies with
required formats for each RA, RM and
RC;

making to be used by
regulatory
committees are in
place

Consensus about decision-making
process of RA, RM and RC and
role of participating institutions not
made among institutions;

Assumptions
Decision-making process defined

officially and/or legally;
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Output 2.1.4:
Training strategy
for RA, RM and

Number of training
strategy/ manuals for
RA, RM and RCin

No training strategy
available for RA,
RM and RC

At least, 1 training needs assessment
survey to be conducted;

Training needs
assessment report;

Risks
Lack of experience in identifying
critical areas to be covered by the

RC developed place At least 2 training manuals for RA and | Training manual for training;
RM; RA and RM;
Assumptions
1 RC strategy developed:; RC Strategy; International knowledge and
experience also considered,;
Output 2.1.5: Number of Training programs At least 100 individuals (at least 30% Trained officials from | Risks
Staff of relevant individuals trained; were conducted in women) trained including the members | relevant institutions; Quality of training and timelines of
institutions 2006, 2008, 2009 on | of NCCB, SCAs and other potential delivery are unsatisfactory;
trained on RA, RA at the university | members/experts in RA (food and feed | Certificate of
RM and RC level; safety and ERA), with at least 15 training; Staff attrition and change in

Number of staff
designated for risk
infrastructure in each
institution identified;

No trainings have
been specifically
been conducted for
in the area of RM
and RC

trainings for the members of IBSCs
and on confined field trials of GE
plants (conduct and monitoring);

List of designated
staff;

personnel;

Resource person is not appropriate;

Assumptions
Training material to be jointly

developed with national and
international expertise

Training program designed for
institutional nominees at different
levels;

Appropriate individuals are
identified for trainings;
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Output 2.1.6:
National and
regional
institutional
networks
strengthened to
implement
National
Biosafety System

Number of
international
conference organized

The National
Biosafety
Framework is in
place but not fully
functional;

1 international harmonization
conference organized to harmonize
national guidelines, manuals,
application formats and procedures
with those followed by other countries
in the region especially those of
SAARC countries;

National and regional network
established for scaling-up;

Report of the regional
conference/workshop

Feed-back survey on
the level of
satisfaction for the
outcomes;

National guidelines,
manuals, application
formats in place;

Risks
Poor inter-agency coordination at
regional and national level,

Assumptions
Strong government leadership

available for the harmonization
process at international/ regional
levels;

COMPONENT 3: DEVELOPING TECHNICAL CAPACITY FOR DETECTION AND IDENTIFICATION OF LIVING MODIFIED ORGANISMS (LMOS)
AND STRENGTHENING BIOSAFETY-RELATED INFRASTRUCTURE

Outcome 3.1:
Improved
capacity for
detection and
identification of
LMOs

Number of detection
and identification
processes of LMOs
within a certain time
period;

Number of
designated staff;

Capacities in LMO
detection and the
requirements for the
accreditation of
laboratories not met
for implementation;

At least, 70% of trained staff capable
to detect and identify LMOSs using
upgraded instruments and guidelines
developed,;

At least 20 detection and identification
cases processed using improved
facilities at the end of the project;

At least 3 designated staff in each
institution identified:;

Technical report on
the process records;

An efficient LMO
detection network of
laboratories is
established;

Key instruments are
in place in identified
laboratories;

Scientists are trained
in detection and
identification of
LMOs;

Concerned personnel

Risks

Lack of mandate and active
involvement of laboratories or
enforcement agencies to improve
the capacity;

Staff attrition and change in
personnel;

Assumptions
Legal backing available for the

cooperation with identified
laboratories and enforcement
agencies but also capacity
development;
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are trained in
inspection and
monitoring of LMOs;

Output 3.1.1:
Testing needs and
capacities for
LMO detection
assessed and key
public
laboratories
identified for up-
grading and
accreditation

Number of
assessment report
completed;

Number of
laboratories and
facilities identified;

Industrial
Technology Institute
(ITI) and a private
lab, Genetech are
carrying out limited
work in LMO
detection. National
Plant Quarantine
Station at Colombo
has a mandate to do
LMO detection and
has basic lab
facilities and
manpower;

University of
Peradeniya has
conducted trainings
on detection
methodology in
2006;

1 stocktaking assessment report ready
for capacity needs, testing
requirements, facilities, infrastructure,
human resources and level of expertise
required for LMO detection to be
carried out for Sri Lanka;

At least 3 public laboratories and 3
facilities for contained testing
identified;

1 Operation and Maintenance
mechanism including specifications
and outline of manuals;

Stocktaking
assessment report

Technical document
for operation and
maintenance of
laboratories;

Risks

Delay in completion of the
specified assessment/survey within
the given timeframe;

Lack of clarity and coordination
between different agencies to
enable them to carry out their
responsibilities;

Assumptions
Roles and responsibilities of

identified laboratories defined and
agreed with criteria;

Incentives available;
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Output 3.1.2:
Inspection plan
prepared and
inspectors trained

Number of inspection
plans/guidelines
prepared;

Number of staff of
enforcement agencies
trained

Number of
workshops/training
modules provided,;

Food inspectors,
seed inspectors,
custom officials and
plant quarantine
officials are
mandated to carry
out inspection in the
Act;

At least 1 Inspection Plan including
several common examples of
inspection prepared;

At least 2 guidelines/ procedures
developed for inspection and
monitoring of GMOs/LMOs for use by
members of NCA, customs, food
inspectors, plant quarantine officers
and seed inspectors;

At least 2 Training modules for
inspection and monitoring developed;

About 10 training workshops to be
conducted for food/ feed inspectors,
seed inspectors and plant quarantine
officials and also the customs
officials;

At least 50 staff trained for inspection
and monitoring of GMOs/LMOs in
place (at least 30% women);

10 individuals of food/feed and seed
inspectors and plant quarantine trained
through participation in international
events (at least 30% women);

Inspection Plan/
Guidelines and
procedures for
inspection and
monitoring of
GMOs/LMOs;

Training modules,
certificate of training;

Risks
Resource person developing
inspection plan not appropriate;

Quality of training material and
timelines of delivery is
inappropriate;

Assumptions
Review functioning system in

other countries;

Inspection plan jointly developed
with national and international
expertise;

Close cooperation from
enforcement agencies;
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Output 3.1.3:
Personnel trained
on LMO
detection and
identification

Number of
individuals trained;

Number of training
modules developed;

Identified
laboratories have
staff familiar with
technical
requirements for
LMO detection.

30 scientists and technical staff trained
in detection labs in 3 workshops (at
least 30% women);

5 individuals conducted onsite training
in labs functioning in other countries;

2 Training modules for LMO detection
and identification prepared,;

Training modules;

Certificate of
training;

Risks

Quality of training material and
timelines of delivery is
inappropriate;

Appropriate individuals not
selected for trainings;

Assumptions
Workshop program and

international laboratory visit
program developed with national
and international expertise;

Outcome 3.2:
Laboratories fully
operational with
the necessary
infrastructures to
carry out risk
assessment, and
detection of
LMOs, which
allow Sri Lanka
to meet its
obligations under
the CPB

Number of identified
laboratories
operational with
international
standard;

Number of facilities
for contained testing
operational;

Annual budget
allocated for
operation and
maintenance of
laboratories;

The accreditation of
laboratories and
strengthening
capacities of selected
public sector
laboratories are
required;

2 public laboratories with improved
infrastructure and facilities for LMO
detection as per international norms
and serve as central LMO research and
detection lab;

1 upgraded analytical laboratory
functional for compositional and
nutritional analysis with state-of the-art
analytical services equipment;

These laboratories are showcased as
technically viable examples;

Efficient accreditation process in place;

Institutions are
strengthened with
improved
infrastructure and
equipment.

Outcome summary
report;

Annual financial
report;

Record of accredited
laboratories;

Risks
Lack of capacity to use upgraded
laboratory instruments;

Lack of capacity to maintain the
accredited laboratories;

Assumptions
Detailed system demonstration

with sufficient trial operations
carried out;

Operation and maintenance
mechanism of laboratory
instruments ensured,;
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Output 3.2.1:
Key government
laboratories
identified,
established,
strengthened and
appropriately
equipped for risk

Number of
laboratories and
facilities assessed;

Number of identified
laboratories and

Some laboratories
underwent LMO
detection with
limited work;

Training programme

At least 3 public laboratories and 3
facilities for contained testing
identified in the stocktaking
assessment survey with laboratory
equipment, chemicals and reagents,
manpower and improve infrastructure
and facility with guidelines;

An efficient LMO
detection institutional
network is
established;

Guidelines for
sampling
methodologies of

Risks
Delay in procurement and
installation of key instruments;

Assumptions
Specifications and required service

for the laboratory instruments
available prior to procurement

management and facilities for In GM detection by | The 3 laboratories and 3 facilitiesare | | Mo detection; process;
detection of con'.talned testing ICQEB .avallable i | equipped for LMO detection and
LMOs equipped; University of management as per assessment; Technical report on
Peradeniya in equipped laboratories
association with In total 3 Operation and Maintenance | and facilities:
Genetech; manuals for identified laboratories
prepared with international standards; Operation and
Maintenance
Manuals;
Output 3.2.2: Number of SLAB is a member At least 2 laboratories accredited as per | Laboratories Risks
Laboratories laboratories of the mutual SLAB/ISO standards; accredited,; SLAB not familiar with
accredited by accredited recognition accreditation standards for GMO
SLAB for risk arrangement (MRA) Certificated of detection

assessment, LMO
detection and
identification
based on ISO and
ISTA standards

and in the process of
seeking membership
of the international
accreditation forum
(1AF). These have
established 1SO
standards for GMO
detection in addition
to ISO 17025

1 Accreditation process clarified and
streamlined for replication;

At least 2 staff of the accreditation
body trained internationally;

accredited body
trained;

Accreditation failed;

Assumptions
Training of SLAB personnel,

guidelines, SOPs etc. in place with
detection labs

Accreditation conditions and
procedure ensured, and training
provided accordingly;

GEF5 CEO Endorsement Template-February 2013.doc

30




COMPONENT 4: KNOWLEDGE DEVELOPMENT, PUBLIC AWARENESS, EDUCATION AND PARTICIPATION

Outcome 4.1:
Enhanced
awareness,
education and
public
participation in
decision-making
on biosafety

Number of awareness
raising
events/campaigns
with positive
feedback from
various stakeholders
across the country;

Annual budget
allocated for
continuous actions
for biosafety in the
country;

Awareness of
biosafety needs to be
further enhanced to
broader stakeholders
strategically;

Over 20 events/campaigns organized
with At least 70% of activities received
positive feedback from participants;

Outreach material
(both print and
electronic);

Proceedings of
awareness
programmes;

Post graduates trained
in biosafety;

Knowledge
assessment report
including statistics
and questionnaires of
events;

Annual financial
reports;

Risks
Quality of events insufficient;

Different category of audience and
related needs are not identified
correctly;

Assumptions
Awareness events conducted along

with the needs of target
stakeholder groups;

Communication strategy applied
properly;

Replication mechanism in place to
continue awareness raising after
the project including potential
funding support for the capacity
building of biotechnology
professionals;
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Output 4.1.1:
Public awareness
and participation
strategy
developed

Number of
framework for public
participation and
database of
stakeholders in place;

Public awareness
workshops have
been held
previously.

1 strategy developed for facilitating

public participation and mechanism for

public consultation;

1 database of concerned stakeholders
for public consultation maintained;

Strategy document;

Database of relevant
stakeholders
available;

Risks

Lack of lessons-learned to identify
critical areas of public participation
and awareness;

Strategy is planned in isolation and
does not respond to the public
needs

Assumptions
Lessons learned collected from the

past experiences in the country as
well as other countries, and
strategy developed jointly with
national and international
expertise;

Strategy prepared in consultation
with relevant stakeholders to
continue awareness raising after
the project as a long term
communication activity;
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Output 4.1.2:
Targeted
awareness-raising
activities

Number of targeted
activities
accomplished;

Awareness raising
programmes were
conducted during the
National Biosafety

1 E-learning tool developed on
guidelines/procedures for biosafety
regulations;

E-learning tools
available;

Outreach material

Risks

Population that can be reached
could be limited due to time or
funds constraints;

implemented Framework in 2006. | Primers/brochures/booklets/FAQs/cale | viz., primers,
Since then only a ndars, glossary of terms and other brochures, FAQs, Different category of audience and
few activities have outreach material developed in local etc.; related needs are not identified
been organised by languages and 2000 copies correctly;
the research disseminated; Audio visual
institutions educational material Assumptions
1 audio visual educational material on | available; Strong government and
awareness of biotechnology and public/private sector support and
biosafety issues for all stakeholders; Awareness workshop | coordination for increasing public
material and reports; | awareness;
20 awareness workshops on biosafety
for relevant stakeholders conducted (at Needs assessment results available
least 30% women); for each target stakeholder group;
Output 4.1.3: Number of training The Postgraduate 1 Modules/course material prepared for | Modules/course Risks
Curriculum, courses developed,; Institute of higher levels of education material is available The involvement of partner
syllabus and Agriculture (PGIA), | incorporation in syllabus of O and A institutions is limited;

course materials
prepared for post-
graduate course
for biosafety, and
the gaps in
primary
(Ordinary Level),
secondary and
university level
education for
biosafety filled
through

University of
Peradeniya, conducts
the postgraduate
course on Biosafety
and now intends to
start a postgraduate
Diploma course on
Biosafety

level;

Annual budget allocated for the new
course;

Assumptions
Incentive mechanism available;

ToR prepared,;
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improvement of

curricula.

Output 4.1.4: Number of issues of | No dedicated 8 issues of Biosafety Newsletter will Newsletter are Risks

Information the biosafety mechanism for be circulated (six monthly); circulated quarterly The quality of information
materials newsletter; biosafety all over the country. materials insufficient;
developed and information 1 website have copies of all material;

disseminated
through various
media

Number of webpages
with information
sources;

Website with
complete information
resources

Assumptions
The contents of information

materials selected carefully to meet
the needs of target readers;

Output 4.1.5 and Output 4.1.6 are activities related to the Monitoring & Evaluation of the project.
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ANNEX B: RESPONSES TO PROJECT REVIEWS (from GEF Secretariat and GEF Agencies, and Responses to
Comments from Council at work program inclusion and the Convention Secretariat and STAP at PIF).

Comments from the German
Council member (on the June,
2014 work programme)

Response

Reference in Document

1 The PIF in paragraph 31 implies
that BL2 glasshouses and contained
field testing sites will be established
or upgraded through project funding
to enable LMO analysis and RA
reports according to international
standards. While such glass houses
and testing sites are certainly
necessary for the development of
LMOs as well as for actual research
on LMO risks, Germany cannot see
the necessity for such facilities in
the context of LMO analysis and
especially risk assessment.
According to international standards
including the Cartagena Protocol on
Biosafety, it is not necessary to
work in glass houses and do field
trials. Financing of such facilities
would fall outside the scope of the
Cartagena Protocol on Biosafety
and should not be contained in the
PIF.

During the PIF development stage, FAO
responded the Council member that the
following descriptions will be removed in the
PIF document:

- “three facilities for contained testing (at
least BL2 greenhouses and confined field
testing sites)” in line 3-4, and

- “(iii) build at least one BL2 greenhouse and
one confined field testing facilities in three
institutions involved in biosafety-related
research and in risk assessment of crops,
animals and other organisms of importance
for Sri Lanka. These facilities will be used
for LMO that are intended for propagation
or cultivation.” in the last sentence of the
paragraph.

The Request For CEO Endorsement as well as
GEF-FAO project document have been further
developed along with this response. The
project will not finance the establishment or
upgrade of BL2 glasshouses and/or contained
field testing facilities. The project will only
support training activities and preparation of
guidelines related to confined field trials to
broaden national technical capacity within
biosafety agenda for Sri Lanka.

FAOQO Project Document:

Descriptions of Outputs
2.1.2, Output 2.1.5,

Comments from the US Council
member (on the June, 2014 work
programme)

Response

Reference in Document

1. How will detection testing
capabilities help support the
development of science-based
regulations to meet CPB
obligations? We would assert the
establishment of a biosafety system
should come first.

Enhanced capacities of monitoring and
detection of LMOs will allow Sri Lanka to
evaluate and improve the effectiveness of its
biosafety system and to establish science-based
regulations for LMO. Capacity to establish a
biosafety system and capacity to detect LMOs
are interlinked and cannot be developed in
isolated from each other. Thus, the project has
been further developed along with this
consideration. The implementation of
regulatory framework includes a science-based
enforcement system monitoring at institutional

FAQ Project Document:
Output 1.1.1,

Output 2.1.2, Component
3, Component 4,
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Comments from the US Council
member (on the June, 2014 work
programme)

Response

Reference in Document

level. The related project activities include the
enactment of Biosafety Act (Output 1.1.1),
establishing regulatory guidelines for risk
assessment (Output 2.1.2), strengthening
detection testing and identification capabilities
(Component 3), and enhancing knowledge
management among regulatory and science
communities (e.g. Component 4).

2. How will detection help countries
establish a system that will ensure
there is environmental review of
LMOs?

Enhanced capacities of detection and
monitoring of LMOs will allow Sri Lanka to
evaluate and improve the effectiveness of an
environmental review of LMOs, based on the
scientific evidence which would be derived
both by detecting unauthorized LMOs and by
verifying that only authorized LMOs are in the
market (and in the environment). The detection
facilities will be instrumental in identifying
unapproved LMOs and thereby dealing with
Environmental Risk Assessment issues of such
LMOs. The capacity on detection of LOMs
will be strengthened together with monitoring
and institutional framework.

FAOQ Project Document:

Descriptions of Component
3,

3. How will detection empower
countries to continue to actively
participate in a global or regional
system of trade to ensure their own
needs are met?

Strengthened capacity for detection of LMOs
and the resulting enhanced public confidence
for biosafety will allow countries to continue
to participate actively in a global and regional
system of trade of LMOs within the
legitimacy. An efficient regulatory system
coupled with detection capabilities will ensure
their own needs assessment in the trade system
of LMOs.

FAOQ Project Document:

Descriptions of Section 2.3

STAP Comments

Response

Reference in Document

1. One item which perhaps deserves
clarification or at least improved
consistency pertains to the inclusion
of the term policy in Outcome 1, but
not in the Objective. This form of
inconsistency is also noted in other
parts of the text. For example,
Barrier 1 is defined as inadequate
legal and regulatory frameworks
whereas Component 1 addresses the
strengthening of relevant policy,

Streamlining of the text under each project
component with respect to the outcomes and
outputs has been included to bring in more
consistency.

FAQ Project Document:

Sub-section 1.5.

GEF5 CEO Endorsement Template-February 2013.doc

36




STAP Comments

Response

Reference in Document

institutional and regulatory
frameworks.

2. Outcome indicators will also
require development during the
PPG

In addition to the project output activities,
outcome indicators have been developed for
the results framework of the project.

FAOQ Project Document:

Descriptions of Outcomes
in Section 2;

Results Framework in
Appendix 1;

Request for CEO
Endorsement:

Annex A

3. The proposed project possesses
elements of innovation and
innovation and sustainability of the
project's results are addressed
through the project's design.
Scaling-up could receive more
attention though.

Adequate care has been taken in scaling-up
project activities, while developing the project
document to ensure innovation and
sustainability. The scaling-up actions have
been considered in the results framework. The
major activities are as follows:

- Strengthen institutional capacity to deal with
biosafety issues in the country (Outcome 2.1);
- Establish networks on biosafety among
country’s stakeholders and countries,
especially those in the SAARC region (Output
2.1.6);

- Upgrade public laboratories selected for risk
assessment and detection to make operational
with operation/ maintenance mechanism to
showecase technically viable examples
(Outcome 3.2);

- Streamline accreditation process of
laboratories with international standard
(Output 3.2.2);

- Development of curriculum for post-graduate
course on biosafety (Output 4.1.3);

- Conduct outreach events/campaigns to create
awareness on biosafety for continuous
knowledge development and maximizing the
project’s long-term impacts (Outcome 4.1);

FAOQO Project Document:
Description in Section 5.2;

Result framework in
Appendix 1;

4. The principal stakeholders are
defined but for many of them, their
roles have to be more specifically
defined beyond “involved as project
partners”

The details on the stakeholder participation
have been specifically defined with the type of
involvement as well as with project
components at outcome/output levels;

FAOQO Project Document:
Description in Section 4;

Request for CEO
Endorsement:

Section B.1
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Comments and alignment with
GEF Secretariat questions and
agency response at PIF

Response

Reference in Document

Question 1-8, 10-13, 16-19

Cleared at PIF stage. The project has been
further formulated along with the PIF
comments.

FAOQO Project Document:

e.g. Sub-section 2.6,

Question 9. Is there a clear
description of: a) the socio-
economic benefits, including gender
dimensions, to be delivered by the
project, and b) how will the delivery
of such benefits support the
achievement of incremental/
additional benefits?

a) Sri Lanka’s national socio-economic
priorities have been considered while
preparing the project activities and
identification of stakeholder to be involved. In
the project framework, a number of socio-
economic benefits have been translated into
the result indicators that will address the issues
of policy enactment and remove barriers to
strengthen regulatory, institutional and
technical capacities for the Cartagena Protocol
on Biosafety. These benefits will be
disseminated through the knowledge
management activities and platform (e.g.
national Biosafety Clearing House, for multi-
stakeholder).

The project will endeavor to achieve gender
mainstreaming by ensuring participation by all
stakeholders including both men and women
(as indicated in the results indicators). Efforts
will be made to take into account socio-
economic impact on all sectors of society,
including both men and women, while
preparing regulations, guidelines and outreach
material.

b) The delivery of regulatory documents,
extensive training and awareness activities will
support safe and sustainable use of LMOs for
various stakeholder groups. Gender aspect is
considered in the activities such as gender
balance in committee, ToR, and selection
process of participants for the proposed events.

FAOQO Project Document:

Sub-section 2.3, Sub-
section 5.1 (social
safeguards), Appendix 1
(Results Framework),
Appendix 5 (ToR of
Project Steering
Committee)

Request for CEO
Endorsement:

Section B.2

Question 14. Is the project
structure/design sufficiently close to
what was presented at PIF, with
clear justifications for changes?

The project design is in line with the PIF, the
project activities have been formulated as per
the approved project components, outcomes
and outputs in the PIF. Co-financing has been
increased according to the co-financing letters
received.

FAOQO Project Document:
Section 2;

Results Framework in
Appendix 1;

Request for CEO
Endorsement:

Section A
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Comments and alignment with
GEF Secretariat questions and
agency response at PIF

Response

Reference in Document

Question 15. Has the cost-
effectiveness of the project been
sufficiently demonstrated, including
the cost effectiveness of the project
design as compared to alternative
approaches to achieve similar
benefits?

The cost effectiveness of the project has been
provided appropriately by: a) Emphasis on
inter-agency coordination and collaboration, b)
Emphasis on establishment of a project team
for project management, ¢) Mainstreaming
project activities into the national development
plans and actions and d) Regional cooperation
as an effective method to share regional
expertise and project outputs;

FAOQ Project Document:

Description in Sub-Section
2.8 (cost effectiveness);

Appendix 4 (Incremental
cost analysis);

Request for CEO
Endorsement:

Section B.3

Question 21. Have the appropriate
Tracking Tools been included with
information for all relevant
indicators, as applicable?

The GEF tracking tool has been included in
Appendix.

FAOQO Project Document:

Appendix 8 (GEF-BD
Tracking Tool);

Question 22. Does the proposal
include a budgeted M&E Plan that
monitors and measures results with
indicators and targets?

Yes, the M&E plan for project monitoring
fulfilment of the project targets and indicators
had been included

FAOQ Project Document:

Section 2, Section 6,
Appendix 2 (Work Plan
and Timetable), Appendix
3 (Results-based budget),

Request for CEO
Endorsement:

Section C
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ANNEX C: STATUS OF IMPLEMENTATION OF PROJECT PREPARATION ACTIVITIES AND THE USE OF FUNDS®

A. PROVIDE DETAILED FUNDING AMOUNT OF THE PPG ACTIVITIES FINANCING STATUS IN THE TABLE BELOW:

PPG Grant Approved at PIF: 1 APRIL 2014
Project Preparation Activities Implemented GEF/LDCF/SCCF/NPIF Amount ($)

Budgeted Amount Spent To Amount
Amount date Committed

Activity 1. Stakeholder consultations 17,000 4,680.03 0

Activity 2. Assessment of policy and 4,243.93 0

institutional gaps and capacity development 17,000

needs

Activity 3. Collection and analysis of 0 2,404.00

information and elaboration of activities for 20,000

developing technical capacity

Activity 4. Stocktaking of existing awareness 16.000 4,143.92 0

and knowledge management activities ’

Activity 5. Preparation of FAO-GEF project 30.000 31,317.80 6,229.04

document and CEO Endorsement document ’

Total 100,000 44,385.68 8,633.04

9 If at CEO Endorsement, the PPG activities have not been completed and there is a balance of unspent fund, Agencies can continue undertake
the activities up to one year of project start. No later than one year from start of project implementation, Agencies should report this table to the
GEF Secretariat on the completion of PPG activities and the amount spent for the activities.
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ANNEX D: CALENDAR OF EXPECTED REFLOWS (if non-grant instrument is used)

Provide a calendar of expected reflows to the GEF/LDCF/SCCF/NPIF Trust Fund or to your Agency (and/or revolving
fund that will be set up)

Non-grant instrument is NOT used in the project.
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O FAO/GLOBAL ENVIRONMENT FACILITY g
; PROJECT DOCUMENT
gef

PROJECT TITLE: Implementation of the National Biosafety Framework in accordance with the
Cartagena Protocol on Biosafety (CPB)

PROJECT SYMBOL: GCP /SRL/066/GFF
Recipient Country: Sri Lanka Resource Partner: Global Environment Facility (GEF)

FAO project ID: 628897 GEF Project ID: 5720

Government /other Counterpart(s): Ministry of Mahaweli Development and Environment

Expected OED (starting date): , May 1, 2016

Expected NTE (End date): April 30, 2020

Contribution to This project will strengthen Sri Lanka’s capacity for biosafety, which refers to
FAO’s the safe adoption and use of agricultural biotechnologies, including Living
Strategic Modified Organisms (LMOSs), as described in the Cartagena Protocol on
Framework?! Biosafety to the Convention on Biological Diversity. Supporting Sri Lanka in

strengthening its biosafety capacity contributes to the outputs of FAO’s work
relating to sustainable agriculture. More specifically, it contributes to the
strategic objective (SO) of supporting stakeholders in enhancing the
recognition and consideration of agricultural sectors in international
instruments, governance mechanisms, processes, and partnerships that are
relevant to FAO’s mandate (i.e. SO2.3.2).

GEF Focal Areas: GEF Strategic Objectives: [GEF-5]
Biodiversity BD-3: Build Capacity for the Implementation of the Cartagena Protocol
on Biosafety

Environmental Impact Assessment Category (insertV): A B C Y

Financing Plan: GEF allocation (USD): 2,365,964
Co-financing (USD): 2,958,327
Ministry of Mahaweli Development and Environment 85,714
Ministry of Health Nutrition and Indigenous 8,571
Department of Animal Production and Health 357,143
Department of Agriculture 405,714
National Plant Quarantine Services 291,143
Department of Fisheries and Aquatic Resources 36,143
Department of Wildlife Conservation 285,714
Sri Lanka Customs 382,471
University of Colombo 300,000
University of Peradeniya 300,000
National Science Foundation 105,714
FAO 400,000

TOTAL BUDGET: 5,324,291

! For country office operated projects, link projects in FPMIS at OR level.



EXECUTIVE SUMMARY

Sri Lanka possesses a wealth of biological diversity. The country is classified as one of the global
“biodiversity hot spots” based on its hosting a large number of endemic plants and vertebrates. Sri Lanka
depends heavily on its biological resources to sustain its economy, making it very important to take note
of any threats to biodiversity. The country has adopted a proactive approach to formulating
environmental policy and has been one of the first countries to ratify the Convention on Biological
Diversity (CBD) in 1994. Sri Lanka also ratified the Cartagena Protocol on Biosafety (CPB) in 2004,
which aims to address the safe transfer, handling, and use of living modified organisms (LMOs). The
Biodiversity Secretariat of the Ministry of Mahaweli Development and Environment acts as the national
focal point for the CBD & CPB and is responsible for the coordination and promotion of national efforts
to conserve the nation’s biodiversity, manage the country’s biological wealth, and oversee biosafety
related activities.

Although the advancement of modern biotechnology is still at an early stage in the country, the
Government of Sri Lanka has been taking several steps to ensure the safe use of LMOs. Recognizing
the need for ensuring the regulation of biotechnology research and development activities, the
Biodiversity Secretariat implemented the National Biosafety Framework Development Project in 2005,
which led to the formulation of the National Biosafety Framework (NBF) in 2005. As part of the project,
a National Policy on Biosafety was prepared to renew the commitment of the government to ensure
adequate levels of protection in the safe use of modern biotechnology based on the precautionary
principle, within the overall framework of sustainable development for the benefit of present and future
generations. The Cabinet of Ministers approved the Policy in 2005. In order to implement the NBF, the
Biosafety Act was drafted in 2014 and is presently being reviewed at the Legal Draftsman’s Department
in the Ministry of Justice. The Government of Sri Lanka, through its concerned Ministries, has been
promoting biotech research, creating awareness on key issues relating to biosafety and putting in place
regulatory systems/requirements for LMOs. Despite this, lack of capacity has limited progress and thus
there is an urgent need to build Sri Lanka’s capacity to make a greater use of the benefits of modern
biotechnology in a safe and sustainable manner.

The project was developed in order to strengthen the implementation of the National Biosafety
Framework. Component 1 of this project focuses on: (i) strengthening policy, institutional, and regulatory
frameworks for biosafety, especially for the immediate enactment of the Biosafety Act and the
endorsement of the Master Plan; (ii) re-establishing the information management and sharing system
on biosafety; and (iii) strengthening the national Biosafety Clearing House. Component 2 aims to
strengthen the technical capacity of the relevant institutions to conduct risk assessments, risk
management, and risk communication. Component 3 focuses on helping to upgrade the infrastructure
of key laboratories so that they can effectively carry out biosafety-related activities required for the
reliable identification and detection of LMOs, in line with Sri Lanka’s obligations under the CPB.
Component 4 focuses on supporting targeted education and outreach campaigns to raise awareness
about biosafety and enhance public participation in decision-making. Under Component 4, increasing
awareness will be pursued across the country in order to garner the political will needed to incorporate
biosafety into national development plans and programmes. In addition, the curriculum, syllabus, and
course materials for a post-graduate course on biosafety will be reviewed and elaborated to train and
build sufficient human resources to address the nation’s biosafety needs.

Overall, the expected outcomes should strengthen the requisite human, technical, and institutional
capacities as well as regulatory and policy regimes, which, together, will permit policy planning, drafting
of regulations and guidelines, enforcement of laws, the ability to carry out scientific evidence-based risk
assessment and risk management, while at the same time enhancing public knowledge and
participation. The project conforms to the GEF focal area objective BD-3 on Building Capacity for
Implementation of CPB, and thereby will contribute to the overarching goal of GEF to enable CPB Parties
to comply with their international obligations under this legal instrument.
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SECTION 1: GENERAL CONTEXT
1.1 Background and situation analysis

1. Sri Lanka is a small island country but possesses a wealth of biological diversity. Sri
Lanka’s unique biodiversity has a very high global significance. It has been classified
by Conservation International (Cl) as one of the “biodiversity hot spots” (together with
the Western Ghats in India) based on the diversity of endemic plant and vertebrate
species found in the country. Sri Lanka has several distinct climatic zones, each with
their own characteristic forests. These include rainforests, montane cloud forests, dry
zone monsoon forests, and arid thorn scrub forests. Sri Lanka’s wetlands are also
diverse, comprising 103 major rivers with their associated marshes and about 12,000
irrigation tanks that harbour many globally important wetland species. Being an island,
it has rich marine and coastal biodiversity along its 1,620 km coastline including coral
reefs, mangroves, sea grass beds, salt marsh vegetation, dunes, and beaches.

2. The conservation and sustainable use of biological diversity is of special significance
to Sri Lanka because of its predominantly agrarian economy and its high dependence
on agricultural biodiversity, including the use of many plant species for food, medicine,
and domestic products. Its agricultural sector, comprised of food and plantation crops,
livestock, forestry, fisheries, and aquaculture, provides livelihood to at least 40 percent
of the country’s population. The agricultural sector contributes to 10.8 % of the national
GDP.

3. Similar to many other countries, Sri Lanka has high expectations on leveraging the
applications of biotechnology tools for the increased food production needed for its
increasing population 2 . The Government of Sri Lanka (GoSL) identified
biotechnological applications in agriculture as a key priority for enhancing agricultural
productivity and national food security in its National Agricultural Research Policy
(2012-2016), which was prepared by the Sri Lanka Council for Agricultural Research
Policy (SLCARP)3. The National Biotechnology Policy developed by the National
Science Foundation of Sri Lanka (NSF) also identified biotechnology interventions as
key to enhancing agricultural productivity and rural livelihoods.

4, Modern biotechnology has also been identified as a promising technology with
immense potential for enhancing agricultural productivity, food and nutritional security,
rural livelihoods, environmental quality, and economic growth in Sri Lanka in various
other documents. These documents include: the Report to World Summit on
Sustainable Development (2002); National Agriculture Policy for Food and Export of
Agriculture and Floriculture (2007); National Programme for Food Security (2008);
National Science and Technology Policy (2008); National Agriculture Research Policy
(2012-2016); National Biotechnology Policy (2010); and now recently in the National
Research and Development Framework for 2015-2020.

5. The NSF established a steering committee for biotechnology in 1992 to promote
biotechnological research and developmental activities in universities and research
institutions. Efforts were also made to develop infrastructure and human resources
capacities in selected university and research institutions by the Ministry of Technology
and Research in 1997 through a loan from the Asian Development Bank. The research

2 National Programme for Food Security, Ministry of Agricultural Development and Agrarian Services (MoAD &
AS), Colombo, Sri Lanka, October, 2008.

¥ The apex body for the formulation of agricultural research policy for advising the Government on planning,
organization, and coordination of agricultural research.
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and development activities in biotechnology were carried out in the country primarily
with funding from the NSF, SLCARP and National Research Council.

Sri Lanka was, as early as 21 June 1994, one of the first countries to ratify the
Convention on Biological Diversity (CBD). As a first step in the implementation of the
CBD, Sri Lanka prepared the Biodiversity Conservation Action Plan in 1999. This
Action Plan recommended the gathering of information on the benefits as well as risks
associated with the application of modern biotechnology in the conservation and use
of biodiversity. The Addendum to the Biodiversity Conservation Action Plan was
published in 2007 with a chapter on biosafety, wherein biotechnology was identified as
a priority for future development.

Sri Lanka ratified the Cartagena Protocol on Biosafety (CPB) on 28 April 2004 and it
consequently entered into force on 28 July 2004. The Biodiversity Secretariat in the
Ministry of Mahaweli Development and Environment is responsible for the coordination
and promotion of national efforts to conserve the nation’s biodiversity, manage the
country’s biological wealth, and oversee biosafety related activities.

Sri Lanka also plans to sign and ratify the Nagoya - Kuala Lumpur Supplementary
Protocol on Liability and Redress to the CPB, as recommended by the National
Coordinating Committee on Biosafety (NCCB). The process towards this aim is
currently underway.

As a signatory country to the CBD and CPB, Sri Lanka recognizes that the country is
under obligation to take action for the conservation of biological diversity, sustainable
use of its components, and fair and equitable sharing of the benefits arising out of the
utilization of genetic resources. It is also obligated to ensure an adequate level of
protection for the safe transfer, handling and use of LMOs/GMOs resulting from
modern biotechnology.

Recognizing the importance of establishing credible and effective safeguards for
LMOs/GMOs to maximize the benefits and legitimacy of modern biotechnology by
minimizing its potential risks, the GoSL implemented the UNEP/GEF funded “National
Biosafety Framework Development Project” (2003-2005). The National Biosafety
Framework (NBF) is a system of legal, technical, and administrative mechanisms to
ensure that biotechnology research and development activities are guided by a
process of prudent decision-making that safeguards both biodiversity and human
health with adherence to the highest ethical standards. The NBF is comprised of five
sections: (i) Government policy on biosafety; (i) Regulatory regime, system to handle
notifications or requests for authorizations; (iif) Mechanisms for public awareness; (iv)
Education and patrticipation; and (v) System of monitoring and enforcement.

The National Policy on Biosafety has been available since 2005 as a result of the NBF.
The National Policy on Biosafety underscores the commitment of the government to
ensuring adequate levels of protection in the safe use of modern biotechnology based
on the precautionary principle, within the framework of sustainable development for
the benefit of present and future generations. The major policy objective is the
implementation of biosafety measures to ensure that there will be no significant
adverse effects on human health, the environment, and biodiversity.

As per recommendations in NBF and National Policy on Biosafety, the Biodiversity
Secretariat initiated the process for the development of the draft Biosafety Act in 2012.
At that time, it was also recognized that the country needed a consolidated law to
regulate LMOs derived from modern biotechnology. The Ministry of Mahaweli
Development and Environment (MoMDE) subsequently formulated the draft Biosafety

2
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Act in 2014, which is currently being reviewed at the Legal Draftsman’s Department.
The draft Act designates a National Competent Authority (NCA) with the power to
ensure biosafety and bioethical considerations, which are accounted for in the
development and application of modern biotechnology. It also envisages a permit
process in relation to LMOs/GMOs. The permit process outlined in the draft Act
requires any exporter to notify the NCA in writing prior to any transboundary movement
of LMOs/GMOs. The Act, once enacted, subjects the import and export of
LMOs/GMOs to a permit issued under its terms.

The NBF proposes that the NCA for biosafety be established under the MOMDE. The
NCA will have to be established by a framework law or Act of Parliament. The
responsibility of the National Competent Authority (NCA) will be to: (i) Screen the
application for completeness and forward the application to the relevant Sectoral
Competent Authorities (SCA); and (ii) Make the application available for public
comment. The application would then be sent to more than one agency, where
concurrent approval would be required.

The NCA requires Sectoral Competent Authorities (SCAs) to carry out risk
assessments on a case by case basis, if it is deemed necessary. The draft Act
stipulates that the release of LMOs or GMOs should be undertaken in a manner that
prevents or reduces risks to biological diversity and human health. SCAs will authorize
the provision of relevant legislation to regulate GMOs. The proposed authorities
include, for example, the: Department of Agriculture under Ministry of Agriculture
(MoA), Department of Health under Ministry of Health, Nutrition and Indigenous
Medicine (MoH), Department of Animal Production and Health under Ministry of
Livestock and Rural Community Development (MoLRCD), Department of Wild Life
Conservation under Ministry of Agrarian Services and Wildlife (MoASW), and
Department of Fisheries and Aquatic Resources under Ministry of Fisheries and
Aquatic Resources Development (MoFARD). The SCAs will have their own
mechanism to undertake risk assessment and reporting to the NCA, as per the agreed
procedures.

Institutional, sectoral and policy context

Biosafety is a multi-sectoral issue. Biotechnology applications span across various
sectors like agriculture, fisheries, healthcare, process industry, environmental
management, etc., and, accordingly, different ministries concerned are involved in the
regulation of products and processes of modern biotechnology in Sri Lanka.

As in other countries, the regulation of modern biotechnology is presently covered
under several Acts and rules that regulate various aspects of plant protection and the
environment. Major Acts and rules are listed in Table 1.

Table: 1. Summary of existing national laws having a bearing on the regulation of

Living Modified Organisms and Genetically Modified Organisms (LMOs/GMOSs)

Name of Law Overview Responsible
agency

Animal Control and prevention of contagious Department of

Diseases Act, diseases in animals. Control of import and | Animal Production

No. 59, 1992 export of animals, animal products, and Health,

veterinary drugs and veterinary biological Ministry of
products. Establishment of the Veterinary | Livestock and
Drug Control Authority. Defines Veterinary | Rural Community
Biological Product as including vaccines, Development
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Name of Law

Overview

Responsible
agency

sera, micro-organisms, whether living or
dead, and their extracts or by-products
intended for use in the diagnosis,
treatment or prevention of disease in
animals.

2. | Animal Feed Regulate, supervise and control the Department of
Act, No. 15, manufacture, sale and distribution of Animal Production
1986 animal feed including the issuance of a and Health,

license, labelling, appointment of the Ministry of
Animal Feed Advisory Committee and Livestock and
continuous studies and reporting by the Rural Community
Committee. Development

3. | Animals Act, No. | Slaughter and removal of animals, Department of

29, 1958 trespassing animals, castration and Animal Production
breeding, regulation of transport. The and Health,
animals addressed include ox, buffalo, Ministry of
sheep, goat, pig or poultry. Livestock and
Rural Community
Development

4. | Consumer Establishment of Consumer Affairs Ministry of Trade,
Affairs Authority | Authority. Protection of Consumers. Commerce and
Act, 2003 Consumer Affairs

5. | Control of Licensing of Pesticides, regulating the Department of
Pesticides Act, import, packing, labelling, storage, Agriculture,

No. 33, 1980 formulation, transport, sale and use of Ministry of
Pesticides. Appointment of the Pesticides | Agriculture
Formulary Committee

6. | Customs Customs. Regulation of import and export, | Sri Lanka
Ordinance, No. | prohibitions and restrictions of import and | Customs
2, 2003 export, warehousing of goods, smuggling

seizures and prosecutions, onus probandi
as to lawfulness of import or export etc.

7. | Fauna and Flora | Protection of Fauna and Flora, import or Department of
Protection import and release of mammal, bird, Wildlife
Ordinance, No. amphibian, fish, reptile, invertebrate etc., Conservation
2, 1937 export of mammal, bird, amphibian, fish,

coral or invertebrate.

8. | Fisheries and Management, regulation, conservation and | Department of
Aquatic development of fisheries and aquatic Fisheries
Resources Act, | resources. Prohibit or regulate the export
No. 2, 1996 and import of any species of fish including

live fish, egg, roe or spawn.
9. | Food Act, No.26 | Regulation of the manufacture, Food
1980 importation, sale, storage and distribution Commissioner's
of food. Labelling, packaging, treating, Department
processing, selling and advertising.
Appointment of a Food Advisory
Committee. Chief Food Authority and Food
Authorities.
10. | Food (Control of | Regulate import, store, transport, Ministry of Health,

Import, Labelling

distribute, sell or offer for sale of

Nutrition and




Name of Law Overview Responsible
agency

and Sale of genetically modified organism as food for Indigenous

Genetically human consumption and/or food Medicine

Modified Foods) | containing or consisting of genetically

Regulations, modified organisms and/or food produced

2006 from or containing ingredients produced

from genetically modified organisms.
Approval of the Chief Food Authority in
respect of above.

11. | Food Control Regulation and Control of the distribution, Ministry of Health,

Act, 1950 transport and supply of food. Nutrition and
Indigenous
Medicine

12. | Forest Regulate the import and export of timber Forest
Ordinance, 1907 | and forest produce. Department

13. | National Protection, management and Central
Environmental enhancement of the environment. The Environmental
Act, 1980 regulation, maintenance and control of the | Authority

guality of the environment. The prevention,
abatement and control of pollution.

14. | Plant Protection | Prevent the introduction into Sri Lanka and | Department of
Act, No 35, the spread of organisms harmful or Agriculture
1999 destructive of plants and for the sanitation

of plants.

15. | Quarantine and | Provisions for the prevention of the Department of
Prevention of introduction of the plague and other Agriculture/
Diseases contagious or infectious diseases into Sri Department of
Ordinance, No. Lanka and preventing their spread outside | Animal Production
12, 1952 of the Country. and Health

16. | Seed Act, No. Regulate the quality of seed and planting Department of
22,2003 material. Establish National Seed Council. | Agriculture

Registration of seed handlers. Seed
certification service.

17. | Sri Lanka Establishment of Sri Lanka Accreditation Sri Lanka
Accreditation Board for Conformity Assessment. Accreditation
Board for Accreditation of laboratories and Board and
Conformity certification and inspection bodies. Ministry of
Assessment Science,

Act, No. 32, Technology and
2005 Research

18. | Science and Development of science and technology, National Science
Technology Establishment of the National Science and | Foundation
Development Technology Commission / National
Act, No. 11, Science Foundation / Council for
1994 Information Technology of Sri Lanka / the

Industrial Technology Institute / Arthur C.
Clerk Institute for Modern Technologies.
19. | Water Hyacinth | Provisions to prevent the introduction into | Department of

Ordinance, No.
09, 1909

and dissemination in Sri Lanka of the
Water Hyacinth. The Minister may by-
order extend the provisions to any noxious
weed or plant specified in the Order and to
the seed or any part of such plant.

Agriculture
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The National Coordinating Committee on Biosafety (NCCB) formed by the MoMDE
consists of members from relevant ministries and representatives from Non-
Governmental Organizations (NGOs). The NCCB oversees and coordinates all
matters related to biosafety including risk assessment. Proposed government
organizations serve as the Sectoral Competent Authorities (SCAs). These SCAs are
the Department of Agriculture, Department of Animal Production and Health,
Department of Fisheries and Aquatic Resources, Department of Wildlife Conservation,
and the Ministry of Industry and Commerce. Qualified personnel from the departments
and organizations conduct a risk analysis when an application is submitted for the
importation of LMOs/GMOs.

The Ministry of Technology and Research (MoTR) is responsible for the formulation of
policies, programmes, and projects in the area of technology and research. The
Ministry also deals with policies on the popularization and advancement of science and
technology. Their work includes scientific research and technological development and
transfer to promote activities, which are essential for the economic and social
development of Sri Lanka. The National Science Foundation of Sri Lanka (NSF) is a
state funded institution under the MoTR, mandated to strengthen science and
technology sectors in Sri Lanka. The NSF aims to facilitate research, development,
and innovation in all fields of science and technology including modern biotechnology.
The NSF made national guidelines available for the safe use of recombinant DNA
technology in the laboratory in 2003. The NSF also provides scientific and technical
support to the formulation process of an effective biosafety regulatory framework that
takes into account the balance of benefits and risks of genetic engineering.

After the Government of Sri Lanka signed the CPB in 2004, several new regulations
related to biosafety were formulated. For example, the NSF and National Science and
Technology Commission (NASTEC) jointly formulated the National Biotechnology
Policy in 2009. The Cabinet of Ministries then adopted it in July 2010. The Policy
highlighted the need for the promotion of biotechnology and support for Research &
Development (R&D) in various government institutions. It targets the development of
biotechnology products for the enhancement of food production, greater opportunities
for local industries, and the use of biodiversity in a sustainable manner. The National
Biotechnology Policy recommended the establishment of a National Council for
Biotechnology. The Cabinet of Ministers first established the Coordinating Secretariat
for Science and Technology Innovation (COSTI). The COSTI then set up the National
Council for Biotechnology in August 2013. The National Council for Biotechnology
promotes the conservation and use of biological diversity using modern biotechnology,
bearing in mind safety aspects at all times. The role of the Council is to plan,
coordinate, monitor, and evaluate all activities related to biotechnology including
facilitating and supporting bio-industries, while ensuring safe and ethical practices.

Food (Control of Import, Labelling and Sale of Genetically Modified Foods) Regulations
2006 came into effect from January 2007. The regulation exempts food that contains
or has less than half a percent (0.5%) of GMOs, from the provisions of these
regulations. The Ministry of Agriculture established a National Committee on
Agricultural Biotechnology in 2009, whose mandate is to identify, formulate policies
and strategies related to agricultural biotechnology. The Committee facilitates the
biotechnology application to improve agricultural production for the contribution to food
security and nutrition and livelihoods in the country.

The Agricultural Biotechnology Centre at the University of Peradeniya (AgBC) carries
out regular workshops on biosafety, mainly on risk assessment and management. The

6



22.

23.

1.3

24.

25.

Centre also conducts workshops on the detection procedures of GMOs in collaboration
with International Centre for Genetic Engineering and Biotechnology (ICGEB). The
Board of Study in Agricultural Biology of the Postgraduate Institute of Agriculture
(PGIA) at the University of Peradeniya provides a postgraduate course on Biosafety.
University of Peradeniya is proposing to develop a postgraduate Diploma course on
Biosafety in the future. In addition, local experts are available in universities and other
institutes such as the Tea Research Institute, Rubber Research Institute, Coconut
Research Institute, and Rice Research and Development Institute. As resource
persons, the experts are involved in the regular risk assessment and management
workshops supported by the MOMDE and NSF.

The National Plant Quarantine Service in the Ministry of Agriculture is responsible for
enforcing the implementation of the Plant Protection Act No. 35 of 1999 and
Regulations that relate to plant quarantine activities. The provisions include the
regulation of the introduction and/or spread of organisms that are harmful or destructive
to plants and hence cover LMOs/GMOs.

The Sri Lanka Accreditation Board for Conformity Assessment (SLAB) is the National
Accreditation Authority for Sri Lanka established under the Act No. 32 of 2005. The
main objectives of SLAB are to strengthen the Quality Infrastructure and conformity
assessment procedures in Sri Lanka, and enhance the recognition and acceptance of
products and services in international and domestic markets. Accreditation signifies an
endorsement of an organization’s competence, credibility, impartiality, and integrity in
carrying out its conformity assessment activities. SLAB is a full member and signatory
to the Mutual Recognition Arrangement (MRA) of the Asia Pacific Laboratory
Accreditation  Corporation (APLAC), International Laboratory Accreditation
Cooperation (ILAC), and Pacific Accreditation Council (PAC). The MRA ensures that
an accreditation obtained in one country is also recognized in other member countries.
SLAB is also in the process of seeking membership of the International Accreditation
Forum (IAF). It has established a technical cooperation program with the Swedish
Board of Accreditation and Conformity Assessment (SWEDAC). These international
accreditation bodies have adapted ISO standards for GMO detection in addition to ISO
17025.

Stakeholder mapping and analysis

As described in the previous section on the institutional, sectoral, and policy context, a
number of departments, agencies, and institutions are involved in the area of biosafety.
Therefore, decision-making processes of all matters related to biosafety need to be
determined through stakeholder involvement to maintain transparency in the process.

The National Policy on Biosafety identifies transparency and public participation in
decision-making processes within its regulatory regime. The policy principles describe
the participatory approach as follows:

a. Public awareness, education, and participation in the decision-making
processes should be essential for ensuring the judicious use of modern
biotechnological applications, practices, and products for socio-economic
development, without jeopardizing the environment, biodiversity, and human
health;

b. Public awareness of modern biotechnology and potential risks/benefits, and
risk assessment and management techniques should be enhanced with the
involvement of the community at large, including policy makers, legislators,
administrators, and the private sector and biotechnology industries; and
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c. The labelling of genetically modified products should be made mandatory such
that consumer demands for free and informed choices regarding food are
fulfilled.

The National Policy on Biosafety proposes a regulatory mechanism for application and
review procedures shown in the flowchart below:

Regulatory Mechanism For Application and Review Procedures
Proposed in the National Biosafety Policy

APPLICANT

Proposal from
applicant

NATIONAP FOCAL POINT

(e.g. National Council for Biosafety)
Proposal
forwarded
Feasibility/Applicabil
ity of project to App_hcz:togn
country A
COMPETENT
Environmental AUTHOR'TIES lN ;
Impact Assessment RELEVANT FIELDS g iz
(EIA) OF APPLICATION
(e.g. line ministries)
Cost-benefit Approved for
analysis initiation

Legislation Public consultation

The Policy also states that material being forwarded to seek approval should be made
available for public inspection and comment with a mandatory period for public
comments to be given by law. The Policy has a separate chapter on mechanisms for
promoting and facilitating public awareness, education, and participation.

In addition, the draft Biosafety Act recognizes public participation in decision-making
more extensively. A notice will be gazetted and also featured in one newspaper in all
three languages for comments on risk assessment, risk management reports, and
whenever a permit is issued. If considered necessary, opportunity for a public hearing
would be given before decision-making.

The Biodiversity Secretariat of the Ministry of Mahaweli Development and
Environment, as the Competent National Authority for CPB and nodal agency for
biosafety regulations in the country, is the key body for ensuring the coordination
mechanism with relevant ministries, agencies, and other organizations at the national
level for their active involvement in project activities. The MoMDE plays a key role in
engaging various stakeholders in the project development process with FAO. The



following procedures were identified for stakeholder involvement throughout the
project:

Stakeholder identification: Biosafety is a crosscutting theme which relates to
several sectors, including the environment, agriculture, health, science and
technology, industry, trade, education, and customs. Major stakeholders for the
project will be the policy makers, scientists/technical experts, legal experts,
students, agricultural extension workers, and enforcement agencies such as plant
guarantine and customs, as well as Civil Society Organizations (CSOs), private
sectors, and mass media.

Stakeholders’ participation in the project formulation: Various stakeholder groups
participated in a series of consultative stakeholder meetings convened by the
Biodiversity Secretariat during the project preparation process. The consultation
process also helped in identifying the potential project partners and creating
momentum of action. Stakeholders will continue to be involved throughout the
project cycle. They were also participated in a national consultation workshop for
reviewing the results framework, setting priorities, and refining the work plan of the
project.

Information dissemination and consultation with stakeholders during project
implementation: The dissemination strategy and mechanism will be prepared for
knowledge sharing among stakeholder groups. The national Biosafety Clearing
House (nBCH) will serve as a knowledge platform for public feedback and
participation. In addition to the nBCH, project progress and public outreach
material will be regularly circulated through various extension networks among
stakeholders.

30. The assessment results of concerned stakeholders are given in the table along with
the function in the NBF and its relevance in the subject:
Stakeholders Functions as per | Relevance for the subject
the NBF
Biodiversity Secretariat NCA e Overall focal point office of CBD &
(MoMDE) CPB matters for Sri Lanka;
o Key actor of NBF as NCA,;
e Nodal ministry of Biosafety Act
submission;
¢ Expertise in CPD and related
matters on biosafety and
coordination;
Parliamentarians and Legal National ¢ Related to the process of
experts from Legal Draftsmen Coordinating examination, adopting and
Department (MoJ) Committee enactment of the Biosafety Act;
o Group of experts for finalizing
guidelines, administrative
procedures, SOPs etc.;
Department of Agriculture SCA ¢ Authority of regulatory and other
(MoA), Department of Animal relevant administrative
Production and Health documents;
(MoLRCD), Department of e For RA, RM and RC;
Health (MoH), Department of « Group of experts on the specific
Fisheries and Aquatic subject matters;
Resources (MoFARD),




Stakeholders

Functions as per
the NBF

Relevance for the subject

Department of Wildlife
Conservation (MoASW), and
MolC

Enforcement officials (Customs, | National ¢ Enforcement of sampling,
Plant quarantine); Coordinating detection, inspection and
Committee monitoring;

¢ Group of experts for sampling,
detection, inspection and
monitoring;

Seed inspectors, n/a ¢ Enforcement of sampling,
scientists/technical experts from detection, inspection and
research laboratories monitoring;

e Group of experts for sampling,
detection, inspection and
monitoring;

Sri Lanka Accreditation Board n/a e Conformity Assessment and
for Conformity Assessment Accreditation of laboratories;
National Science Foundation National e Group of experts for development
Coordinating of guidelines for RA, RM and RC,
Committee outreach materials for different
target groups;

e Research activities related to
biosafety issues;

¢ Capacity development and
awareness;

Other scientific Agencies n/a e Group of experts for development

(CARP, National Research of guidelines for RA, RM and RC,

Council, COSTI) outreach materials for different
target groups;

¢ Research activities related to
biosafety issues;

¢ Capacity development and
awareness;

University and research National Sub- e Group of experts for the provision
institutions (e.g. University of Committee of technical support for RA and
Peradeniya, University of LMO detection, regulations and
Colombo, Tea Research guidelines,
Institute, Rubber Research e Provision/support of training,
Institute, Coconut Research diploma and integration;
Institute and Rice Research and e Sector-specific source of
Development Institute and knowledge;
Horticultural Crop Research and
Development Institute)
Private sector, NGOs, CSOs, National ¢ Representation of sectors for the
Media and local communities Coordinating policy planning and

Committee implementation;

e Awareness creation and
knowledge dissemination to
broader stakeholder groups
through the network;
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Stakeholders Functions as per | Relevance for the subject

the NBF

¢ Advocacy and grassroots
knowledge networking for national
biosafety issues;

e Consensus building on biosafety
agenda;

e Application of legitimacy in the
new business opportunity;
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Threats affecting to the country’s biosafety system

Under the current context, Sri Lanka’s people and natural resources (especially its
globally important biodiversity) are under potential threats from import of LMOs due to
weak legal, institutional, individual capacity as well as general low awareness on
biosafety issues. In addition, although Sri Lanka has undertaken limited work on LMOs,
the current work could also pose a threat to its people and the natural environment, as
well as to the global community and global environment.

The GoSL developed the NBF to set up systems necessary for the safe transfer,
handling and use of LMOs; however, it is not yet fully operational and the draft
Biosafety Act is also under review. Absence of an adequate biosafety regulatory
system could pose a serious threat to biodiversity in Sri Lanka and, therefore, needs
to be addressed urgently by enhancing institutional and human resource capacity to
enable the operationalizing of an efficient biosafety regulatory system.

Political achievement will be threatened by the lack of inter-ministerial coordination and
decision-making capacity with respect to the implementation of biosafety regulations.
In the present implementation arrangements, the nodal ministry for CBD and CPB has
a strong role for the successful implementation of biosafety policy. In addition, the NBF
and the proposed Biosafety Act require the active involvement of a number of
stakeholder groups including ministries, CSOs, and industry. As such, the lack of
coordination in decision-making processes will lead to considerable delays in policy
achievements for the CPB compliance.

Furthermore, the agricultural sector in Sri Lanka is faced with challenges of low
production, loss of cultivable land area due to increased land utilization for urban
development and shelter creation for a growing population, and the high cost of
cultivation and post-harvest losses. The present need is to increase food production
and ensure food security through economically viable, environmentally sound, and
socially acceptable agricultural research practices with a strong inter-institutional
collaboration in Sri Lanka, as indicated in the National Agriculture Research Policy
(2012-2016). The use of biotechnology has been recognized as one of the ways to
boost agriculture production and related research activities are underway accordingly.

It is very likely that these research activities will be the main entry points for genetically
modified (GM) crops, seeds, and livestock in future. The institutions engaged in
agriculture research and the introduction of new varieties would also be responsible
for carrying out field trials of new LMOs imported from outside prior to release to
farmers. The import of LMOs and derived products may also be required to meet
immediate needs in the country. In the absence of functional biosafety regulatory
framework, these activities could pose a serious threat to the rich biodiversity of both
native ecosystems and species and to plants and animals of agricultural importance.
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Remaining barriers to the removal of the threats

Sri Lanka’s biosafety systems will not be fully functional due to the persistence of
existing barriers such as an inadequate legal and regulatory framework, limited
technical, institutional, and human resource capacity for implementing the biosafety
framework, and lack of public awareness and information sharing mechanisms, etc.
These barriers need to be addresses in the GEF intervention because of the following
reasons:

Barrier 1: Weak policy, institutional and requlatory frameworks for biosafety:

The NBF was developed as an initial step towards a more permanent legislative
framework for biosafety in Sri Lanka. A National Policy on Biosafety was prepared as
part of the NBF project and approved by Cabinet of Ministers in 2005. The Biodiversity
Secretariat initiated the process to develop the draft Biosafety Act in 2012 as per
recommendations in the NBF and National Policy on Biosafety.

Although the NBF was formulated, there is no legal backing for its implementation,
because the Biosafety Act is still in a draft stage. Under existing laws, the regulations
are not yet operational and the risk analysis system is not yet in place for many of the
SCAs. The lack of effective legal and regulatory frameworks and guidelines to conduct
risk assessment and management of LMOs constitutes a major barrier to the
implementation of NBF. The capacity for sound decision-making processes and law
enforcement is limited.

For example, Food (Control of Import, Labelling and Sale of Genetically Modified
Foods) Regulation came into effect from January 2007. Under the regulation, food
containing or having less than nought decimal five per cent (0.5%) of GMOs are
exempt from the provisions of these regulations. A request was made to import three
GM maize varieties for making animal feed for poultry. Three SCAs conducted risk
assessments. The decision was made that permission for import would not be granted,
given the risk assessment reports and global maize market. This decision required
almost two years to make and it was finally given in 2009.

Another request was made by the Ministry of Health in 2013 to import a larvicide* to
conduct a dengue control pilot project in the country. The SCAs (Ministry of Health,
Ministry of Agriculture, Department of Animal Production and Health, Department of
Fisheries and Aquatic Resources) formed a team and conducted the risk assessment.
The risk assessment team was asked to provide further details to the Ministry of Health
to make the decision. The research proposal was submitted by Industrial Technology
Institute (ITI) to determine the environmental impact and efficient vector control
strategiesm, including novel control agents in controlling dengue vector mosquitoes.
The National Biosafety Committee decided to grant approval to import the bacteria
from Australia, only for laboratory testing for research purposes. The Committee also
instructed that further decisions for confined field trials and large-scale applications
would be made later, once the impact was determined through the laboratory testing.
It took about two years to make the decision.

Based on the experience of the actual cases of legal and regulatory procedures, the
country needs an effective implementation of the National Biosafety Framework,
National Policy on Biosafety, National Science and Technology Policy, and National
Biotechnology Policy. The country also requires transparent and efficient decision-

4 An insecticide that is specifically targeted against the larval life stage of an insect (e.g. Mousticide).
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making processes for biosafety-related regulatory mechanisms including the National
Committee on Agriculture Biotechnology, National Council for Biotechnology, the
NCCB, SCAs, and the Working Committee on Biotechnology of the NSF.

Moreover, the country needs urgent assistance for the enactment of the draft Biosafety
Act and for the formulations of the biosafety regulations and the National Biosafety
Master Plan. The current draft Biosafety Act states that no person shall import, store,
transport, distribute, sell or offer for sale, any GMO as food for human consumption,
any food containing of GMOs or any food produced from ingredients produced from
GMOs without approval of Chief Food Authority. The related regulations will need to
be reviewed and further harmonized for the draft Act.

In addition, as per the First, Second, and Third National Reports on the Implementation
of the Cartagena Protocol on Biosafety, Sri Lanka has never received information
concerning occurrences that led, or may have led, to unintentional transboundary
movement(s) of one or more LMOs to or from territories under its jurisdiction.
Therefore, the country has not yet undertaken measures to require that LMOs subject
to transboundary movement are handled, packaged, and transported under conditions
of safety, taking into account relevant international rules and standards. The country
recognizes that there is lack of capacity to establish and maintain appropriate
measures in the event of an unintentionally released LMO. One of the reasons is that
the country does not have robust infrastructure, such as laboratory facilities for
monitoring or managing LMOs.

Barrier 2: Limited system for Risk Assessment (RA), Risk Management (RM) and Risk
Communication (RC)

The regulatory mechanism of biosafety requires consolidated technical and
administrative capacities, but also familiarity with an effective inter-ministerial
coordination as well as a transparent institutional decision-making process under the
law. The intervention will need to establish and implement Sri Lanka’s biosafety system
with strengthening the relevant stakeholders’ capacities to make the NBF, National
Policy on Biosafety and the draft Act operational.

The Ministry of Mahaweli Development and Environment (formerly Ministry of
Environment) implemented UNEP-GEF projects including the National Biosafety
Framework Development Project (2003-2005) and effective participation in the
Biosafety Clearing House (2006—-2009). Several trainings and workshops were
conducted by the Ministry to raise awareness, train, and identify the status of biosafety
in the country:

e "Training Programme on Risk Assessment and Management of GMO/FFP”
including regional experts;

e "Training Programme on Risk Assessment and Risk Management on
GMO/FFPs and use of Clearing House Mechanism of Biosafety Protocol".
Several workshops were conducted with available local expertise and the
participation of BCH/CP and IT Regional advisors. In addition to human
resources development, institutional strengthening was in the focus.
Computers and relevant equipment were provided to the six SCAs for capacity
development (Department of Agriculture, Department of Animal Production and
Health, Department of Health, Department of Fisheries and Aquatic Resources,
Department of Wildlife Conservation, and Ministry of Industries);

e “"National Training Programme on Risk Assessment and Management and
Detection of Genetically Modified Foods" in 2007;
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o "Workshop on Bio-Safety: Status Verification and Risk Assessment at National
Level" was conducted in 2009 to establish the baseline on biosafety, need
assessment, and for development of skills on Risk Assessment and
Management;

e "From Green Revolution to Gene Revolution” Biotechnology
Regulator/Scientist Conference was organized with many foreign speakers in
2011.

The nation’s biosafety capacity was strengthened through the previous awareness and
training activities. The GoSL through its concerned ministries (i.e., MOMDE, Ministry of
Technology and Research, Ministry of Agriculture) and scientific agencies like the NSF
has been making efforts to promote biotech research, create awareness regarding key
issues related to biosafety, and put regulatory systems/requirements in place for
LMOs/GMOs. Despite this, limited progress has been made. There is an urgent need
to intensify capacity building efforts to establish adequate biosafety systems that will
enable Sri Lanka to take advantage of the benefits of modern biotechnology in a safe
and sustainable manner.

According to the Second and Third National Reports on the Implementation of the
Cartagena Protocol on Biosafety, the country still needs capacity building in the
following subjects®:

e Risk assessment, risk management, and other scientific and technical
expertise;

¢ Information exchange and data management including participation in the
Biosafety Clearing House;

e Scientific, technical and institutional collaboration at sub-regional, regional, and
international levels;

¢ Implementation of the documentation for the Protocol;

¢ Handling of confidential information;

e Measures to address unintentional and/or illegal transboundary movements of
LMOs;

Risk assessment processes for genetically modified plants and products,
microorganisms, animals, and products are specified in the NBF. One priority project
recognized is the need to develop rules for risk management. The NBF also identifies
the National Focal Point and NCA for the issues related to biosafety, as well as the
SCAs. Risk Assessment Committees were established in these institutions. Under the
mechanism, when the National Focal Point receives an application, it will be forwarded
to the respective SCAs or Authorities for risk assessment. The SCAs have experience
in the risk assessment for deciding on the import of GM Maize as animal feed.

The draft Biosafety Act recognises a similar decision-making process to the one
proposed in the NBF. The draft Act requires any exporter to notify the NCA in writing
prior to a transboundary movement of any LMOs/ GMOs. The NCA requests that the
SCAs conduct a risk assessment, if necessary, on case-by-case basis. Final decisions
are communicated to applicants by the NCA. The draft Biosafety Act also recognizes
that SCAs should prepare the risk management report based on the risk analysis.
Decisions on applications should be based on risk assessment and risk management
reports.

5 Second and Third National Report on the implementation of the Cartagena Protocol on Biosafety.
http://bch.cbd.int/protocol/cpb_natreports.shtml?country=lk#natrep

http://bch.cbd.int/database/record.shtml?documentid=109485
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A series of training programs on risk assessment were conducted in 2006, 2008, and
2009 at the university level. Over 100 people have been trained in risk assessment
(RA), monitoring, management (RM), and control (RC) of LMOs. Although a number
of people were trained, the national capacity for RA, RM and RC are still limited. In
addition, current training materials and technical guidance on risk assessment and risk
management of LMOs are not sufficient. The institutional and regulatory mechanism
for RA, RM and RC must also be aligned with the final Biosafety Act to be enacted.

Barrier 3: Limited technical capacity for detection and identification of living modified
organisms (LMOs) and strengthening biosafety-related infrastructure

In the past, a number of capacity development projects and activities were conducted
in the area of biosafety in Sri Lanka. As mentioned in the previous section, the country
implemented the National Biosafety Framework Development Project funded by
UNEP-GEF (2003-2005). The project conducted about 40 awareness and training
workshops during the project period. Some of national training activities were as
follows:

o "Regional Training Programme on Detection of GMO, FFP" at Biotechnology
Centre, including members from the South Asia region;
e "Laboratory safety" programmes for institutional coordinators;

There is increasing pressure for the application of biotechnology to enhance
agricultural production and promote food security and the import of LMOs into the
country. Staff capacity of government agencies, including SCAs, monitoring and
enforcement agencies, and other relevant public and private research institutions, are
insufficient to conduct risk analysis and detection of LMOs. Minimal experience of risk
assessment, lack of clear administrative procedures, as well as lack of technical
guidelines and manuals on RA, RM, and RC represent major impediments to the
implementation of the NBF.

Besides the institutional and regulatory framework currently in place, the inadequate
infrastructure and lack of accredited public laboratories for risk assessment, LMO
detection, and monitoring are also other critical barriers for ensuring safeguards to
meet Sri Lanka’s obligations to the CPB. For example, the National Plant Quarantine
Station at Colombo has a mandate to conduct LMO detection and has basic laboratory
facilities and manpower; however, the facility has not yet met with international
standards and the capacity of detection needs to be strengthened. On behalf of
National Plant Quarantine Station, the Industrial Technology Institute (ITI) and a private
laboratory (Genetech) have carried out the LMOs detection despite their work capacity
also being limited. Although there are certified laboratories in the country, they are not
internationally accredited for the risk assessment and detection for LMOs and/or
GMOs. The accreditation of laboratories and strengthening of capacities of public
laboratories through technology transfer are urgently required,

Barrier 4: Limited knowledge development, public awareness, education and
participation:

A project on “Building capacity for effective participation in the Biosafety Clearing
House (BCH-I, 2006-2009)” was implemented by the Biodiversity Secretariat with
support from UNEP/GEF to fully participate in and benefit from the international BCH
and to comply with its obligations of CPB.
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The past activities on awareness creation targeted broad public stakeholders such as
farmers, consumer organizations, NGOs, private sector, government sector, scientists,
teachers, teacher trainers, university students, public health inspectors, doctors &
lawyers, etc. covering the whole country. Some awareness workshops were also
conducted for school children:

¢ Regional workshop on South Asia and the Cartagena Protocol on Biosafety
"Sharing of Experiences with National Biosafety Frameworks";

e "National Training Programme for Capacity Building of Convention on
Biological Diversity and Biosafety Protocol through Clearing House
Mechanism";

o "Workshop on Genetically modified foods" on genetically modified food
regulations conducted for relevant officials, focusing mainly Health Ministry,
when the Food Regulations 2006 came into force;

e "Workshop on Biosafety: Risk Assessment and Management of Genetically
Madified Organisms, Food, Feed and Processed Products” in 2010 and 2011;

While awareness raising programmes were conducted during past projects, only a few
activities have been organised by the research institutions since then. In the country,
there is still low level of awareness of both the potential benefits of biotechnology and
the need for efficient biosafety systems among stakeholders, including the public, thus
increasing the risk of unauthorized and unintended release of LMOs into the
environment. The lack of awareness, particularly among the decision-makers and the
public, could hamper successful implementation of the policy. Awareness of biosafety
to the target stakeholders needs to be raised more strategically. Public awareness
raising activities will need to be strengthened, at the very least, in the areas of: (i)
Socio-economic considerations in biosafety, and (ii) Considering risks to human health.

The country established a national Biosafety Clearing House (BCH), which can be
found here: http://www.biosafety.lk. The MOMDE conducted a few workshops on the
BCH and the national website in order to build awareness. Though there were several
training programmes conducted on the BCH, its uses, and updating information,
capacity is still lacking in collecting, processing, and managing the information required
to effectively run the national BCH. Information should be updated in a timely manner
on the national website, which could be linked with the central BCH portal. At present,
there are no staff specifically handling biosafety data and national BCH with in the
competent authorities. Capacity is also lacking in the collecting, processing, and
managing of information required to effectively run the national BCH.

In some cases, relevant biosafety information simply does not exist. These cases are
due to lack of national action or decisions on LMOs, or lack of a biosafety law. Prior to
the information collection, sectoral policies need to be reviewed and harmonized to
mainstream biosafety. Based on the review in various countries, it is also suggested
that both focal points (the Cartagena Protocol and BCH FPs) should be in the same
Ministry. More than one person should have responsibility for the BCH and this should
be at the technical rather than administrative level.

The constraints for the BCH will be technical, bureaucratic-administrative, political, and
information-related®. These constraints are inter-dependent, meaning that a particular
constraint can often be placed in more than one category of constraints. Based on the
analysis on the identification of possible impediments of BCH operation and on the

5 Effective participation in the Biosafety Clearing House: Participation options and impediments to information
provision (2008). bch.cbd.int/database/attachment/?id=10339
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past activities in Sri Lanka, the followings aspects will be especially critical to remove
barriers that hamper the management of the national BCH:

e Coordination across government departments in place to make data available
for collection through, for example, an interdepartmental body for better
coordination;

Appropriate information gathering and exchange policies;

o A framework for collecting and clearing information for publication;
Sensitization of all stakeholders about the importance of sending information
to the BCH;

e Appointment of IT manager;

e Training for data input into the BCH for several appointed person, who are
authorized to provide appropriate information to BCH;

o Detailed Terms of Reference (TORS) for staff responsible for BCH; and

e A sustainable budget source by mainstreaming the BCH budget into a national
budget system for the long-term operation and maintenance.

Baseline analysis and incremental reasoning

Through the situation analysis, the following categories of incremental reasoning have
been identified. They are expected to be addressed through this project:

Strengthening of the requlatory regime for biosafety:

Sri Lanka is still in the process of implementing the requirements of the CPB and the
draft Biosafety Act is yet to be approved by the Parliament. This project is expected to
facilitate the process for the enactment of the Biosafety Act and it would be
supplemented with the preparation of biosafety regulations to establish a legal system
for biosafety. The draft Biosafety Act also has provisions to perform risk assessments
by NCCB and SCAs, as required on a case-by-case basis.

In-country research and development of LMOs is at a young stage but is expected to
grow rapidly due to the identification of biotechnology as one of the key areas in several
policy documents. The country imports agricultural commodities such as soybean, corn
in the form of animal feed, and cotton. Some of these commaodities are traded globally
as LMOs. Sri Lanka, therefore, requires an efficient biosafety regulatory system to
regulate activities involving research and the transboundary movement of LMOs.

Overall existing regulations and ordinances related to GMO/LMO do not cover the
whole scope of CPB. Therefore, the NBF and the National Policy on Biosafety are
proposed to draft and enact the Biosafety Act including the following detail to regulate
and monitor the applications of modern bio-technologies including all GMOs /LMOs
and products:

Approving authority (Its composition, powers and duties);
Procedure for granting approval;

Monitoring mechanism and powers vested in;

Enforcement power;

Offences and related aspects; and

Power to make regulations to enforce the provisions of the Act;

The project intervention can strengthen policy, institutional and regulatory framework,
which are required for the immediate enactment of the Biosafety Act and the other
requirements such as Master Plan indicated in the NBF and National Policy on
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Biosafety. The implementation of the CPB will be supported by the country’s regulatory
mechanism, which consists of the National Biosafety Framework, the Biosafety Act,
and the Master Plan.

Administrative systems for making biosafety fully functional:

The Biodiversity Secretariat under the MOMDE has been designated as the focal point
for CPB and the lead authority for implementing NBF as NCA. The Secretariat has a
wide range of responsibilities, wherein the biosafety review process involves a large
volume of documentation, movement of documents and tracking of inputs and
responses from many stakeholders prior to permits. Moreover, there are requirements
for securing confidential business information as well as the legal nature of the
decisions that will be derived from these biosafety reviews.

This project will help in clearly defining administrative systems for handling biosafety
processes in the country, development of biosafety regulations, training of the
concerned staff and engagement of relevant stakeholders. It will also support the other
functional bodies such as SCAs and NCCBs by defining their roles as well as
enhancing their administrative and operational capacity.

Trained decision-makers and staff in the agencies will be involved in the administrative
processes within the regulatory framework strengthened. The implementation of the
CPB will be supported by an operational mechanism for handling requests including
administrative processing, risk assessment and decision-making.

Enhanced scientific capacities and procedural requirements for risk analysis:

Risk analysis includes assessment, management, and communication of risk
associated with LMOs/GMOs that are regulated at all steps along their development
pathway. It is essential to identify, assess, and manage the potential risks to human
health and environment at all these steps. Detailed guidelines for risk assessment of
LMOs should be in place to provide scientific support to the regulatory authorities in
decision-making.

Risk mitigation strategies to be adopted will be incorporated using an inclusive
approach, so that greater ownership is created among key partners and counterpart
Ministry of the project. This will not only address barriers to success, but will also
ensure the sustainability in the risk mitigation measures.

Creating awareness among various sectors of society (media, farmers, industry, CSOs,
local communities etc.) will help in addressing the abovementioned risks. Extensive
training and capacity building would also help in building critical mass of human
resources to work on various aspects of biotechnology and biosafety.

The project could assist in updating current methodology and developing guidelines
through consultative processes and training of regulators and scientists in risk analysis.
Capacity building activities will facilitate introduction of biosafety regulation and
systems for risk assessment (RA), risk management (RM) and risk communication
(RC) regarding LMOs.

After the project, risk mitigation measures for biosafety will be in place and trained
officers and scientists will conduct RA, RM and RC regarding LMOs. A science-based
risk assessment process will also be established according to agreed international
principles and methods. Developed risk management and emergency response plans
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will minimise damage to the environment and biodiversity. All decisions will be made
within the defined timelines.

Institutional capacities for LMO detection:

To support the system for inspection and control of LMOs/GMOs during transboundary
movement, it is essential to have adequately staffed and equipped laboratories for
LMOs/GMOs detection. The intervention can help the government in its efforts to
develop a network of referral detection laboratories and institutional and human
capacities for an effective regulatory system. Relevant institutions could be
strengthened by providing training and adequate equipment.

Through the intervention, trained technical staff in the institutions will be able to deal
with requests for LMOs, including administrative processing, risk assessment, and
decision-making for detection and identification of LMOs. Laboratories will be properly
equipped with upgraded facilities for LMO detection studies and they will become
operational with the necessary infrastructures to carry out risk assessment, and
detection of LMOs, which will allow Sri Lanka to meet its obligations under the CPB
during transboundary movement of LMOs. The strengthened institution will serve as
centre of excellence for the region.

Scientific and technical human resources:

The risk analysis as well as the safety assessment process and the monitoring and
enforcement mechanism for LMOs/GMOs require multi-disciplinary knowledge, for
which scientists need to be trained. Therefore, it is essential to impart an advanced
level of training in key areas for a core group of scientific and technical experts. It is
also important to have trained designated legal experts, administrators, and
professionals in the area of legislation and regulatory affairs.

Several activities will be directed towards addressing the identified gaps in these areas.
The NBF is in place, but it is still not fully functional. The intervention will identify the
areas for cooperation, mechanisms and formats for information exchange through
consultation with NCAs in other countries, especially in the South Asia Association for
Regional Cooperation (SAARC) countries. It will ensure the harmonization of prepared
national guidelines, manuals, application formats and procedures with those in other
countries of region, especially those of SAARC countries.

Systems for information sharing and public awareness:

The BCH is an effective mechanism to facilitate the exchange of information on LMOs
and assist the Parties to better comply with their obligations under the CPB. It is
necessary for each Party to the CPB to actively participate in this. The intervention can
support capacity building in providing the country’s information on BCH and for the
effective usage of the national BCH amongst stakeholders.

The public sector research institutions and universities have conducted most of the
biotechnology research in Sri Lanka. There are several institutions engaged in
research on traditional biotechnology, such as cell biology and molecular genetics.
However, research activity related to LMOs is still limited to only two universities in the
country.

A strategic plan for public education, awareness, participation, and access to
information will be formulated and implemented. The national website for biosafety will
be operational and updated regularly. Information materials will be disseminated to
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generate public awareness for the national biosafety agenda. Training tools and
outreach material will be utilized or replicated in similar projects in the region.
Awareness raising activities can help promote biotechnology in the region.

Overall, limitations in institutional and technical capacity as well as knowledge and
awareness about biosafety will significantly impede the success of the baseline
activities without GEF’s incremental investment. Without GEF support, it would be very
difficult for Sri Lanka to be able to safeguard its biodiversity and its vulnerable
ecosystems from the potential risks of LMOs/GMOs. This will result in an irreversible
loss of biodiversity and ecosystems of significant national and global importance. The
intervention will target these baselines and catalyse the achievement of Global
Environmental Benefits by building on the baseline situation.

With GEF support, it will be possible to greatly expedite the strengthening of a biosafety
related regulatory regime in Sri Lanka and it will allow for greater participation from all
the relevant sectors to ensure strong ownership and knowledge of the new regulations.
GEF investment will also ensure that Sri Lanka strongly considers international
dimensions of biosafety in its regulatory framework and is able to learn from
international best practices and contribute its learnings to the global community. Thus,
GEF investments will enable Sri Lanka to fulfil its international obligations more
effectively.

Global significance

Sri Lanka, with its varied climate, topography, and soils, has a rich diversity of flora and
fauna. It is one of the most biologically diverse countries in Asia. In fact, Sri Lanka’s
biodiversity is considered to be the richest per unit area in the Asian region with regard
to its species of mammals, reptiles, amphibians, fish, and flowering plants, overtaking
other several mega diverse countries such as Malaysia, Indonesia, and India. The
global importance of Sri Lanka’s biodiversity is indicated by the fact that, despite having
a small land area, it has four forests recognized as Natural World Heritage Sites, four
Biosphere Reserves identified within the UNESCO World Network based on their
exceptional biodiversity value due to high endemism, and six Ramsar sites identified
showing the importance of wetlands. Biotechnology offers many opportunities to
convert these biological resources into economic wealth and employment opportunities
within a framework established for sustainable utilization.

One of the major constraints in the governance of biosafety today is the lack of
capacity, particularly in developing countries like Sri Lanka. One of the operational
principles of the Global Environment Facility (GEF) is that it will be the catalyst to
maximize global environmental benefits (GEB). The proposed project outcomes will
catalyse the achievement of Global Environment Benefits (GEB) by building on the
baseline situation. Capacity building in biosafety to comply with CPB will ultimately
contribute to global benefits through the conservation and sustainable use of Sri
Lanka’s biodiversity.

It is significant to strengthen the institutional, regulatory, and technical capacities which
would involve policy-planning, drafting of regulations & guidelines, enforcement of
laws, and the ability to carry out risk assessment and risk management, as per the best
available scientific basis and to enhance public knowledge and participation. The GEF
intervention will therefore ensure the legitimacy on the biosafety agenda and provide
legal backing for the public and stakeholders within the country.
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FAOs comparative advantage

The country of Sri Lanka, formerly known as Ceylon, became a member nation of the
Food and Agriculture Organization of the United Nations in 1948, and development
support to the country’s agriculture and livestock sectors dates back to 1953. Since
then, FAO has played an active role through trust fund arrangements and with the
Technical Cooperation Programme to address national needs and priorities within the
sectors of agriculture, animal husbandry, fisheries, and forestry. The government and
the people of Sri Lanka have significantly benefited from the technical expertise and
support provided by FAO over time.

FAO has worked to assist the people of Sri Lanka by supporting the government in
policy planning and legislation, while implementing projects and programmes across
different sectors. FAO has assisted in the collection, analysis, interpretation, and
dissemination of information related to food, nutrition, agriculture, forestry, and
fisheries, thereby providing the farmers, scientists, policymakers, and the private
sector with the information required to make rational decisions on planning,
investment, marketing, research, and training.

Regarding the technical aspects of this project, FAO has been assisting its member
countries in biosafety since 1999 by providing policy advice, technical assistance, and
through capacity building activities (including training, workshops, and seminars). FAO
has enhanced access to science-based information and this access has been
furthered by upgrading the laboratory facilities of some of its member countries.
Recognizing the need to establish mechanisms for assessing and managing the
potential environmental risks associated with GM crops under the CPB, the FAO, with
funding support from the government of Japan, implemented a project on “Capacity
building in biosafety of GM crops in Asia (Asian Bio-Net)” together with its national
partners in selected countries in Asia, including Sri Lanka. The project supported
institutional and capacity building in several developing countries in this crucial
endeavour of ensuring biosafety, while embracing the full benefits derived from the
new technologies.

Biosafety is an integral component of FAO Biosecurity Framework, which promotes a
strategic and integrated approach (also encompassing policy and regulatory
frameworks) for analysing and managing relevant risks to human, animal and plant life
and health, and the associated risks to the environment. At FAO, the priority is to assist
member countries in building necessary technical, institutional, and information sharing
capacities for biosafety and the safe use of modern technologies. As a global forum,
FAO has taken the lead in expanding the knowledge base in areas such as post-
release monitoring, environmental and socio-economic impacts, and consumer issues
of modern biotechnology. FAO’s knowledge management support includes the
development of various training materials for biosafety issues such as “Biosafety
Resource Book’” and “Laboratory Manual for the Regional Training Course on
Detection of Genetically Modified Organisms and Biosafety for Food and Agriculture®”.
All of these activities have been carried out in full partnership with national agencies,
international agriculture research centres, donors, other UN bodies, and civil societies.

FAO hosts the Secretariats of the Codex Alimentarius Commission and of the
International Plant Protection Convention. These international standard-setting bodies
are responsible for the development of globally recognized principles, guidelines and

7 http://www.fao.org/docrep/014/i1905e/i1905e00.htm

8 http://www.fao.org/biotech/biotech-add-edit-section/biotech-add-edit-news/biotech-news-detail/en/c/168577/
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standards for the safety assessment of foods derived from biotechnology and for
analysing the environmental risks of LMOs for quarantine measures.

FAQO’s comparative advantage in implementing the proposed project also derives from
its involvement in the ongoing and related regional initiative, “Strengthening Regional
Cooperation and National Capacity Building on Biosafety in Asia (2013)”, which aims
to support 15 Asian countries to develop and implement biosafety regulatory
frameworks that would facilitate the rapid adoption of modern biotechnology for
agricultural development.

The proposed FAO/GEF project also draws on lessons learned from the completed
capacity development projects concerning biosafety for which FAO provided technical
leadership and oversight: (i) “Regional Biosafety Workshop (2009)”; and (ii) “Capacity
Building in Biosafety of GM Crops (GCP/RAS/185/JPN: 2002-2005)” implemented with
funding support from the Government of Japan. Through these projects, FAO has been
supporting the establishment and operationalization of a coordinated network “Asian
Bio-Net” for participating countries to enhance collaboration and exchanges of
information. FAO continues to support institutional capacity building in member
countries for the implementation of science-based and functional biosafety systems.

The convergence of its competence in the technical and regulatory aspects of
biodiversity, biotechnology and biosafety gives FAO a natural comparative advantage
in formulating and implementing the proposed project that takes into account
crosscutting issues and national development goals.

This project, aimed at strengthening Sri Lanka’s capacity for the safe adoption and use
of agricultural biotechnologies including LMOs, also aligns entirely with FAO’s new
Strategic Framework. This provision of support to the country contributes to the priority
of FAO’s mandate in sustainable agriculture, especially regarding the objective of
supporting stakeholders to enhance recognition and consideration of the agricultural
sectors in the international instruments, governance mechanisms, processes, and
partnerships.

Linkages with other GEF and non GEF interventions

The proposed project will permit the fostering of linkages with a range of on-going
initiatives in Sri Lanka related to the conservation of biodiversity. The UNDP/GEF
project “Strengthening capacity to control the introduction and spread of alien invasive
species in Sri Lanka” (2010-2015) aims to build capacity across sectors to control the
introduction and spread of invasive species in Sri Lanka, to safeguard globally
significant biodiversity. The UNEP/GEF project “Mainstreaming agro-biodiversity
conservation and use in Sri Lankan agro-ecosystems for livelihoods and adaptation to
climate change” (2012-2017) focuses on conservation and sustainable use of
biodiversity in agricultural production system. In addition, the UNEP/GEF/FAO project
“Mainstreaming biodiversity conservation and sustainable use for improve human
nutrition and wellbeing (2012-2016) aims to enhance the nutritional status, well-being,
livelihoods and food security of the populace. The proposed FAO/GEF project on
“Implementation of the National Biosafety Framework in accordance with the CPB”,
complement these other ongoing interventions through the mutual stakeholders that
would leverage the obvious synergies.

The proposed project also provides opportunities for collaboration with another
ongoing UNDP/GEF Project “National Biodiversity Planning to Support the
Implementation of the CBD 2011-2020 Strategic Plan” that aims to update the National
Biodiversity Strategy and Action Plan of Sri Lanka through a reviewed and participatory
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biodiversity planning and strategizing process in line with the CBD Strategic Plan 2011-
2020. The activities to be implemented under this proposed FAO/GEF project will
complement the UNDP/GEF project and, together, will contribute to strengthened and
effective implementation mechanisms for biodiversity conservation and use in Sri

Lanka.
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SECTION 2: PROJECT FRAMEWORK AND EXPECTED RESULTS

2.1

97.

98.

99.

100.

2.2

101.

102.

Project rationale and policy conformity

Sri Lanka had, as early as the 1970s, made commercial use of biotechnology by
initiating the production of orchids through tissue culture; however, the potential of
modern biotechnology is still greatly under exploited. The Application of biotechnology
in agricultural and industrial sectors needs research, investment and regulatory
support. Furthermore, the private sector in Sri Lanka is yet to leverage the use of
agricultural biotechnology to contribute to the economic development.

Biotechnology could potentially address some specific problems and constraints in
agriculture that may not be possible to overcome entirely through conventional
approaches. Having recognised the importance of biotechnology for productivity
enhancement, for instance, most of the research institutes in Sri Lanka have initiated
biotechnology research programs with funds from CARP and NSF. A five year National
Agricultural Biotechnology R&D Programme and Investment plan, which sets out clear
direction and priorities, was prepared by CARP with support from FAO.

As a Party to the CPB, the Government of Sri Lanka needs to ensure that
biotechnology R&D is guided by a process of prudent decision-making that safeguards
both biodiversity and human health with adherence to the highest ethical standards.
Furthermore, as the neighbouring countries, like India and Bangladesh, have approved
GM crops, itis imperative that Sri Lanka complies with the transboundary requirements
of LMOs under CPB.

Additionally, the project also conforms to the GEF focal area objective BD-3 on Building
Capacity for Implementation of CPB. It contributes to Outcome 3.1: Potential risks of
LMOs to biodiversity are identified and evaluation is carried out in a scientifically sound
and transparent manner. The project will help to fully implement the NBF and biosafety
policy, build and enhance systems for RA, RM and RC through developing
methodologies/guidelines, develop capacity for detection and identification of LMOs
and promote sharing of information ensuring conformity with the obligations as Party
to CPB. The project is also in line with the requirement, which was suggested in the
National Report on the Implementation of the Cartagena Protocol on Biosafety.

Project goal and objective

The project objective is to strengthen Sri Lanka’s regulatory, institutional and technical
capacities for the effective implementation of the NBF in conformity with the Cartagena
Protocol on Biosafety. The proposed project will build on baseline activities to establish
and implement the national biosafety system.

The expected project goals that are to be achieved at the end of the four-year project
can be categorised as follows:

a. Immediate goals: The immediate goal is that at the end of four years of capacity
building, there will be sufficient capacity in the country and effective coordination
between the responsible agencies to assess and manage risks associated with
LMOs/GMOs, specifically in transboundary movement. This will be achieved
through strengthening of regulatory regime for biosafety management in the
country; enhancing scientific, technical and institutional capacities, including for
enforcement and monitoring; and managing information and coordination
networks. These will be achieved through the enactment of the draft Biosafety Act;
fully implementing the National Policy on Biosafety; and the strengthening of the
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105.

biosafety framework by having the necessary regulations and having the adequate
levels of human and institutional capacities in place.

b. Development goals: To assist Sri Lanka to fully implement her obligations under
the CPB related to the transboundary movement of LMOs. These include the
establishment of rules and procedures for risk analysis, safe transfer, handling and
use of LMOs/GMOs, with a special focus on ensuring the safe trans-boundary
movement of LMOs/GMOs. The project outputs will include strategies and
processes for the assessment, management and communication of potential risks
that the introduction of LMOs pose to the conservation and sustainable use of
biodiversity and to human health.

Project components and expected results

The proposed project seeks to address the barriers identified in the previous section
through the following four project components, which are further detailed in the results
framework (Appendix-1) and work plan and timetable (Appendix-2).

The project will address the barriers mentioned above through activities under four
main components aimed at strengthening policy, regulatory frameworks and
institutional infrastructures (Component 1); putting in place systems for RA, RM and
RC (Component 2); development of technical capacity for LMO detection (Component
3); and information dissemination (Component 4). It will build further on the ongoing
initiatives by the GoSL to establish and implement effective national biosafety system.

The information and knowledge collected in each component will be relevant for the
other components. The barrier removal strategy to achieve the project objective will be
an integration of information and knowledge among the components. The barrier
removal strategy is described in the flowchart below. It highlights the structure of inter-
linkages among components and their information flow in an integrated manner:
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Barrier removal strategy to strengthen Sri Lanka’s regulatory, institutional and
technical capacities for the effective implementation of the NBF

COMPONENT 1:

National Biosafety
Clearing House

HENI
A Guidefines, reguiatory

mechanism

COMPONENT 3:
G TECHNICAL CAPACITY FOR DETECTION

SMS (LMOs)AND S

OSAFETY-RELATED INFRAS

UCTURE
(detection/identification of LMOs, laboratory upgraded
training etc )

106.

The outlines of components to achieve overall project objectives are as follows:

Component 1: “Strengthening policy, institutional and regulatory
frameworks for biosafety” will help Sri Lanka to address the gaps in existing
regulatory and institutional frameworks to implement the NBF and to support the
establishment of sound decision-making processes and law enforcement on
biosafety. This would be achieved by providing technical support such as
awareness building and training workshops for the enactment of the draft
Biosafety Act presently under legal review by national authorities, followed by
preparation of relevant regulations. GEF incremental resources will also enable
stakeholders to develop the National Biosafety Master Plan, which defines the
strategies and steps needed to achieve the objectives outlined in the National
Policy on Biosafety. Also under this component, an information management and
sharing system on biosafety will be re-established by setting up a website and
the national BCH strengthened. This component will help to collect, generate and
share up-to-date national biosafety information in a manner that will promote
transparency and accountability in decision-making. This strengthened
information management system will provide regulatory bodies and stakeholders
access to the latest information on biosafety. policy guidelines and mechanism
on risk developed in this component will be used for Component 2 and 3. The
outcomes from all components will be collected in the national BCH. The related
outcomes and outputs will be shared with the other components.

Component 2: “Enhancing system for risk assessment (RA), risk
management (RM), and risk communication (RC)” will strengthen the
technical capacity of the existing institutions and competent authorities to
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108.

conduct RA, RM and RC. This work will enable Sri Lanka to execute sound,
transparent and science-based analysis and decision-making in biosafety
consistent with international state-of-the-art practices and standards. Sufficient
scientific and technical capacities will be created within competent authorities by
training and preparing technical guidelines and manuals, as well as decision-
making tools, for RA, RM and RC. Lesson-learned and knowledge gained on risk
infrastructure will be exchanged between this component and Component 3, as
they are both a part of entire risk-related infrastructure in the country.

e Component 3: “Developing technical capacity for the detection and
identification of LMOs and strengthening biosafety related infrastructure”
will strengthen the technical capacity and make fully operational the key
laboratories by upgrading necessary infrastructure for carrying out the required
identification and detection of LMOs and thereby enable Sri Lanka to meet its
obligations under the CPB. Outcomes and lesson-learned will be used for
knowledge management activities in Component 4. In addition, the technical
capability will be coupled with the regulatory systems to be established in other
components. It will increase their operational efficiency and allow the country
enhancing public confidence in use of LMOs. The project will support to empower
active participation in global and regional trade systems of LMOs based on their
own needs assessment along with the legitimate framework for biosafety.

e Component 4: “Knowledge development, public awareness, education and
participation” will support targeted education and outreach campaigns to create
awareness of biosafety and to enhance public participation in decision-making.
Under this component, enhancement of awareness among policy makers will be
pursued to establish political will to incorporate biosafety into national
development plans and programmes. In addition, curriculum, syllabus and E-
learning course materials for a post-graduate course will be reviewed and
elaborated to build sufficient human capacities to address the biosafety needs of
the country. Training outcome documents (e.g. training materials, guidelines,
reports) and lessons-learned from other components will be collected in this
component. Relevant information such as manuals, guidelines, lessons-learned
collected in each component will be used for this component.

These components will address the issues of policy enactment and remove barriers
for policy enforcement strategically. One of the key action will be immediate enactment
of draft National Biosafety Act in the high-level inter-ministerial coordination
mechanism. It will be achieved together with the preparation of the National Biosafety
Master Plan through the multi-stakeholder decision-making process. Each component
will work closely with multi-stakeholders indicated in Section 3. The project will
endeavour to achieve gender balance by ensuring participation by all stakeholders
including both men and women. All project activities consider gender aspects, as
indicated in Section 5.1 (social safeguards) as well as Results Framework in
Appendix 1.

Along with the technical assistance for the law enactment, the country’s institutional
capacity will be strengthened for the implementation and monitoring of policy. The
project will support national institutions to enable formulation and implementation of
biosafety regulatory mechanisms that are required for RA, RM and RC coherently.
Also, the project will strengthen laboratory capacity to ensure the detection and
identification of LMOs as well as related technical infrastructure in the country.
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Developed guidelines, manuals and tools etc. will be disseminated through the national
Biosafety Clearing House, which will make operational by this project. A series of
awareness raising events will be organized to enhance awareness of biosafety issues
and to transfer appropriate knowledge to the target stakeholder groups.

Component 1: Strengthening policy, institutional and requlatory frameworks for
biosafety

Under this component, GEF support will focus on creating enabling environment for
the law enactment and the functioning of institutional implementation mechanism for
national biosafety activities. The component will enhance capacity on biosafety
legislations and regulations (Outcome 1.1), develop administrative and operational
mechanism for the Biosafety Act (Outcome 1.2), and make the national Biosafety
Clearing House operational (Outcome 1.3).

Qutcome 1.1: Enhanced capacity to develop, implement and coordinate
biosafety legislations and requlations

This outcome will support the enactment process of draft Biosafety Act and related
legal documents including Master Plan (Strategy and Action Plan) by the relevant
decision makers. The project will closely work with relevant ministries, Members of
Parliament, Attorney General Department, legal experts, members of regulatory
committees, enforcement agencies, scientists, industry and NGOs. The outcome will
target the implementation of policy with enhanced framework of evaluation,
management and monitoring of LMOs.

The National Execution Agency will ensure the legal and administrative actions for the
enactment of draft Act and endorsement of Master Plan as well as relevant regulations.
The legislations and regulations for biosafety will be better coordinated and
implemented based on the capacity strengthened through the project. At the end of the
project, it is expected that Act, Master plan and support regulations for national
biosafety will be enforced by the enhanced decision-making mechanism. The country
will be able to implement at least five cases of evaluation, management and monitoring
of LMOs in the enhanced framework.

Output 1.1.1: National Biosafety Act enacted

As described in the previous section, the draft Biosafety Act is still under review by the
Legal Draftsman’s Department. Awareness and training are required for the sound
decision-making process and law enforcement.

This output will conduct awareness workshops and training to the key decision makers
such as relevant ministries, legal authorities, Members of Parliament in the process
towards the enactment of the draft Biosafety Act. The experts will support the decision-
making process and coordinate stakeholder consultation to ensure the compatibility of
the draft Biosafety Act with the relevant national regulations, policies and procedures.
The project will support at least four workshops with about 20 decision-makers to
ensure the enactment. Gender balance will be considered for the selection of workshop
participants.

Output 1.1.2: National Biosafety Master Plan (Strategy & Action Plan) elaborated
and endorsed
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Following the recommendation in National Biosafety Framework (2005) and National
Policy on Biosafety, the project will develop a National Biosafety Master Plan and
facilitate the validation and adoption process.

The project will form a working group from relevant ministries, departments, scientific
agencies, and experts. A series of working group meetings will be organized to identify
and prioritize the contents of Master Plan, regulations and procedures. International
policy development expert will support key elements of action plan based on
international best practice experiences. The expert will support the preparation of draft
biosafety master plan as a policy paper in conformity with the national requirements
and international obligations in cooperation with Legal Department.

Along with each outcome of working group meetings, the project will have two
consultative meetings with broad stakeholder groups such as policy makers,
regulators, enforcement officials, research scientists, SCOs, industry etc. Once the
Master Plan has been prepared, the host ministry will post it on the webpage for public
consultation.

Output 1.1.3: Relevant regulations reviewed, drafted and endorsed

As listed in Table 1 of the previous section, several existing laws have relevant clauses,
which need to be carefully reviewed and reflected to the regulatory mechanism of
biosafety. This work will include the review, update and modification of biosafety
related policies, programs and plans, and the elaboration of regulations and
administrative procedures for risk analysis of LMOs.

The constitution of working group will be identified accordingly to prepare a set of
biosafety regulations. Technical and legal experts, representatives of concerned
ministry departments etc. will be the member of working group.

Several stakeholder consultation meetings will be supported, especially with members
of regulatory committees, until ministries adopt the regulations for further promulgation.
Country-wide sensitization/awareness workshops on the biosafety regulatory regime
will be organized for relevant stakeholders such as scientist, exporters, industries etc.

Qutcome 1.2: Administrative systems for making biosafety fully functional

Administrative and operational procedures will make consistent with the requirements
of CPB among relevant ministries and authorities in this outcome. The inter-ministerial
coordination will be strengthened to enable formulation and implementation of
integrated and coherent biosafety regulatory mechanisms. The target stakeholder
groups to be involved will be ministries, officers of National Competent Authority (NCA),
members of regulatory committees and scientific agencies. Procedures for handling of
requests, roles and covering area will be defined. Administrative procedures will be
outlined and documented to ensure the efficient implementation of biosafety
regulations in a transparent manner. The guidelines and manuals for administrative
procedure mechanism will be developed.

Output 1.2.1: Administrative and operational procedures for biosafety reviewed
and updated

The mechanism for handling applications related to GMOs/LMOs is described in the
draft Biosafety Act. The country has such mechanism, for example, in the Food
(Control of Import, labelling and sale of Genetically Modified Foods) Regulations. The
administrative and operational procedures of existing biosafety related regulations will
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be reviewed in consistent with the requirements of CPB under this output. The project
also review the operational procedures of existing committees and bodies dealing with
various aspects of biotechnology matters such as National Coordination Committee on
Biosafety (NCCB), Sectoral Competent Authorities (SCAS).

The activity will support for the establishment of a dedicated committee that is required
to administer biosafety management system along with the national regulatory
requirements. Once the committee is formed, at least four committee meetings will be
organized. The committee member will prepare the administrative and operational
procedures for biosafety management in Sri Lanka with the support of experts.
Functional biosafety administrative systems will be reviewed by analysing the cases of
other countries.

The committee will further define roles and responsibilities of various committees and
departments as well as rules for appointment of members and experts in a transparent
manner. The committee will also consider gender aspects for mainstreaming it in the
sector. The committee will prepare a manual on procedures for implementing biosafety
act and regulations in relevant government agencies.

Output 1.2.2: Guidelines developed to support the tasks of National Competent
Authority (NCA) and Sectoral Competent Authorities (SCAS)

Some draft formats for application will be reviewed to support NCA and SCAs. The
activity will develop a comprehensive guideline for handling applications related to
GMOs/LMOs and products, and formats for application and communicating decisions.

Output 1.2.3 Staff of NCA, SCAs and related organizations trained

Officers of NCA and members from regulatory committees and scientific agencies will
be trained for the administrative and operational procedures updated in Output 1.2.1,
which needs to be followed for implementing biosafety framework. The experts will
design a 3-day training program on the administrative processing and decision-making
using case studies/applications. At least forty committee members and operational
staff will be trained (at least 30% women).

Qutcome 1.3: National Biosafety Clearing House (BCH) operational

The national BCH is an effective mechanism to facilitate the exchange of information
on LMOs and assist the Parties to better comply with their obligations under the
Protocol in the country. The national BCH will be re-established and made operational
as the country’s information platform on Biosafety. This outcome will enhance the level
of awareness in the potential benefits/risks of biotechnology and efficient biosafety
systems in the country. It is expected that strengthened awareness among decision-
makers and public could reduce the risk of unauthorized and unintended release of
LMOs.

This outcome will improve the web-based information infrastructure and make it
available for public. In addition, required training and information material for the
contents management will be provided to the dedicated National Focal Point of BCH,
IT team and technical officers in Biodiversity Secretariat, and scientific agencies. The
capacity building activities under this outcome will target the information sharing on
biosafety in the country and the effective usage of national BCH amongst stakeholders.
The project expects at least five hundred individual accesses to the BCH at the end of
the project implementation with 70% of satisfaction rate received from multiple
stakeholders.
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Output 1.3.1: An enhanced website established

The project will make a dedicated website for biosafety operational for Sri Lanka. In
addition, the project will streamline the web page of concerned ministries to provide
information related to biosafety. The activities will focus on establishing national
biosafety IT infrastructure linked to the national BCH as well as the central portal of
CBD that includes a roster of biosafety experts in the country and has a database of
globally approved LMOs.

The project will ensure the establishment of a dedicated national biosafety website with
assistance from IT and technical expert. Required IT infrastructure of host ministry will
be technically reviewed for the long-term contents management of the website. A
system will be in place for collecting, uploading and storing the relevant information for
the country’s biosafety issues. The modality of operation and maintenance of
webpages will be clarified with annual budget implication.

During the project implementation, timely biosafety information will be uploaded to the
content management system of the website. In addition, regulatory decisions on LMOs
in the national BCH will be posted and linked with the central portal of SCBD
(international CBD Secretariat website). The roles and responsibilities of national BCH
and the central portal will be clarified during the IT infrastructure designing.

The project will help to prepare the roster of experts in association with agencies such
as NSF, CARP and develop an online database of globally approved LMOs especially
countries with whom Sri Lanka has trade ties (regular update of the database).

Output 1.3.2: The BCH focal point trained to collect and manage information

The output will assist to familiarize the BCH focal point with the process for the
collection and management of information with the provision of manual. IT expert and
technical expert will provide training sessions to BCH focal point, associate staff in
NCA and nodal officers in SCAs and other scientific agencies in collecting and
uploading information (at least twenty individuals). At least four training sessions will
be organized to about ten designated IT staff for the management of IT infrastructure
including website, roster system and online database. Gender balance will be
considered in the selection of participants.

A procedural manual will make available for collecting, uploading and managing
information on the BCH. Dedicated personnel will be identified for trainings/ Training
of trainers. They will participate in the BCH training workshops conducted by the CBD
Secretariat.

Output 1.3.3: Stakeholders trained to access and share information through BCH

The project will develop at least three training modules for accessing information on
the national BCH for the different target groups of stakeholders. The target stakeholder
for such training will include officers and associate staff of NCA, members from
regulatory committees, scientific agencies, enforcement officials (customs, plant
gquarantine, food, and feed inspectors), exporters/importers and research scientists
from scientific agencies, universities and research institutions of tea, rubber, coconut,
rice etc. The modules will be developed for the following stakeholder groups:
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e Enforcement officials, and customs and plant quarantine officials;
e Scientists and regulators; and
e Exporters/importers and industry;

At least four training workshops will be organized during the project implementation
with at least thirty participants for each module. The project will ensure strong
participation of women in such training events (at least 30% women participants).

Component 2: Enhancing the system for Risk Assessment (RA), Risk
Management (RM) and Risk Communication (RC)

Overall target of this component will be the strengthening of technical capacity of the
relevant national institutions in order to conduct Risk Assessment (RA), Risk
Management (RM) and Risk Communication (RC) systematically.

As described in detail in Section 1, the country experienced receiving requests of
GMOs/LMOs import in the past (e.g. import of three GM maize varieties for poultry
feed, import of larvicide for dengue control pilot project). Based on the past cases
experienced in the country, the institutional mechanism and its capacity will be
strengthened in this component (Outcome 2.1). These subjects are, especially as
follows:

e To formulate and implement integrated and coherent biosafety regulatory
mechanisms;

e To develop reports on the risk assessment results are still lacking for the
submission to the central BCH; and

e To take appropriate measures in the event that an LMO is unintentionally
released. One of the reasons is the country does not have robust infrastructure
such as laboratory facilities for monitoring or managing LMOs.

They will be strengthened with a clear methodological basis that will be defined within
a series of new guidelines, which will be developed in the project. The project will also
develop a decision-making tool to strengthen the institutional mechanism. The project
will provide institutionalized training to all members of regulatory committees,
regulatory bodies and relevant agencies to familiarize with the enhanced RA, RM and
RC framework. The information and knowledge collected in this component will be
shared with other components and activities related to the risk infrastructure in the
project.

Outcome 2.1: National institutions strengthened for RA, RM and RC including
monitoring and enforcement

Output 2.1.1: Methodologies for RA, RM and RC reviewed, refined and updated

The project will review existing guidelines and methodologies, which are relevant to
update the institutional mechanism for the RA, RM and RC. For example, the Guideline
for the safe use of Recombinant DNA technology under restricted conditions is
available. Institutional mechanism and the condition for the application will be reviewed
and modified for e.g. inclusion of green house, net house condition. The project will
support the adoption of "Risk Assessment of GMO/FFPs — A Practical Guide" by
regulatory agencies.

The work supported by the project will also include the preparation of a risk analysis
framework covering approach to RA, RM and RC. Members of regulatory committees
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and scientists from scientific agencies and national research institutions will be
engaged in the analysis and development of risk analysis framework. Concerned
ministries, farmers, industry, NGOs will be additional stakeholders for Risk Analysis
Framework.

Output 2.1.2: Technical guidelines and manuals on RA and RM developed

The current institutional mechanism will be reviewed, along with existing guidelines,
procedures, institutional capacities, and lesson-learned, in line with requirements for
appropriate RA, RM, and RC. Roles and responsibilities of concerned institutions,
decision-making steps, timeline of decision-making etc. will be clarified to ensure
practical institutional mechanism.

Rules, procedures and protocols for RA, RM and RC will be elaborated through a
series of workshops and consultation meetings. The project will also establish a
procedure for identifying and developing a roster of experts to conduct risk
assessment. A strategy to sustain biosafety training program during and beyond GEF
support will be developed. The project will build human capacity of the relevant national
institutions, including customs and quarantine services, through training courses and
programmes, and networking with other biosafety initiatives in other countries,
especially those in the SAARC Region.

The project will develop guidelines for dealing with key issues in risk assessment such
as food and feed safety, environmental risk assessment, conduct of confined field
trials, laboratory research for practical use by the competent authorities and identified
stakeholders. At the end of the project, the following guidelines will be available to
regulate the activities involving GMOs/LMOs for RA and RM:

Guidelines for Institutional Biosafety Committees;

Guidelines for risk assessment of GM food and feed;

Guidelines for environmental risk assessment of GE plants;

Guidelines for conduct of confined field trials of regulated GE plants/crops; and
Guidelines for testing and release of GE insects such as mosquitoes;

These guidelines will contain modality of committee, ToRs, roles and responsibilities
of committee members, procedures of risk assessment, trials, testing, and
format/procedure for the management of released GMOs/LMOs.

Output 2.1.3: Decision-making tools prepared for RA, RM and RC

The decision-making process will be reviewed with the past experience and examples
from other countries to identify the opportunity for improvements. A decision-making
toolkit will be developed to strengthen the capacity of regulatory agencies and also to
streamline the decision-making process with required formats for each RA, RM and
RC. It is expected that this work will also ensure transparency of the process amongst
stakeholders. The members of regulatory committees (NCCBS, SCAs), scientific
agencies, and scientists from national research institutions will be engaged in the
activity.

The toolkit will contain at least the following information:

e Format of risk assessment summaries;
e Conditional items to be stipulated for RM and RC;
e Format of RM and RC modality for use by the SCAs;
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e Format for decision-making by the national coordination committee on biosafety
Output 2.1.4: Training strategy for RA, RM and RC developed

The training strategy will be developed based on the available national capacity as well
as lessons-learned gained from the past training programs on risk assessment,
monitoring, management and control of LMOs. The national capacity for RA, RM and
RC will be strengthened along with the strategy. In addition, the project will review and
improve currently available training materials and technical guidance on risk
assessment and risk management of LMOs.

This output will focus on developing training manuals and a strategy for RA, RM and
RC to strengthen the national capacity for risk issues. The project will undertake an
assessment of existing materials, lesson learned, update of training needs,
identification of potential participants, and planning of training programs. Then training
manual for RA and RM will be prepared with assistance from international and/or
regional experts. A risk communication (RC) strategy will be prepared with assistance
of experts.

Output 2.1.5: Staff of relevant institutions trained on RA, RM and RC

While several training programs were conducted on RA in the country, no trainings
have been specifically conducted for RM and RC. Training modules of RA, RM and RC
will be developed coherently to sustain the developed capacity of the concerned
stakeholders during and beyond GEF support. Human resource capacity will be built
in the national institutions by providing training courses and programmes and
networking with other biosafety initiatives in the region.

The target in this activity will be at least one hundred individuals including the members
of NCCB, SCAs and other potential members/experts in RA (food and feed safety and
ERA) to conduct RA, RM and RC properly. At least fifteen trainings for the members
of IBSCs as well as for confined field trials of GE plants (conduct and monitoring) will
be organized. The participation of women is encouraged in the series of training
activities (at least 30% women participants). In addition, the members/experts
responsible for RA and RM will participate in international conferences, workshops
and/or training programs.

Output 2.1.6: National and regional institutional networks strengthened to
implement National Biosafety System

The project will identify key areas for cooperation, mechanisms and formats for
information exchange through consultation with NCAs in other countries including
SAARC countries. It will ensure the harmonization of prepared national guidelines,
manuals, application formats and procedures with those in other countries of region,
with especially those of SAARC countries.

The guidelines, manuals, application formats and procedures followed within SAARC
countries will be carefully reviewed during the formulation of various national
documents. The project will invite regulators and scientists from SAARC countries as
resource person for training activities, as required.

In consultation with NCAs in SAARC countries, the project will host regional

harmonization initiatives/activities such as international regional conferences and
workshops. At least, an international conference will be organized to harmonize
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national guidelines, manuals, application formats and procedures with those followed
by other countries in the region - especially those of SAARC countries.

Component 3: Developing technical capacity for the detection and identification
of LMOs and strengthening biosafety related infrastructure

This component aims to strengthen and make the key laboratories fully operational by
upgrading necessary infrastructure for carrying out the required identification and
detection of LMOs and thereby enable Sri Lanka to meet its obligations under the CPB.

It will also help to enhance institutional, technical and human capacities in the areas of
monitoring, inspection, detection and identification of LMOs, in particular those
unauthorized or unintentionally released into the environment (Outcome 3.1). The
proposed project will enable the country to put in place and implement an effective
monitoring and enforcement system to analyse, detect and identify LMOs in the context
of national regulatory frameworks (Outcome 3.2). It will be done by assisting in
establishing, upgrading and accrediting reference laboratories.

Qutcome 3.1: Improved capacity for detection and identification of LMOs

This outcome will assess: (i) the capacity needs in LMO detection, (ii) requirements for
the accreditation of laboratories, and (iii) technical capacities of selected public sector
laboratories. These capacities will be enhanced in such a manner that a network of
laboratories is created to provide services for enforcement agencies at points of entry
(for imports and exports), scientists, agricultural extension officials, etc. One of the
laboratories will be responsible for adopting newer techniques, validation of sampling
and detection methodologies and other advisory services. This laboratory will also be
responsible for continuous training and capacity building of concerned stakeholders.
This laboratory will also have enhanced capacity for risk analysis, containment, storage
and testing of LMOs in field assessments.

The activities will also help to develop sampling and analytical methodologies and
procedures to identify and quantify LMOs, which will assist in establishing a scientific
basis for resolving legal disputes on LMO labelling and non-compliance. Manuals, tools
and Standard Operation Procedures (SOPs) for different sampling and detection
techniques will be developed, and make available for use by laboratories and
regulatory authorities. Access to DNA sequence information and reference materials
will also be improved.

At the end of the project, the project expects at least, 70% of trained staff capable to
detect and identify LMOs using upgraded instruments. In addition they can
detect/identify at least 20 cases exampled processed using improved facilities.

Output 3.1.1: Testing needs and capacities for LMO detection assessed and key
public laboratories identified for up-grading and accreditation

Based on the past training on detection methodology conducted by University of
Peradeniya and other related activities, gaps and opportunities for further capacity
development will be further assessed. A stocktaking assessment report will be
prepared based on their capacity needs, testing requirements, facilities, infrastructure,
human resources and level of expertise required for LMO detection to be carried out
for Sri Lanka.
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This work will include an assessment of the testing needs and capacities for LMO risk
analysis, detection, and formulation of accreditation policies, procedures and
requirements for biosafety laboratories as per international norms. For example,
National Plant Quarantine Station at Colombo has a mandate to undertake LMO
detection and has basic lab facilities and work force. The facility has not yet met with
international standard and the capacity of detection needs to be strengthened. Up to
now, Industrial Technology Institute (ITl) and a private lab, Genetech have carried out
limited LMOs detection work.

The project will also support activities such as identification and accreditation of at least
three public sector laboratories. Their laboratory facilities will be established or
upgraded with necessary critical instruments, so that the laboratories have appropriate
competences for LMO analysis, and that they can issue official international standard
risk assessment and detection reports.

Output 3.1.2: Inspection plan prepared and inspectors trained

Food inspectors, seed inspectors, custom officials and plant quarantine officials are
mandated to carry out inspection in the draft Biosafety Act. In this activity, at least 50
staff from enforcement agencies (customs, plant quarantine, food, feed inspectors) and
members from regulatory committees will be trained for inspection and monitoring of
GMOs/LMOs. The participation of gender balance will be considered to identify the
participants.

Training modules will be developed for the inspection and monitoring of GMOs/LMOs
with guidelines and operational procedures. About ten training workshops will be
conducted for the officials from the enforcement agencies and regulatory committees.
Identified food/feed and seed inspectors and plant quarantine will also be trained
through participating in international events (gender balance considered).

Output 3.1.3: Personnel trained on LMO detection and identification

Core staff members and scientists from identified laboratories will be trained as trainers
for LMO analysis and detection as well as for operation and maintenance of detection
instruments. The project will ensure the critical mass of scientific and technical
personnel, who can sustain the national reference laboratories, implement the risk
assessment, and maintain the LMO detection and monitoring systems. Active
participation of women will be encouraged for the training (at least 30% women).

Staff of customs and other regulatory authorities will also be trained for the
accreditation process of risk assessment. The subject of the training will also include
LMO detection and the corresponding LMO certificates to test presence of LMOs as
well as to seek the laboratory confirmation. A network of control authorities will be
established for the purpose. Exchange of experiences with other countries in the region
in the development and use of easy to use, reliable and cost-effective sampling and
detection techniques for LMOs will be promoted. An on-site training in an accredited
GM detection laboratory will also be organized in outside of Sri Lanka.

Qutcome 3.2: Laboratories fully operational with the necessary infrastructures
to carry out risk assessment, and detection of LMOs, which allow Sri Lanka to
meet its obligations under the CPB

This outcome will focus on making three identified laboratories fully operational with
the necessary infrastructures as per international norms. With such infrastructure, Sri
Lanka will be able to carry out risk assessment and detection of LMOs, which allow the
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country to meet its obligations under the CPB as well as to ensure environmental
impacts. The capacity of identified laboratories and facilities will be strengthened for
the accreditation.

The project will also target that two public laboratories for LMO detection will serve as
central biosafety LMO research and detection laboratory equipped with state-of-the-art
LMO detection system. One of the identified laboratories will be upgraded as an
analytical laboratory for compositional and nutritional analysis with state-of-the-art
analytical services equipment. Three labs will be established with international
standards.

Output 3.2.1: Key government laboratories identified, established, strengthened
and appropriately equipped for risk management and detection of LMOs

The identified laboratories and facilities will be strengthened along with the outcome of
stocktaking assessment survey on laboratory equipment, chemicals and reagents,
manpower, and improved infrastructure and facility with guideline.

Main functions of the laboratories and institutions to be identified and their needs for
infrastructures and equipment are as follows:

a. Two laboratories to serve as central LMO biosafety research and detection
laboratory fully equipped with state-of-the-art LMO detection equipment such
as multiplex qualitative or quantitative real-time PCR, ELISA readers, high-
throughput DNA-analysis equipment. The purpose of these laboratories can be
divided into two: one laboratory to focus on development, adoption and
validation of protocols and techniques for DNA detection and monitoring and
provide services for DNA detection and monitoring needs of other partner
institutions in biosafety implementation. The other laboratories will focus on
development and validation of molecular characterization dossier required for
risk assessment and to serve as back-up service laboratory for DNA detection
and monitoring. Both laboratories will be involved in providing training in
biosafety-related activities, DNA detection and monitoring techniques to risk
assessors and other concerned agencies and in providing technical resource
person on DNA detection and monitoring for public awareness and outreach
activities;

b. One upgraded analytical laboratory for compositional and nutritional analysis
with state-of-the-art analytical services equipment such as HPLC-MS, amino
acid analyser and related-analytical instruments. The purpose of this laboratory
is to develop/adopt protocols and techniques and provide services for
development of regulatory dossier to comply with food and feed safety
assessment required by the country's biosafety regulations. The laboratory will
also be involved in training and outreach activities on LMO food and feed safety
assessments;

Output 3.2.2: Laboratories accredited by SLAB for risk assessment, LMO
detection and identification based on ISO and ISTA standards

Sri Lanka Accreditation Board for Conformity Assessment (SLAB) is a member of the
Mutual Recognition Arrangement (MRA) and currently in the process of seeking
membership of the International Accreditation Forum (IAF). They have established ISO
standards for GMO detection in addition to ISO 17025.
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The activity will support to develop and institutionalize a training program for the staff
of the accreditation body i.e. SLAB through the participation in international workshops
and information exchange with other accreditation bodies. After familiarization of
accreditation standards, guidelines, and SOP etc., the upgraded laboratories in Output
3.2.1 will be applied for the accreditation as per SLAB/ISO standards. The project will
target to the accreditation of two laboratories for SLAB/ISO standards.

Component 4: Knowledge development, public awareness, education and
participation

Information and knowledge from the project activities will be used to design and
implement national awareness campaigns on biosafety issues. One of the essential
topics of campaigns will be the benefits of modern biotechnologies and biosafety
systems. The knowledge generated through the project will be systematically collected
and integrated in all relevant project activities to improve efficiency and sustainability.
Collected information will be fed into the national BCH. It will then be widely
disseminated for the wide range of stakeholders including farmers, students,
representatives of NGOs, community based organizations and the public in general
through public awareness campaigns, dissemination of guidelines and workshops
(Outcome 4.1). These activities will address the important gaps in knowledge and
awareness needed to support the enhancement of public access to the information on
LMOs.

An effective project monitoring and evaluation system, including the mid-term review
and final evaluation, will be put in place to ensure the effectiveness of the project
management process and timely implementation of the planned activities.

Qutcome 4.1: Enhanced awareness, education and public participation in
decision-making on biosafety

Under this Outcome, the project will gather all technical/institutional knowledge and
lessons-learned during the project implementation. It will also disseminate information
to the broad stakeholders strategically to enhance the awareness on biosafety issues.

Increasing public awareness will be an important aspect of project’'s work. Together
with the dedicated website and national BCH (to be established with project support),
and a series of training activities will be undertaken, a communication strategy will be
developed and implemented for broader groups of stakeholders. The target
stakeholder groups will include regulators, scientific agencies, communication units of
relevant ministries, enforcement agencies, industry (and other private sector
stakeholders), the mass media, farmers, students from universities/institutions and the
civil society. Efforts will be made to take into account socio-economic impact on all
sectors of society, including both men and women, while preparing campaign/events,
guidelines and outreach material.

Over twenty awareness raising events will be organized in this outcome. The events
will be conducted along with the strategy. After the set of events were conducted, the
feedback and comments will be collected from participated stakeholders.
Output 4.1.1: Public awareness and participation strategy developed
A risk communication strategy including public outreach will be designed and

implemented to promote awareness, public participation, and communication in
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biosafety issues. Communication materials will be produced in English and local
languages, and made publically available in digital and printed formats.

The project will develop a mechanism for public consultation through IT infrastructure
and other processes to collect feedback for public awareness. The activity will also
establish a database of concerned stakeholders to manage public consultation
process.

Output 4.1.2: Targeted awareness-raising activities implemented

To increase public awareness but also to ensure long term communication strategy,
the following activities will be conducted:

e Develop a E-learning tool on guidelines and procedures for biosafety regulations;

e Prepare primers/brochures/booklets/FAQs/calendars, glossary of terms and other
outreach material in local languages and disseminate two thousand copies;

o Develop a set of audio visual educational material on awareness of biotechnology
and biosafety issues for stakeholders;

e Conduct about forty awareness workshops on biosafety for relevant stakeholders.
Gender balance is also considered in the selection process of participants;

Output 4.1.3: Curriculum, syllabus and course materials prepared for post-
graduate course for biosafety, and the gaps in primary (Ordinary Level),
secondary and university level education for biosafety filled through
improvement of curricula

The Postgraduate Institute of Agriculture (PGIA), University of Peradeniya, conducts
the postgraduate course on Biosafety and now intends to start a postgraduate Diploma
course on Biosafety. Curriculum, syllabus and course materials for a post-graduate
course on biosafety will be reviewed and elaborated to develop sufficient human
capacity to work on biosafety in Sri Lanka. Existing gaps in primary, secondary and
university level education for biosafety will also be addressed through the improvement
of curricula. The project will provide a set of modules and course materials for higher
levels of education incorporation in syllabus of O and A level. At the end of project, it
is expected that the university will ensure annual budget allocated for the new course.

Output 4.1.4: Information materials developed and disseminated through
various media

The activity will establish an editorial board for preparing a Biosafety Newsletter on 6-
month basis and a database for circulating newsletter. Information material including
E-learning tools will be regularly posted on the dedicated website. During the project
implementation, at least, eight issues of Biosafety Newsletter will be circulated and
update the information materials of website.

Output 4.1.5: Monitoring & Evaluation system established to measure project
progress and impact

Project implementation report prepared and submitted; any support documents
prepared for M&E.

Output 4.1.6: Mid-term and final evaluations carried out

The activity will carry out Mid-Term Review and Final Evaluation of the project.

39



185.

24

186.

187.

188.

189.

The results based budget is presented in Appendix-3.

Interventions logic and key assumptions

The main objective of this project is to fully operationalize the NBF by strengthening
the institutional, regulatory and technical capacities. This project will expedite the
implementations of the initiatives being undertaken by Sri Lanka in the area of
biosafety.

As indicated, the draft Biosafety Act has been prepared and is presently under review.
Implementation of provisions of proposed Act require participation of line ministries as
Sectoral Component Authorities. The GEF intervention would help in improving the
institutional capacity and human resources to be able to operationalize the NBF in Sri
Lanka. The country needs to strengthen its existing systems to effectively implement
the new regulations, including system for handling of applications, risk assessment,
decision-making, monitoring, enforcement and public participation in decision-making.

As shown in the project results framework (Appendix-1), Sri Lanka has relatively low
base lines for most of the key outcomes. The most important intervention through the
project is capacity building in scientific, technical, legal and administrative areas of
biosafety. Strengthening of sufficient national capacity will facilitate to put in place all
the necessary outcomes for safe handling and use of LMOs as per the provisions of
the CPB. Therefore, the key assumption is that without GEF intervention, Sri Lanka
will be not be able to build the necessary human and institutional capacity in its national
institutions for the safe use of biotechnology.

Although, small number of individuals have been trained in biosafety and awareness
programmes undertaken under the NBF project, further training on more specific areas
like RA, RM and RC, administrative and decision-making procedures, monitoring and
enforcement are required. Capacity building of legal personnel in dealing with biosafety
matters is also necessary for ensuring progress in drafting and notifying of required
regulations and guidelines. Without this key intervention on scientific and technical
training, the critical group of national experts cannot be created and effective
implementation of biosafety system will not be possible. The lack of capacity leads to
delays in processing of applications for LMOs within timeframe stipulated by the CPB.
This in turn lead to delays in decision-making, hampering the research initiatives and
disruption in the international trade and the country is not able to benefit from safe and
responsible use of modern biotechnology. Without the GEF intervention, the
development of regulations and necessary administrative systems would occur only at
a slow pace (Table 3).

Table 3: Intervention logic and key assumptions

Intervention Logic Key Assumptions

1. Strengthening of policy, institutional e Presence of an institutional framework

and regulatory frameworks for with concerned ministries to implement
biosafety: biosafety policy with smooth

Within 18 months, the draft Biosafety coordination;

Act will be passed; e Enactment of the draft Biosafety Act by
Within 36 months, specific biosafety the Cabinet and Parliament;
regulations will be prepared;
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Intervention Logic

Key Assumptions

¢ Within 36 months, the national BCH re-
established and operational by the
designated staff;

e Active involvement of all concerned in
consultation process for relevant
regulations as scheduled (Master Plan,
amended regulations);

¢ Ministry has information for collection
and proper IT infrastructure for BCH;

2. Enhancing system for risk assessment,
risk management and risk
communication:

e Within 30 months, at least 4 sets of
guidelines for risk assessment and risk
management will be prepared;

¢ Within 30 months, a risk
communication strategy will be
prepared,;

e Within 36 months, an international
harmonization conference will be
hosted for standardization of format,
procedures, methodologies etc.;

¢ Active involvement of all concerned
institutions and ToRs available;

e Institutionalized training approach
developed based on national/
international knowledge and experience
with scientific capacities;

¢ Training program designed for
institutional nominees at different levels
to mitigate risks due to staff attrition and
change in personnel;

¢ Strong government leadership available
for the harmonization process at
international/ regional levels;

3. Development of technical capacity for
detection and identification of LMOs
and strengthening biosafety related
infrastructure:
¢ Within 36 months, at least 2 public
laboratories with improved
infrastructure and facilities for LMO
detection as per international norms
and serve as central LMO research
and detection laboratory;

¢ Within 36 months, trained staff capable
to detect and identify LMOs using
upgraded laboratories;

¢ Legal backing available for the
cooperation with identified laboratories
and enforcement agencies but also
capacity development;

¢ Successful system demonstration with
sufficient trial operations for international
accreditation;

¢ Workshop program developed with
national and international expertise;

4. Knowledge development, public
awareness, education and
participation:

e Within 18 months, a system for seeking
inputs from public on regulatory
documents will be in place;

e Within 18 months, course material for
post graduate diploma in biosafety will
be in place;

e Within 48 months, at least 20 events
for enhancing awareness about LMOs
and biosafety issues will be conducted
in all provinces in the country;

e Awareness events conducted along with
the needs of target stakeholder groups;

¢ Replication mechanism in place to
continue awareness raising after the
project including potential funding
support for the capacity building of
biotechnology professionals;

e Strong government and public/private
sector support for increasing public
awareness;

5. Project Management
e Smooth stakeholder coordination with
building momentum of actions by the
project partners;

¢ Availability of required expertise for
project management;

¢ Build on experience gained from
implementing other GEF projects;

¢ Strong leadership of national executing
agency;
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Risk analysis and risk management measures

The possible indicative risks factors are listed in table below (Table 4):

Table 4: Indicative risks factors

Risk Rate/ Mitigation Strategy
Risk
Status
Delay in approval of the Draft L The project will ensure timely inter-ministerial
Biosafety Act due to the lack of consultation, submission and follow up
decision-making and approval processes of the draft Act. It will
coordination capacity but also enhance awareness on biosafety agenda
the lack of active involvement of among the parliament members with media
concerned ministries/ involvement.
departments/ agencies;
Lack of effective linkages L Project partners will be actively involved in
between Sectoral Competent the project from the project design phase and
Authorities to effectively are also apprised of their roles as per draft
implement the project due to the Biosafety Act. This arrangement will ensure
different level of capacities and the operation of the coordination mechanism,
involvement; and the roles and responsibilities in project
implementation, resulting in their commitment
and effective project execution.
Low level of awareness on L Awareness raising activities will be built into
biosafety may make it difficult to the project to secure the commitment of key
gain support, especially from person as well to raise awareness.
senior government officials and
policy makers for the project;
The capacity of stakeholders to L The project will implement a capacity building
conduct risk analysis and program for SCAs engaged in risk analysis
detection of LMOs is weak and and organizations that are responsible for the
therefore cannot support the full detection of LMOs by strengthening the
operationalization of the NBF; relevant institutional and human resource
capacities. Training programs using actual
risk analysis case studies will enable
technical officers to build their knowledge and
skills of risk analysis effectively. Both national
and international knowledge and expertise
will be collected to develop strategy and
training program.
Climate change threatens L The project, by helping to implement the

biodiversity and impacts
ecosystem functions of Sri
Lanka. Potential harm arising
from LMOs may worsen those
vulnerabilities.

NBF, will minimize greatly the chances of any
negative impacts of the introduction of LMOs
on Sri Lanka’s ecosystems.
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Consistency with national priorities and plans

This project is part of ongoing initiatives by the GoSL to ensure effective
implementation of CPB and also its efforts to fully implement the NBF. It aims to
strengthen institutional, regulatory and technical capacities for the effective
implementation of the NBF in conformity with the CPB. The project is also in line with
the needs, policy objectives, principles and statements of the National Policy on
Biosafety (2005).

This GEF funded project will complement and reinforce the ongoing national capacity
building initiatives, integrate international experiences/best practices and promote
regional cooperation with view to strengthen the national capacity to fulfil commitments
under CPB especially in the critical areas of risk assessment and risk management,
identification and detection of LMOs and the creation of public awareness.

The government’s broad vision for environmental conservation in the development
policy framework has been transformed into a detailed action plan called ‘National
Action Plan for the Haritha Lanka (Green Lanka) Programme’ in 2009. It has set 10
missions namely, Clean Air-Everywhere; Saving the Fauna; Flora and Ecosystems;
Meeting the Challenges of Climate Change; Wise Use of the Coastal Belt and the Sea
Around; Responsible Use of the Land Resources; Doing Away with the Dumps; Water
for All and Always; Green Cities for Health and Prosperity; Greening the Industries and
Knowledge for Right Choices.

Under the second mission of biodiversity conservation, four strategies relevant to
Biosafety have been developed namely “Strengthen policy, legal and institutional
framework for biodiversity conservation”, “Wise use of genetic resources for agriculture
in sustainable manner”, “Integrate and promote research and development on bio-
diversity conservation in all sectors” and “Integrate agenda on biodiversity into
education and agendas of other related sectors”. To implement the strategies and
actions in the Haritha Lanka programme, the government has established a National

Council for Sustainable Development (NCSD) which is chaired by the President.

The Second and Third Regular National Report on the Implementation of the
Cartagena Protocol on Biosafety (2012 and 2015) provides the list of capacity needs,
including institutional and human resources capacity, which the proposed project aims
to address.

Global Environmental Benefits

As stated in its Policy Statement 1, GEF support is intended to “improve the global
environment or advance the prospect of reducing risks to it”. In the absence of quality
baseline data for biodiversity and the rate of change in biodiversity arising from other
causes, it is very difficult, if not impossible, to provide measureable indicators of the
impact of biosafety on biodiversity — these would arise only as a “decline-avoided” by
the rejection of an unsafe application of biotechnology. An adequate biosafety
regulatory system thus fits well with “advancing the prospect of reducing risks to the
global environment”.

The Global Environmental Benefits (GEB) from this project would include the
successful implementation of the Cartagena Protocol on Biosafety in Sri Lanka, as a
ratified country of the international norm. The project will contribute to the conservation
and sustainable use of Sri Lanka’s biodiversity of global significance through
strengthening capacities to manage potential risks arising from transboundary
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movement of LMOs. Implementing NBF will allow Sri Lanka to ensure that potential
risks of LMOs are properly assessed and managed before environmental release,
thereby generating significant global environmental benefits.

The GEB that would be derived from the operational efficient management system of
biosafety in the country is the avoidance of harm to traditional varieties including wild
relatives. These GEB accruing from the protection of Sri Lanka biodiversity are highly
significant but most of these potential benefits are intangible and will be apparent only
in the long term, particularly as this Biosafety project will contribute to several cross-
cutting areas, such as environment, agriculture, health and good governance.

The project will provide opportunity for information and knowledge exchange regarding
national biosafety agenda with other countries and region, especially those of SAARC
countries. The project would identify the area for cooperation for the harmonization
process of national guidelines, manuals, application formats and procedures, but also
for the dissemination of expertise enhanced through the project.

Cost effectiveness

Within the context of the project, the baseline includes the activities carried out at
domestic level with respect to each specific project component, and the increment
includes the activities proposed under this project proposal for the purpose of meeting
the requirements of the CPB, to be financed through GEF contribution and national
co—financing. An incremental cost analysis applied in the design of the project is
summarized in Appendix-4.

The country has still gaps in existing regulatory and institutional frameworks to
implement the NBF. There are some developments and changes in the administrative
and institutional status. The enactment of the Act is delayed because of the limited
awareness and capacity of decision-making process. Without strengthened capacity
for sound decision-making processes, the enactment will further delay. The most
effective way for the earliest enactment of the Biosafety Act is to strengthen the
country’s policy, institutional and regulatory framework. The project is expected to be
cost effective, as biosafety activities are being mainstreamed into the national
development plans and actions. These will be implemented in a comprehensive and
holistic manner, utilizing existing government mechanism. With the GEF intervention,
the country will be able to strengthen policy, institutional and regulatory frameworks for
biosafety more effectively compared to the baseline situation.

The cost-effectiveness will be promoted with an integrated approach of strengthening
the country’s regulatory, institutional and technical capacities for the effective
implementation of the NBF, as described in this section. The project components will
address the barriers of considering biosafety infrastructure as a whole that consist of
policy-institutional-regulatory framework, risk infrastructure, technical infrastructure of
LMO detection and identification, and BCH infrastructure. The country goal will be
achieved more effectively by this approach than that by strengthening each framework
and infrastructure separately. The knowledge will also be more effectively managed
through this project.

The project implementation emphasizes on inter-agency coordination and
collaboration, ensuring avoidance of duplication of work and thereby increasing cost
effectiveness. The project includes regional networking in its design. Regional
cooperation is a cost effective method to share regional expertise and project outputs,
such as outreach materials.
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The project emphasizes that a team rather than an individual manages the project via
establishing a project team within the Biodiversity Secretariat. This will help mitigate
staff attrition from the project. This is also a prudent and cost effective way of project
management.

Innovativeness

At both and international levels, the proposed project will be innovative, as it helps in
an integrated manner to establish and implement Sri Lanka’s biosafety system. So far,
the capacity building efforts in Sri Lanka have been limited and scattered to address
the lack of overall capacity for the NBF operation. Sri Lanka being a country with limited
expertise in biotechnology and biosafety, the project will provide a series of activities
that make technical and human resources available in concerned ministries, agencies
and institutions. The integration of individual project activities will ensure the country’s
biosafety infrastructure as whole.

The project will provide a knowledge management mechanism to remove barriers by
the capacity development activities, the consolidation of institutional arrangement, and
the assistance in establishment of necessary administrative and technical
infrastructures. Such barrier removal strategy will be innovative but also cost effective
approach to strengthen Sri Lanka’s regulatory, institutional and technical capacities for
the effective implementation of the NBF.

The project also takes account of information exchange with other countries, especially
the countries in the SAARC region. The project will identify the areas for cooperation,
mechanisms and formats with relevant authorities for biosafety in other countries. It
will ensure the harmonization of prepared national guidelines, manuals, application
formats and procedures in the project.

The project will establish a network of laboratories to provide services for enforcement
agencies at points of entry (for imports and exports), scientists, and agricultural
extension officials. The role and responsibility of laboratories will be clearly defined in
the project and their capacities will be strengthened accordingly. The project will also
target to obtain the accreditation of upgraded laboratories for SLAB and ISO standards.

The project will develop some innovative tools such as E-learning tool on guidelines
and procedures for biosafety regulations, and audio visual educational material on
awareness of biotechnology and biosafety issues for stakeholders. Another unique
aspect of this project will be the support of a postgraduate Diploma course on Biosafety
with the Postgraduate Institute of Agriculture (PGIA), University of Peradeniya.
Curriculum, modules, syllabus and course materials will be developed for higher levels
of education on biosafety. These project activities will ensure the long-term knowledge
management in the country.
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SECTION 3: PROJECT IMPLEMENTATION ARRANGEMENTS
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Government partners roles and responsibilities

The project will be implemented by the GoSL, represented by the Ministry of Mahaweli
Development and Environment through the Biodiversity Secretariat. The project work
will be carried out over four years. The Biodiversity Secretariat will be the main
government counterpart having the lead technical responsibility for the project, with
FAO providing administrative and procurement support and technical oversight.

The overall project supervision at the national level will be carried out as per the
following institutional arrangements. The draft Terms of References (TORs) are as
described in Appendix-5:

National Executing Agency (NEA): The Biodiversity Secretariat of the Ministry
of Mahaweli Development and Environment acts as the national focal point for the
CBD & CPB and is responsible for the coordination and promotion of national
efforts to conserve the nation’s biodiversity, manage the country’s biological
wealth and oversee the biosafety related activities. The Biodiversity Secretariat is
the NCA for CPB and will be the National Executing Agency (NEA) for this project.
The agency will work on behalf of GoSL to manage the project and will take overall
responsibilities for the implementation and execution of the project and
achievements of its objectives. The NEA is responsible for the legal and
administrative actions for the project - especially for the enactment of draft Act and
endorsement of Master Plan as well as relevant regulations according to the work
plan agreed with the Project Steering Committee (PSC). The NEA will establish
the Project Steering Committee (PSC). The NEA will also provide the necessary
scientific, technical, financial and administrative support to the project, working in
close cooperation with relevant government agencies, the scientific community,
other concerned stakeholders and FAO. The NEA will ensure a strong country
ownership and commitment of the project activities.

Project Steering Committee (PSC): A Project Steering Committee (PSC) will be
established to periodically review and monitor project implementation progress,
facilitate co-ordination between project partners, provide transparency and
guidance, and ensure support and sustainability of the project results. The PSC
will consist of high level representative from the lead government ministry, who will
chair the PSC, and representatives from direct project stakeholders such as
government departments, agencies, and FAO Representative. For this project,
The PSC will be constituted by the NEA to advise and guide the project
implementation. It will be chaired by the Additional Secretary, Ministry of Mahaweli
Development and Environment and will be convened by the Director, Biodiversity
Secretariat.

The members will comprise the following:

e Additional Secretary (NR /Planning)
o Member from National Planning Department/ External Resources
Department
¢ FAO Representative in Sri Lanka (FAO-R)
Participant from National Coordination Committee on Biosafety (NCCB);
o Department of Agriculture,
o Department of Animal Production and Health,
o Department of Health
o Department of Fisheries and Aquatic Resources
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o Department of Wildlife Conservation
o Legal officer, Ministry of Mahaweli Development and Environment

In addition, experts and organizations selected in the project in their personal
capacity can also be invited to PSC meeting as and when PSC will be addressing
technical and scientific issues arising from implementation of the project.

The PSC will provide the policy guidance, review results based on Annual Work
Plans and Budget and provide recommendations for resolving any constraints
faced by the project. The PSC will be critical to ensuring:

Preparation of firm work plans and quality of outputs;

o Country ownership of the project;

o Close linkages between the project and other on-going projects and
programmes relevant to the project;

e Sustainability of key project outcomes, including up-scaling and replication;
and,

o Effective coordination of Government partner’s work under this project.

¢ Multi-stakeholder participation in decision-making, policy dialogue, and
knowledge management;

o Gender mainstreaming in biosafety agenda;

The members of the PSC will each assure the role of a Focal Point for the project
in their respective agencies. Hence the project will have a Focal Point in each
concerned institution. As Focal Points in their agency, the concerned PSC
members will: (i) Technically oversee activities in their sector, (i) Ensure a fluid
two-way exchange of information and knowledge between their agency and the
project, (iii) Facilitate coordination and links between the project activities and the
work plan of their agency, and (iv) Facilitate the provision of co-financing to the
project.

A work plan developed clearly defines roles, responsibilities, and milestones for
the execution of project activities, including monitoring and evaluation and
deliverables for output. The work plan will be used as management and monitoring
tool by Project Management Unit and FAO.

The PSC will meet at least once a year. The PSC members may communicate by
email, skype and phone.

National Project Director (NPD): The NPD will be a senior staff member
designated by Ministry of Mahaweli Development and Environment and will be the
lead person responsible for ensuring smooth execution of the project on behalf of
the Government of Sri Lanka. The NPD will not be financed by the project.

The specific duties of the NPD include:

¢ Acting as the responsible focal point at the policy level within NEA

e Ensuring enactment and endorsement process of legislations;

e Ensuring country ownership during and beyond the project;

e Ensuring that all necessary support/input from Government are provided
by NEA to enable the implementation of all of the proposed component
activities; and

e Reviewing and providing input to work plan and budget
consultation/collaboration with the FAO representative; and

o Participation in the selection or recruitment of consultants
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Project Management Unit (PMU): The PMU will be hosted by the Biodiversity
Secretariat. The PMU will be led by a Project Manager, a full time project position.
The PMU will also have a technical project assistant, administrative & finance
assistant and Secretariat staff. The PMU staff will be recruited by the project and
report to FAOR as the budget holder (BH). The PMU will carry out the functions in
line with FAO rules and regulations. The following are some of the key functions
of the PMU. The PMU wiill:

e Be responsible for day-to-day operation and monitoring of the project in line
with the AWP;

e Ensure a results-based approach to project implementation, including
maintaining a focus on project results and impact as defined by the RF
indicators;

e Liaise with NPD, government agencies and to advocate regularly for the
Project;

e Act as contact point for stakeholders and project partners;

e Act as Secretariat to the PSC meetings and be responsible for all logistical

matters as well as providing PSC members all required documents for the PSC

meetings such as draft AWP/B, independent scientific reviews of significant
technical proposals or analyses, meeting minutes, and PSC meeting reports;

Arrange project-related meetings and field visits;

Technically identify, plan, design and support all activities;

Coordinate project tasks with other ongoing activities;

Be responsible for the preparation of the Annual Work Plan and Budget

(AWP/B), PSC meeting reports, FAO Project Progress Reports ( PPRs) and the

annual GEF Project Implementation Report (PIR), and;

e Be responsible for the filing and documentation of the project;

o Facilitate and support the midterm review and terminal evaluation of the
Project.

The PMU will also be supported by a series of international consultants to provide
short term inputs to the Project. These will be finalised during the project
implementation, and are tentatively identified as experts on RA, RM and RC, LMO
detection, legal aspects and regulatory issues.

National Project Manager (NPM): The NPM will lead the PMU and work closely
with the NPD. The NPM reports to the BH on operational issues and to the FAO
LTO on technical issues. The NPM will liaise with the NDP closely. The NPM is a
full-time position funded by this GEF project. The NPM will lead and organize the
day-to-day operation of the project. The NPM will also take the lead in
communications with government agencies and advocacy. The NPM will also be
responsible for providing technical advice and guidance in his/her area of technical
expertise. The NPM will report on Project progress to PSC meetings, and will
develop and submit semi-annual PPRs and annual PIRs. In addition to technical
and substantive duties, the NPM will:

e Ensure real-time monitoring of Project progress and the alerting of the NPD,
BH and the LTO to potential problems that could result in delays in
implementation;

o OQversee creation of a participatory monitoring system for the Project’s work;
Help identify suitable candidates for consultants and work with the BH to ensure
their timely recruitment;

e Ensure the Project’s effective and efficient work, including with stakeholders;
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Vi.

e Help organize and supervise consultant inputs;
Oversee creation of the project’'s approach to managing and sharing
knowledge, and to identifying and disseminating lessons learned,;

o Communicate, advocate and engage in policy dialogue; etc.

At the end of the project, NPD is responsible for the completion of the project
closure procedures including timely submission of all technical/operational,
financial and audit reports to FAO/GEF.

Technical Expert Group (TEG): TEG will be constituted to provide technical
support to PMU. TEG will be chaired by NPD and members would be experts or
representatives of concerned ministries/scientific agencies and FAO
representatives. The TEG will meet on a six monthly basis or whenever technical
inputs are required. The TEG members would communicate mainly by email and
phone for providing technical support on a continuous basis.

The project implementation arrangements including coordination among agencies,
funds flow and reporting requirements is described in Figure 1.
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Figure 1: Project Organogram

The project implementation arrangements are as described in Appendix-6. The
consultants to be hired and their tasks are detailed in Appendix-7.

FAO’s role and responsibilities, both as the GEF Agency and as an executing
agency, including delineation of responsibilities internally within FAO

FAO will be the GEF Agency of the Project as well as the financial and operational
executing agency. At the request of the Government of Sri Lanka and the agreement
with FAO, the project will be executed by FAO via its Direct Execution (DEX) modality
in close consultation with Ministry of Mahaweli Development and Environment. FAO
will be technically and fiduciarily accountable for the achievement of all expected
project results under the DEX modality. FAO, in consultation with the NPD, will deliver
procurement and contracting services to the project using FAO rules and procedures,
as well as financial services to manage the GEF resources.

As the GEF Agency, FAO will be responsible for project oversight to ensure that project
implementation adheres to GEF policies and criteria, and that the Project efficiently
and effectively meets its objectives and achieves expected outcomes and outputs as
delimited in the Project document. FAO will hold the ultimate reporting responsibility to
the GEF. FAO will report on Project progress to the GEF Secretariat and provide
financial reporting will be to the GEF Trustee. FAO will closely supervise and provide
technical guidance to the Project by drawing upon its capacity at the global, regional
and national levels, through the concerned units at FAO-HQ, the Regional Office in
Bangkok and the FAO Representation in Sri Lanka. In summary, FAO will:

50



216.

217.

218.

219.

e Administer funds from GEF in accordance with the rules and procedures of
FAO;

o Qversee project implementation in accordance with the project document, work
plans, budgets, agreements with co-financiers and the rules and procedures of
FAO;

e Provide technical guidance to ensure that appropriate technical quality is
applied to all project activities and outputs;

e Carry out at least one supervision mission per year; and
Report to the GEF Secretariat and Evaluation Office, through the annual Project
Implementation Review, on project progress and provide financial reports to the
GEF Trustee.

For more detail, please see description below.

FAO Project Task Force (PTF) is a management and consultative body established
for each FAO project. The PTF will be led by the BH and include the LTO, Funding
Liaison Officer from FAO-GEF Coordination Unit (GCU), and Headquarter Technical
Officer from relevant technical units supporting the project’s work. Other FAO experts
may be invited to the Task Force as required. The main role of the task force is to
provide guidance to the Budget Holder and the project manager/team for the
implementation of the project, contribute to specific project activities as required and
troubleshoot should implementation issues arise.

Executive responsibilities (Budget Holder): The Budget Holder (BH) (FAO
Representative for Sri Lanka) is the Chair of the PTF, and will ensure that activities are
implemented in support of an approved results-based work plan, identifying and
managing risks in consultation with the relevant expert units. The BH will be
accountable for ensuring proper use of funds and overall coordination and direct
management of the entire project cycle. Under FAO’s Direct Execution modality, the
FAO Representation in Sri Lanka will hold the budget and operational responsibilities
for this project. The FAO Representative will ensure timely operational, administrative
and financial management of the Project’s GEF resources, including the disbursement
of funds. As a first step in project start-up, the FAO Representation for Sri Lanka will
establish an interdisciplinary Project Task Force (PTF) within FAO to guide the
implementation of the project as noted earlier

In consultation with the PTF, especially LTO, the BH will:

o Clear and monitor annual work plans and budgets;

e Schedule technical backstopping and monitoring missions of FAO Project Task
Force (PTF) members etc.;

e Participate in project supervision missions;

Authorize the disbursement of the project’'s GEF resources;

o Give final approval of procurement, project staff recruitment, LoAs, and
financial transactions in accordance with the FAQO’s clearance/approval
procedures;

e Review procurement and subcontracting material and documentation of
processes and obtain internal approvals;

o Be responsible for the management of project resources and all aspects in the
agreements between the FAO and the various executing partners;

¢ Provide operational oversight of activities to be carried out by project partners;
Be responsible for budget matters such as budget revision, financial and
monitoring reports etc.;

¢ Monitor all areas of work and suggest corrective measures as required;
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e Submit to the GEF Coordination Unit, the TCID Budget Group semi-annual
budget revisions that have been prepared in close consultation with the LTO;

e Be accountable for safeguarding resources from inappropriate use, loss, or
damage;

e Be responsible for addressing recommendations from oversight offices, such
as Audit and Evaluation; etc.

Operations and reporting - including the procurement of goods and contracting of
services for Project activities - will be done in accordance with FAO rules and
procedures. As such, FAO will, in close coordination with the NPD, be responsible for
the timely recruitment of key project posts listed above such as NPM. In accordance
with FAO rules and procedures, final approval of the use of GEF resources rests with
the FAO Representation in Sri Lanka.

FAO Lead Technical Officer (LTO) will be the officer from the Regional Office for Asia
Pacific (RAP), if available and will have the primary accountability for the timelines and
quality of the technical services provided throughout project execution. The LTO will
work in close collaboration with the BH but also NPD and Headquarter Technical
Officer, as appropriate. The LTO will provide technical guidance to the project team to
ensure delivery of quality technical outputs. The LTO will coordinate the provision of
appropriate technical backstopping from all the concerned FAO units represented in
the FAO Project Task Force. The Project Task Force is thus composed of technical
officers from the participating units, operational officers, the Investment Centre
Division/GEF Coordination Unit and is chaired by the BH. The primary areas of LTO
support to the project include:

e Supported by the FAO Representation in Sri Lanka, ensure clearance of TORs
for consultancies and contracts to be performed under the project and to CVs
and short-listed for key project positions;

e Ensure clearance of the technical Terms of Reference, Letters of Agreement
(LoA) and sub-contracts goods, minor works, and services to be financed by
the project;

e Supported by the FAO Representation in Sri Lanka, review and clear final
technical products delivered by consultants and contract holders financed by
GEF resources before the final payment can be processed;

¢ In close collaboration with NEA and NPD, lead the selection of the project
manager, consultants and other institutions to be contracted or with whom an
LoA will be signed;

¢ Review and clear technically reports, publications, papers, training material,
manuals, etc.;

o Monitor technical implementation as established in the project RF;

Review and clear the Project Progress Reports (PPRs) and prepare the annual
Project Implementation Review (PIR);

o Review TORs for the Mid-Term Review, participate in review mission including
the mid-term workshop with all key project stakeholders, development of an
eventual agreed adjustment plan in project execution approach, and supervise
its implementation supported by the FAO-GEF,;

o Review TORs for the final evaluation, participate in the final project closure
workshop with all key project stakeholders and the development of and follow
up on recommendations on how to insure sustainability of project outputs and
results after the end of the project;

Provide technical advice to the National Project Director and PSC;

¢ Review and clear final technical products delivered by consultants and contract

holders financed by GEF resources before the final payment can be processed;

52



222.

223.

224,

e Provide technical support to the PMU in preparing the AWP/B, with support
from the Budget Holder and clearing it prior to submission to the PSC;

GEF Coordination Unit _in FAO Technical Cooperation Division Investment
Centre (GCU) will review and clear PPRs, annual PIRs and financial reports and
budget revisions. The GCU will undertake supervision missions, if considered
necessary in consultation with the LTO and the BH. The PIRs will be included in the
FAO GEF Annual Monitoring Review submitted to GEF by the GCU. The GCU will also
participate in the Mid-Term Review and Final Evaluation and the development of
corrective actions in the project implementation strategy in the case needed to mitigate
eventual risks affecting the timely and effective implementation of the project.

The GCU will in collaboration with the FAO Finance Division request transfer of project
funds from the GEF Trustee based on six monthly projections of funds needed.

Funding Liaison Officer (FLO) will be responsible for maintaining corporate relations
with resource partners throughout the project cycle in GCU. The FLO will ensure an
overall “help desk” function to the BH and other PTF members for resource partner
matters, and ensure that visibility is given to resource partners in communication
material. Especially, the FLO will ensure project documents, funding agreements, and
progress reports to comply with the resource partner requirements, and assist BH and
other PTF members in interpretation and implementation of terms and conditions as
well as relevant FAO and GEF Rules and Regulations. FLO will monitor work plan and
budget implementation as well as review PIR, GEF Tracking Tools, Mid-Term Review
and the Final Evaluation.

FAO Finance Division will clear budget revisions, provide annual Financial Reports
to the GEF Trustee and, in collaboration with the GCU, call for project funds on a six
monthly basis from the GEF Trustee.

FAO Office of Evaluation will be responsible for ensuring the management and
quality of the overall process for the project’s final evaluation. The evaluation will be
conducted by a team of independent external consultants with appropriate evaluation
experience and/or relevant technical skills. The independent team leader and
evaluation team will be responsible for the final analysis, findings, conclusions and
recommendations. FAO Office of Evaluation (OED) staff are the evaluation managers
and, when appropriate, may also act as an evaluation team member or leader in the
case of project/programme evaluations. Draft TORs will be sent to the OED for
finalization, in accordance with FAO evaluation procedures and taking into
consideration evolving guidance from the GEF Evaluation Office.
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SECTION 4: STAKEHOLDER PARTICIPATION

225.

226.

227.

228.

229.

As biosafety relates to several sectors, including environment, agriculture, health,
science and technology, rural development, industry, trade , as well as community
based organizations, consumer associations, NGOs etc., the GoSL adopted a
consultative approach at the preparation of NBF and other policy documents by
involving concerned stakeholders. Based on the assessment, the key stakeholders in
the project will be the Biodiversity Secretariat of the Ministry of Mahaweli Development
and Environment, ministries that were proposed to serve as SCAs and other concerned
government, and private institutions.

These stakeholders have also been involved in the development of this project through
meetings to discuss activities to be undertaken under different project components and
giving comments on various draft documents. After approval of the PIF by the GEF
CEO, the project document has been finalized by both the Ministry of Mahaweli
Development and Environment and FAO-Sri Lanka through a consultative approach.

The project activities and stakeholder involvement has been designed in line with the
GEF policy on Gender Mainstreaming and taking also in account Sri Lanka’s national
socio-economic priorities. The target audience towards implementation of various
project activities would be inclusive of women scientists from research institutions of
the National Agriculture Research System, local agriculture communities, farmers,
students etc. The National Physical Planning Policy and Plan 2006-2030 identifies
environmental protection and social integration as core components for continued
economic growth and development.

Since the use GMOs/LMOs would have direct impact on the livelihood of local
groups/population, therefore representation of local communities will be involved in of
sensitization and awareness programs.

Adopting the consultative approach towards the project implementation, once the
project is approved the key stakeholders that will be included as project partners are
ministries that are proposed to serve as National Biosafety Committee and SCAsS;
enforcement agencies such as customs & national plant quarantine; scientific agencies
such as NSF, CARP; research universities and research institutions and other private
institutions. In addition, extensive efforts are proposed to be made for creating
awareness across all provinces to concerned stakeholders including farmers, students,
general public, representatives of NGOs, community based organizations etc. Efforts
to reach out to all social segments would be made by translating outreach material in
local languages. These are given below in the Table 5 and Table 6 with their respective
role/type of involvement as well as corresponding project components. More detailed
roles of project partners will be updated during the inception phase:
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Table 5: Stakeholders and type of involvement identified

Stakeholders

Type of involvement identified

Ministry of Mahaweli
Development and
Environment through
Biodiversity Secretariat

The Additional Secretary of the ministry to chair the PSC
that will coordinate and supervise the project as nodal
ministry of CPB;

Act the Biodiversity Secretariat as the NEA for
implementation of the project;

Ensure administrative processing for the Biosafety Act,
rules and regulations;

Implement the administrative procedures and technical
guidelines developed as part of the project;

Ensure enhanced public awareness through regular
information dissemination about the project activities;
Ensure setting up of information portal and managing
nBCH;

Parliamentarians and Legal
experts from Legal Draftsmen
Department

Facilitate the process of examination, adopting and
enactment of the proposed Biosafety Act;

Ensure consultative process for finalizing guidelines,
administrative procedures, SOPs etc.

Department of Agriculture,
Department of Animal
Production and Health,
Department of Health,
Department of Fisheries and
Aquatic Resources,
Department of Wildlife
Conservation and Ministry of
Industry.

Provide inputs on the development of regulatory and other
relevant documents as SCAs;

Participate in training programmes on RA, RM and RC;
Participate in national and international events during the
project;

Provide technical inputs to awareness raising workshops;
Ensure institutional mechanism for biosafety;

Provide inputs as food safety inspectorate for the
enforcement of biosafety regulations;

Enforcement officials
including Customs, National
Plant Quarantine Services,
Seed Inspectors,
scientists/technical experts
from research laboratories
involved in detection and
monitoring

Support strengthening of infrastructure and capacities for
detection of LMOs;

Provide inputs on the transboundary movement of GMOs/
LMOs and procedures/ guidelines for sampling, field trials
inspection and monitoring etc.;

Participate in training programs on procedures for
sampling, detection, inspection and monitoring, and
nBCH;

Provide inputs on training modules for nBCH access;
Participate in consultations on documents and training
modules related to sampling, detection, inspection and
monitoring;

Assist in strengthening enforcement systems for effective
biosafety regulations related to transgenic animals and
animal feed;

Sri Lanka Accreditation Board
for Conformity Assessment

Assist in the process for accreditation of identified
laboratories

Participate in training programs/information exchange with
other accreditation bodies at international level

Scientific Agencies including
NSF, CARP, National
Research Council, COSTI

Review and draft guidelines for RA, RM and RC on
biosafety;
Develop outreach materials for different target groups;

University and research
institutions such as University
of Peradeniya and University

Provide technical support in enhancing capacity for RA
and LMO detection;
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Stakeholders

Type of involvement identified

of Colombo, Tea Research
Institute, Rubber Research
Institute, Coconut Research
Institute and Rice Research
and Development Institute
and Horticultural Crop
Research and Development
Institute

e Provide technical inputs for the development of safety
assessment guidelines and manuals for RA and RM of
GMOs/LMOs, formats for RA summaries and conduct
trainings;

¢ Provide technical inputs on the national biosafety master
plan, website, E-learning tools on biosafety regulations
etc.;

e Support consultative meetings for finalizing various
biosafety regulations and guidelines;

Provide technical inputs to training workshops;

e Coordinate post graduate diploma and integrate biosafety
with other courses;

e Ensure upgrade and accreditation of laboratory for
LMOs/GMOs detection;

e Provide technical support to regulatory authorities for risk
assessment and management, and enforcement officials
for detection of LMOs/GMOs;

e Develop capacities, curriculum and a post graduate
course on biosafety;

e Ensure the establishment of post graduate course in
consultation with Ministry of Education;

Private sector, NGOs, CSOs,
mass media and local
communities

e Support awareness activities to incorporate views and
perspectives into the planning and implementation of the
project;

e Support knowledge management on biosafety;

e Support and participate in workshops, particularly those
related to communication and dissemination;

e Consensus building for the national biosafety issues;
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Table 6: Proposed contribution of project partners to the project components

Project Partner

Project component support expected

Component 1 Component2 | Component3 | Component4

Ministry of Outcome 1.1 (output | Outcome 2.1 Outcome 3.1 Outcome 4.1
Mahaweli 1.1.1,1.1.2,1.1.3); (output 2.1.1, (output 3.1.1, (output 4.1.1,
Development & | Outcome 1.2 (output | 2.1.2,2.1.3, 3.1.2,3.1.3); 4.1.2,4.1.3)
Environment 1.2.1,1.2.2,1.2.3); 2.1.4,2.1.5, Outcome 3.2

Outcome 1.3 (output | 2.1.6) (output 3.2.1,

1.31,1.3.2,1.3.3); 3.2.2)
Ministry of Outcome 1.1 (output | Outcome 2.1 Outcome 3.1 -
Health Nutrition | 1.1.1,1.1.2,1.1.3); (output 2.1.1, (output 3.1.2,
& Indigenous Outcome 1.2 (output | 2.1.2,2.1.3, 3.1.3);

1.21,1.2.2,1.2.3); 214,215, Outcome 3.2

Outcome 1.3 (output | 2.1.6) (output 3.2.2)

1.3.2,1.3.3);
Department of Outcome 1.1 (output | Outcome 2.1 Outcome 3.1 Outcome 4.1
Animal 1.11,1.1.2,1.1.3); (output 2.1.1, (output 3.1.1, (output 4.1.1,
production & Outcome 1.2 (output | 2.1.2, 2.1.3, 3.1.2,3.1.3); 4.1.4)
Health 1.2.1,1.2.2,1.2.3); 2.1.4,2.1.5, Outcome 3.2

Outcome 1.3 (output | 2.1.6) (output 3.2.1,
Department of 1.3.2,1.3.3); 3.2.2)
Agriculture
National Plant - - Outcome 3.1 -
Quarantine (output 3.1.2,
Services 3.1.3);

Outcome 3.2
(output 3.2.1)

Department of Outcome 1.1 (output | Outcome 2.1 Outcome 3.1 Outcome 4.1
Fisheries & 11.1,1.1.2,1.1.3); (output 2.1.1, (output 3.1.1, (output 4.1.1,
Aquatic Outcome 1.2 (output | 2.1.2,2.1.3, 3.1.2,3.1.3); 4.1.2,4.1.3)
resources 1.2.1,1.2.2,1.2.3); 2.1.4,2.1.5, Outcome 3.2

Outcome 1.3 (output | 2.1.6) (output 3.2.1,

1.3.1,1.3.2, 1.3.3); 3.2.2)
Department of Outcome 1.1 (output | Outcome 2.1 Outcome 3.1 Outcome 4.1
Wildlife 1.1.1,1.1.2,1.1.3); (output 2.1.1, (output 3.1.1, (output 4.1.1,
Conservation Outcome 1.2 (output | 2.1.2, 2.1.3, 3.1.2,3.1.3); 4.1.2,4.1.3)

1.2.1,1.2.2,1.2.3); 2.1.4,2.15, Outcome 3.2

Outcome 1.3 (output | 2.1.6) (output 3.2.1,

1.3.1,1.3.2, 1.3.3); 3.2.2)
Sri Lanka Outcome 1.3 (output | Outcome 2.1 Outcome 3.1 -
Customs 1.3.3) (Output 2.1.3) (output 3.1.2)
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University of Outcome 1.3 (output | Outcome 2.1 Outcome 3.1 Outcome 4.1
Peradeniya 1.3.3) (Output 2.1.1, (output 3.1.1, (output 4.1.1,
2.1.2,2.1.4, 3.1.3); 4.1.2,4.1.3)
2.1.5) Outcome 3.2
(output 3.2.1,
3.2.2)
University of Outcome 1.3 (output | Outcome 2.1 Outcome 3.1 Outcome 4.1
Colombo 1.3.3) (Output 2.1.1, (output 3.1.1, (output 4.1.1,
2.1.2,2.1.4, 3.1.3); 4.1.2)
2.1.5) Outcome 3.2
(output 3.2.1,
3.2.2)
National Outcome 1.1 (output | Outcome 2.1 Outcome 3.1 Outcome 4.1
Science 1.11,1.1.2,1.1.3); (Output 2.1.1, (output 3.1.3) (output 4.1.2)
Foundation Outcome 1.3 (output | 2.1.2, 2.1.3,
1.3.1,1.3.2) 2.1.4,2.15,
2.1.6)
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SECTION 5: SUSTAINABILTY OF RESULTS

5.1

230.

Sustainability of results

Factors affecting sustainability have been considered in the planning of the project and
it is expected to be sustainable in regard to:

Financial and political sustainability: With the draft Biosafety Act being steered
by the Ministry of Mahaweli Development and Environment, the long term financial
requirements to enhance biosafety activities in Sri Lanka shall follow the
enactment. This project will further help the concerned ministries in the
government to recognize the importance of biosafety issues particularly the
obligations under the CPB and integrate the same in their plans, policies and
strategies.

Environmental sustainability: One of the key objectives of this project is to build
national capacity in risk assessment and risk management to ensure safe use of
LMOs taking into account protection of biodiversity, the environment and human
health. Being a mega diverse country, environmental impacts need to be
monitored even after the release of LMOs for long term effects. The availability of
state of the art technical tools and a strong regulatory and monitoring regime will
help in mitigating the risks and ensuring environmental sustainability to a great
extent.

Operational sustainability: The project activities have been planned in such a
manner as to involve a network of multi-disciplinary experts and use a consultative
approach. Therefore, a critical core of national experts would be available at the
end of the project and the movement of project staff will not adversely affect the
operational sustainability of the system. Furthermore, it is proposed to clearly
define and document the functions, responsibilities and provide documents for
implementing biosafety regulatory framework by various stakeholders so that
biosafety management can be carried out beyond the project life. Further,
operational sustainability will be addressed through using existing enforcement
mechanisms and these will be strengthened by imparting appropriate trainings, so
as to ensure cost effectiveness.

Social safeguard: Social safeguards are incorporated into the project through
empowering all citizens of Sri Lanka, irrespective of race, gender and creed. By
developing a public participation strategy to enable the public participate and
access biosafety related information, social concerns will also be voiced and
responded to. This project will endeavour to achieve gender balance by ensuring
participation by all stakeholders including both men and women. Efforts will be
made to take into account socio-economic impact on all sectors of society,
including both men and women, while preparing regulations, guidelines and
outreach material. The project will also contribute to promoting good governance
through the participation of all stakeholders in decision-making on LMOs. This has
also been stipulated in the draft Biosafety Act under consideration Project staff
recruitment, project activities and trainings will not discriminate against any
particular group or gender. Target groups like farmers, local communities, general
public, youth, particularly students and women will be involved in development of
awareness raising materials and help enhance social sustainability. Translation of
outreach material in local languages will further promote effective participation by
all stakeholders.
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5.2

231.

232.

233.

234.

5.3

235.

v. Appropriateness of technology introduced: The set of technologies to be used
for LMO detection and other technical aspects will be selected by the local
government and scientists/technicians in the identified laboratories. International
consultants and FAO project team shall provide guidance based on global
expertise and experiences. However, the decision on the technologies and
equipment to be used lies with the project stakeholders at a local level and in this
way the project aims to achieve a high level of appropriateness of introduced
practices both from global and local point of view.

Replication and scaling up

Replication opportunity of the activities succeeded from this project and up-scaling of
its impacts are ensured through strengthening of regulatory frameworks and
enhancement of institutional and technical capacities of stakeholders including
government officials, academics and the public at large. Outreach campaigns to create
awareness on the importance of biosafety will ensure continuous knowledge
development maximizing the project’s long-term impacts in the country.

The ability for networking amongst stakeholders especially inter-departmental
stakeholders to implement this project can be a model for cooperation in other similar
situations such as in biodiversity conservation, ecosystems management and other
multi stakeholder issues.

The project will benefit from the development of technical tools such as guidelines,
manuals, methodologies, training modules, risk communication and public participation
strategy that can be refined with time as more experience is gained from “learning by
doing”. These valuable tools can also be shared between countries in the region.

The project will consider the following aspects in the project outcomes and outputs for
the replication and scaling-up to enhance the project impacts:

e Strengthening institutional capacity to deal with biosafety issues in the country
(Outcome 2.1);

e Establishing networks on biosafety among country’s stakeholders and
countries, especially those in the SAARC region (Output 2.1.6);

e Upgrading public laboratories selected for risk assessment and detection to
make operational with operation/ maintenance mechanism to showcase
technically viable examples (Outcome 3.2);

e Streamlining accreditation process of laboratories with international standard
(Output 3.2.2);

e Developing curriculum for post-graduate course on biosafety (Output 4.1.3);

¢ Conducting outreach events/campaigns to create awareness on biosafety for
continuous knowledge development and maximizing the project’s long-term
impacts (Outcome 4.1); etc.

Communication and visibility
Under this project, Sri Lanka intends to establish a national biosafety website and use
it as a main vehicle for information sharing and dissemination for the project outputs

developed for use by wider audience such as teachers, students, academia etc. This
would help in promoting communication and visibility of the project.
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The risk communication strategy developed as part of this project will help improve
communication to the general public about biosafety and help counter the negative
perceptions about the technology that are not evidence-based.

The media will play an important role in this project. Workshops will be conducted on
biosafety awareness raising among journalists, thus promoting public awareness. In
addition, most the project workshops will be covered by the media.

The National Project Manager will play a key role in maintaining fluid and regular
communication about the project with national stakeholders at all levels, but most
importantly among high level actors in agencies of central Government, aimed at
maintaining their interest in and commitment to the project throughout its entire lifetime.
This will be achieved through personal bilateral communication with these actors and
also through the National Project Director, taking advantage of his/her strategic
position to channel messages regarding the project to the other Government
stakeholders. Given their broad stakeholder base, the Project Steering Committee and
National Executing Agency will also serve as vehicles for communication and raising
visibility regarding the project and its aims and approaches.

This project will also value the GEF communications and outreach strategy. The project
activity will support to create a clear GEF corporate identity, to speak with a unified
voice, to position GEF as a leader on the global environment, to engage effectively
with GEF, and to embed GEF messages at country and regional levels.

Regional/Sub regional Cooperation

The proposed project will take advantage of the regional collaborative initiative on
biosafety, “Asian Bio-Net”, undertaken by FAO. Good practices and lesson-learnt from
the project will be disseminated and replicated in the region through this regional
network.

Regional/sub-regional cooperation with various countries in the region will be promoted
by regional activities, such as inviting the participants from these countries to regional
workshops on relevant issues as well as participation of experts in various events
organized by them. Sharing of training activities as well as documentation developed
under the project would help the countries who are in the process of fully implementing
their NBFs.
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SECTION 6: MONITORING, EVALUATION AND REPORTING

6.1

242.
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247.

Oversight and monitoring responsibilities

Monitoring and evaluation (M&E) of progress of project in achieving results and
objectives will be based on the targets and indicators established in the project results
framework (Appendix-1). The M&E of the project activities will follow the applicable
FAO and GEF policies and guidelines. The project results framework includes SMART
indicators for each of the expected outputs and outcomes. The M&E related costs are
integrated in the overall project budget.

Project oversight will be carried out by the Project Steering Committee (PSC), the FAO
GEF Coordination Unit and relevant Technical Units in HQ. Oversight will ensure that:
(i) project outputs are produced in accordance with the project results framework and
leading to the achievement of project outcomes; (ii) project outcomes are leading to
the achievement of the project objective; (iii) risks are continuously identified and
monitored and appropriate mitigation strategies are applied; and (iv) agreed project
global environmental benefits/adaptation benefits are being delivered.

The FAO GEF Unit and HQ Technical Units will provide oversight of GEF financed
activities, outputs and outcomes largely through the annual Project Implementation
Reports (PIRs), periodic backstopping and supervision missions.

Project monitoring will be carried out by the Project Management Unit (PMU) and the
FAO budget holder. The day-to-day project monitoring is the responsibility of the PMU
but the other project partners will have responsibilities to collect specific information to
track the indicators. Project performance will be monitored using the project results
matrix, including indicators (baseline and targets) and annual work plans and budgets.
At inception the results matrix will be reviewed to finalize identification of: i) outputs ii)
indicators; and iii) missing baseline information and targets. A detailed M&E plan,
which builds on the results matrix and defines specific requirements for each indicator
(data collection methods, frequency, responsibilities for data collection and analysis,
etc.) will also be developed during project inception by the M&E specialist. It is the
responsibility of the NPD to inform FAO of any delays or difficulties faced during
implementation so that the appropriate support or corrective measures can be adopted
in a timely fashion.

M&E is to be driven by the preparation and implementation of an AWP/B to be followed
up through six-monthly PPRs. The preparation of the AWP/B and semi-annual PPRs
will represent the product of a unified planning process between main project partners.
As tools for results-based-management, the AWP/B will identify the actions proposed
for the coming project year and provide the necessary details on output targets to be
achieved, and the PPRs will report on the monitoring of the implementation of actions
and the achievement of output targets.

The first PSC meeting will be held within two months of the inception workshop. The
PSC will review the project periodic reports on progress and will make
recommendations to FAO concerning any need to revise aspects of the project results
framework. Project oversight to ensure that the project meets FAO and GEF policies
and guidelines is the responsibility to the LTO/project task force in FAO. The LTO will
also review the quality of draft project outputs, provide feedback to the project partners,
and establish peer review procedures to ensure adequate quality of scientific and
technical outputs and publications.
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During the three month inception phase, an Inception Workshop will be held wherein
the specific M&E issues will be refined and subsequently discussed. This will (a) assist
all stakeholders to fully understand and take ownership of the project; (b) review and
confirm/finalize project indicators and results framework with stakeholders; (c) review
the project’s first AWP and budget; (d) discuss the roles, functions, and responsibilities
within the project's implementation arrangements for decision-making; (e) review a
detailed M&E work plan and budget based on the M&E plan summary presented in
Table-6 in the next section.

Evaluation

For full-sized projects, a Mid-Term Review will be undertaken at project mid-term to

review progress and effectiveness of implementation in terms of achieving the project

objectives, outcomes and outputs. Mid-term Reviews are encouraged for medium

sized projects. Findings and recommendations of this review/evaluation will be

instrumental for bringing improvement in the overall project design and execution

strategy for the remaining period of the project’s term. FAO will arrange for the mid-

term review/evaluation in consultation with the project partners. The review will, inter

alia:

(i) Assess the effectiveness, efficiency and timeliness of project implementation;

(i) Analyse effectiveness of partnership arrangements;

(iii) Identify issues requiring decisions and remedial actions;

(iv) Propose any mid-course corrections and/or adjustments to the implementation
strategy as necessary; and

(v) Highlight technical achievements and lessons learned derived from project design,
implementation and management.

It is recommended that an independent Final Evaluation (FE) be carried out three
months prior to the terminal review meeting of the project partners. The FE will aim to
identify the project impacts and sustainability of project results and the degree of
achievement of long-term results, based on GEF Terminal Evaluation guidelines. This
evaluation will also have the purpose of indicating future actions needed to sustain
project results and disseminate products and best-practices within the country and to
neighbouring countries.

Reporting

Specific reports that will be prepared under the M&E program are: (i) Project inception
report; (i) Annual Work Plan and Budget (AWP/B); (iii) Project Progress Reports
(PPRs); (iv) annual Project Implementation Review (PIR); (v) Technical Reports; (vi)
co-financing reports; and (vii) Terminal Report. In addition, assessment of the GEF
Monitoring Evaluation Tracking Tools against the baseline (completed during project
preparation) will be required at midterm and final project evaluation.

Project Inception Report. It is recommended that the PMU prepare a draft project
inception report in consultation with the LTO, BH and the other project partners.
Elements of this report should be discussed during the Project Inception Workshop
and the report subsequently finalized. The report will include a narrative on the
institutional roles and responsibilities and coordinating action of project partners,
progress to date on project establishment and start-up activities and an update of any
changed external conditions that may affect project implementation. It will also include
a detailed first year AWP/B and a detailed project monitoring plan. The draft inception
report will be circulated to the PSC for review and comments before its finalization, no
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later than one month after project start-up. The report should be cleared by the FAO
BH, LTO and the FAO GEF Coordination Unit and uploaded in FPMIS by the BH.

Results-based Annual Work Plan and Budget (AWP/B). The draft of the first AWP/B
will be prepared by the PMU in consultation with the FAO Project Task Force and
reviewed at the project Inception Workshop. The Inception Workshop (IW) inputs will
be incorporated and the PMU will submit a final draft AWP/B within two weeks of the
IW to the BH. For subsequent AWP/B, the PMU will organize a project progress review
and planning meeting for its review. Once comments have been incorporated, the BH
will circulate the AWP/B to the LTO and the GEF Coordination Unit for
comments/clearance prior to uploading in FPMIS by the BH. The AWP/B must be
linked to the project’'s Results Framework indicators, so that the project’'s work is
contributing to the achievement of the indicators. The AWP/B should include detailed
activities to be implemented to achieve the project outputs and output targets and
divided into monthly timeframes and targets and milestone dates for output indicators
to be achieved during the year. A detailed project budget for the activities to be
implemented during the year should also be included together with all monitoring and
supervision activities required during the year. The AWP/B should be approved by the
Project Steering Committee and uploaded on the FPMIS by the BH.

Project Progress Reports (PPR): PPRs will be prepared by the PMU based on the
systematic monitoring of output and outcome indicators identified in the project’s
Results Framework (Appendix-1). The purpose of the PPR is to identify constraints,
problems or bottlenecks that impede timely implementation and to take appropriate
remedial action in a timely manner. They will also report on projects risks and
implementation of the risk mitigation plan. The PPR will be submitted to the BH and
LTO for comments and clearance. The BH will upload the PPR on the FPMIS.

Annual Project Implementation Review (PIR): The LTO (in collaboration with the
PMU) will prepare an annual PIR covering the period July (the previous year) through
June (current year) to be submitted to the BH and the TCI GEF Funding Liaison Officer
(FLO) for review and approval no later than (check each year with GEF Unit but
roughly end June/early July each year). The FAO GEF Coordination Unit will submit
the PIR to the GEF Secretariat and GEF Evaluation Office as part of the Annual
Monitoring Review report of the FAO-GEF portfolio. PIRs will be uploaded on the
FPMIS by the TCI GEF Coordination Unit.

Key milestones for the PIR process:

- Early July: the LTOs submit the draft PIRs (after consultations with BHs, project
teams) to the GEF Coordination Unit (faogef@fao.org, copying respective GEF
Unit officer) for initial review;

- Mid July: GEF Unit responsible officers review main elements of PIR and discuss
with LTO as required;

- Early/mid-August: GEF Coordination Unit prepares and finalizes the FAO
Summary Tables and sends to the GEF Secretariat by (date is communicated
each year by the GEF Secretariat through the FAO GEF Unit;

- September/October: PIRs are finalized. PIRs carefully and thoroughly reviewed
by the GEF Coordination Unit and discussed with the LTOs for final review and
clearance;

- Mid November 17: (date to be confirmed by the GEF): the GEF Coordination Unit
submits the final PIR reports -cleared by the LTU and approved by the GEF
Unit- to the GEF Secretariat and the GEF Independent Evaluation Office.
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Technical Reports: Technical reports will be prepared by national, international
consultants (partner organizations under LOAS) as part of project outputs and to
document and share project outcomes and lessons learned. The drafts of any technical
reports must be submitted by the PMU to the BH who will share it with the LTO. The
LTO will be responsible for ensuring appropriate technical review and clearance of said
report. The BH will upload the final cleared reports onto the FPMIS. Copies of the
technical reports will be distributed to project partners and the Project Steering
Committee as appropriate.

Co-financing Reports: The BH, with support from the PMU, will be responsible for
collecting the required information and reporting on co-financing as indicated in the
Project Document/CEO Request. The PMU will compile the information received from
the executing partners and transmit it in a timely manner to the LTO and BH. The report,
which covers the period 1 July through 30 June, is to be submitted on or before 31 July
and will be incorporated into the annual PIR. The format and tables to report on co-
financing can be found in the PIR.

GEF Tracking Tools: Following the GEF policies and procedures, the relevant
tracking tools for full sized projects will be submitted at three moments: (i) with the
project document at CEO endorsement; (ii) at the project’s mid-term review/evaluation;
and (iii) with the project’s terminal evaluation or final completion report. The TT will be
uploaded in FPMIS by the GEF Unit. The TT are developed by the Project Design
Specialist, in close collaboration with the FAO Project Task Force. They are filled in by
the PMU and made available for the mid-term review an again for the final evaluation.

Terminal Report: Within two months before the end date of the project, and one month
before the Final Evaluation, the PMU will submit to the BH and LTO a draft Terminal
Report. The main purpose of the Terminal Report is to give guidance at ministerial or
senior government level on the policy decisions required for the follow-up of the project,
and to provide the donor with information on how the funds were utilized. The Terminal
Report is accordingly a concise account of the main products, results, conclusions and
recommendations of the project, without unnecessary background, narrative or technical
details. The target readership consists of those who are not necessarily technical
specialists but who need to understand the policy implications of technical findings and
needs for insuring sustainability of project results. The GEF-BD tracking tool is provided
in Appendix-8.

At Project mid-term and end, the tracking tools will be completed by the PMU in close
consultation with the NPD.

Monitoring and evaluation plan summary is described below and details the main
M&E activities, responsible parties and timeframes. The activity is included in the
Output 4.1.5 in the project framework:

Table 6: Summary of main M&E reports, responsible parties, timeframe & costs

Type of M&E activity| Responsible Parties Time-frame Indicative budget

Inception Workshop |PMU, supported by the [Within 3 months of USD 1500

LTO, BH and GCU project start up (Workshop venue),
USD 7800 (5% of
PMU staff
cost®,USD 156,000),
Co-financing

9 1t will be used for the input of M&E related deliverable (reports etc.).
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Type of M&E activity

Responsible Parties

Time-frame

Indicative budget

Project Inception
Report

PMU, LTO, BH and
GCU

No later than 1 month of
the inception workshop

PMU staff cost

Reports

NPD, PSC and other
project partners; BH
will submit to the LTO
and GCU for review

Annual Project PMU supported by the |Annual PMU staff cost
Implementation LTO and cleared and
Reports submitted by the GCU
to the GEF Secretariat
Project Progress PMU, with inputs from [Half yearly PMU staff cost

Key technical reports
for results verification

PMU, LTU and the
project partners

Policy assessment
report; Assessment
report on BCH; Training
outcome report;
Technical report on
equipped laboratories
and facilities; Technical
report on the process
records; Knowledge
assessment report;

PMU staff cost, USD
8000 (5% of expert
costl%, USD
160,500)

Co-financing Reports

PMU, NPD

Annual

PMU staff cost

Mid-term review

External consultant,
FAO country officer
and PMU

At mid-point of project
implementation

USD 30,000 for
independent
consultants and
associated costs. In
addition the agency
fees will pay for
expenditures of FAO
staff time and travel

Final Evaluation

External consultant,
FAO independent
evaluation unit in
consultation with the
project team including
the GCU

At the end of project
implementation

USD 50,000 for
external,
independent
consultants and
associated costs. In
addition the agency
fee will pay for
expenditures of FAO
staff time and travel

Terminal report

NPM, LTO

At least 2 months before
end date of the
Execution Agreement

PMU staff cost

Total Amount

usD 97,300

101t will be used for the input of M&E related deliverable (reports etc.)
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Provisions for evaluation

Mid-Term Review: A mid-term review will be undertaken at the beginning of the
second year of project implementation. It is indicated in the project component Output
4.1.4. The review will determine progress being made towards achievement of
objectives, outcomes, and outputs. Findings and recommendations of this review will
be instrumental to improvement in the overall project design and execution strategy for
the remaining period of the project’s term if necessary. The recommendation will be
proposed along with the FAO and GEF modalities, rules and regulations. FAO Country
Office will arrange for the mid-term review in consultation with project management.
The review will, inter alia:

a. Review the effectiveness, efficiency and timeliness of project implementation;

b. Analyse effectiveness of implementation and partnership arrangements;

c. Identify issues requiring decisions and remedial actions;

d. Identify lessons learned about project design, implementation and management;
e

f.

Highlight technical achievements and lessons learned; and
Propose any mid-course corrections and/or adjustments to the implementation
strategy as necessatry.

Final Evaluation: Besides the mid-term review, an independent final evaluation will
take place three months prior to the terminal review meeting of the project and will
focus on points ‘d’ and ‘e’ listed above under mid-term review. In addition, the final
evaluation will review project impact, analyse sustainability of results and whether the
project has achieved its objectives. The evaluation will furthermore provide
recommendations for follow-up actions needed to expand on the existing project in
subsequent phases, mainstream and up-scale its products and practices, and
disseminate information to management authorities responsible for related issues to
ensure replication and continuity of the processes initiated by the project. Terminal
Evaluation is indicated in the project component Output 4.1.4.

The FAO LTO will prepare the first draft of the Terms of Reference for the mid-term
review and the final evaluation and consult with and incorporate comments from NEA
supported by NPD, the FAO budget holder, the FAO Lead Technical Unit, and the FAO
GEF Coordination Unit. Subsequently, in the case of the final evaluation, the TORs will
be sent to the FAO Office of Evaluation for finalization, in accordance with FAO
evaluation procedures and taking into consideration evolving guidance from the GEF
Evaluation Office. The TORs and the reports will be discussed with and commented
upon by the project partners. Critical issues to be included in the TORs for the
evaluation in the midterm review and the final evaluation will in particular be the ones
captured by the outcome indicators.
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SECTION 7: FINANCIAL PLANNING AND MANAGEMENT

7.1 Financial planning

266. Overall project budget: The overall project budget as financed under the full sized GEF grant is of US $ 5,324,291 comprising
of US $ 2,365,964 from GEF grant and US $ 2,958,327 co-finance from the potential project partners.

Co-Financing Budget (USD)

Component 1: Component 2: Component 3: Developin
Strengthening Enhancing system b - ping Component 4:
. . technical capacity for detection .
policy, for Risk Assessment and identification of livin Knowledge Project
Sources of Co-financing | institutional and | (RA), Risk o ; 9 development, public Management | Line total
regulator Management (RM) modified organisms (LMOs) awareness, education | Cost
fre?mewor){(s for and R?sk and strengthening biosafety- and partici 7ation
biosafety Communication (RC) related infrastructure P P

Ministry of Mahaweli
Development and 15,714 10,000 10,000 10,000 40,000 85,714
Environment

Ministry of Health

Nutrition and Indigenous 3,000 3,000 2,571 - - 8,571
Department of Animal 100,000 100,000 107,143 50,000 -| 357,143
Production and Health

Department of 120,000 135,714 100,000 50,000 -| 405,714
Agriculture

Natlonall Plant _ ) . 291,143 - - 291,143
Quarantine Services

Department of Fisheries 10,000 10,000 6,143 10,000 .| 36,143
and Aquatic Resources

Department of Wildlife 100,000 35,714 100,000 50,000 .| 285,714
Conservation

Sri Lanka Customs 100,000 182,471 100,000 - - 382,471
University of Colombo 50,000 100,000 50,000 100,000 - 300,000
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University of Peradeniya 50,000 100,000 50,000 100,000 - 300,000
National Science 25,000 25,000 30,000 25,714 | 105,714
Foundation

FAO 50,000 50,000 50,000 50,000 200,000 400,000
Co-financing 623,714 751,899 897,000 445,714 240,000 | 2,958,327
% Co-financing 62% 53% 48% 68% 68%

GEF Project Financing 382,000 673,299 990,000 208,000 112,665 | 2,365,964
0 )

0 Gl e 38% 47% 52% 32% 32%

Financing

Project Total 1,005,714 1,425,198 1,887,000 653,714 352,665 | 5,324,291
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GEF Inputs: The GEF funds will finance inputs needed to generate the outputs and
outcomes under the project. These include: (i) national and international consultants
for technical support; (i) contracts with technical institutions/project partners,
supporting the delivery of specific project activities; (iii) expenses incurred towards
various meetings/workshops/conferences as part of the project activities (V)
international flights and local transport and minor office equipment; and (vi) training
and awareness raising materials.

Government Inputs: The GoSL, through the Ministry of Mahaweli Development and
Environment, will ensure project implementation by providing technical and
administrative support towards implementation of project activities. Co-financing
commitment letters from project partners are placed provided in Appendix-9.

The use of existing services and commitment areas for the project (e.g. office spaces,
salary of officers, equipment, building facilities, laboratory instruments, and furniture)
includes the followings:

o Office space and equipment used for project workshops , trainings and
meetings;

e Staff counterpart time, salaries, and related allowances;

Capacity development (training, human resource development. Dissemination

of research findings, policy advocacy and technical support);

Computers and other IT related equipment;

Laboratory instruments and equipment;

Chemicals, consumables and reagents;

Policy strategies, actions, law enforcement related to biosafety;

LMO detection, testing and monitoring;

Research activities;

Awareness and knowledge sharing;

Labour;

Building, electricity bill, AC, stationaries, etc.

FAO Inputs: FAO will provide technical assistance, backstopping, training and
supervision of the execution of activities financed by GEF resources. The GEF project
will complement and be co-financed by several projects and activities implemented by
the FAO-R funded by the FAO Technical Cooperation Programme and by various
donors through trust fund arrangements. FAO will manage the GEF grant and shall
provide services in accordance with its regulations, rules and procedures which shall
provide adequate control to ensure that the project funds are properly administered
and expended.

Other partner inputs: They will provide the activity inputs accordingly with co-
financing agreement with FAO. The required inputs will be reviewed discussed during
the inception phase of the project.

Financial management of and reporting on GEF resources

The financial management of/and reporting on GEF resources is detailed below.
Finance and Operations Assistant will be hired by FAO to ensure the financial matters
of the project:

a. Financial records: FAO shall maintain a separate project account in accordance
with accepted accounting standards and report all income and expenditures
70



correspondingly in US dollars. Expenditures incurred in a currency other than
United States dollars shall be converted into United States dollars at the United
Nations operational rate of exchange on the date of the transaction. FAO shall
administer the GEF resources in accordance with its regulations, rules and
directives

Financial reports/statements: The BH i.e. FAO representative of Sri Lanka shall
prepare six-monthly project expenditure accounts and final accounts for the
project, showing amount budgeted for the year, amount expended since the
beginning of the year, and separately, the un-liquidated obligations as follows:

1. Details of project expenditures on a component-by-component and output-
by-output basis, reported in line with project budget codes as set out in the
project document, as at 30 June and 31 December each year.

2. Final accounts on completion of the project on a component-by-component
and output-by-output basis, reported in line with project budget codes as set
out in the project document.

3.  Afinal statement of account in line with FAO Oracle project budget codes,
reflecting actual final expenditures under the project, when all obligations
have been liquidated.

The BH will submit the above financial reports for review and monitoring by the
LTO and the FAO GCU. Financial reports for submission to the donor (GEF) will
be prepared in accordance with the provisions in the GEF Financial Procedures
Agreement and submitted by the FAO Finance Division.

Budget revisions: The BH will prepare semi-annual budget revisions, in the
format of the budget in the FAO-GEF Project Document and in accordance with
FAO standard guidelines and procedures.

Responsibility for Cost Overruns: The BH is authorized to enter into
commitments or incur expenditures up to a maximum of 20 percent over and
above the annual amount foreseen in the project budget under any budget sub-
line provided the total cost of the annual budget is not exceeded.

Any cost overrun (expenditure in excess of the budgeted amount) on a specific
budget sub-line over and above the 20 percent flexibility should be discussed with
the GCU/TCIB with a view to ascertaining whether it will involve a major change
in project scope or design. If it is deemed to be a minor change, the BH shall
prepare a budget revision in accordance with FAO standard procedures. If it
involves a major change in the project’s objectives or scope, a budget revision and
justification should be prepared by the BH for discussion with the GEF Secretariat.

Savings in one budget sub-line may not be applied to overruns of more than 20
percent in other sub-lines even if the total cost remains unchanged, unless this is
specifically authorized by the GCU upon presentation of the request. In such a
case, a revision to the project document amending the budget will be prepared by
the BH.

Under no circumstances can expenditures exceed the approved total project

budget or be approved beyond the NTE date of the project. Any over-expenditure
is the responsibility of the BH.
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e. Audit: The project shall be subject to the internal and external auditing procedures
provided for in FAO financial regulations, rules and directives and in keeping with
the Financial Procedures Agreement between the GEF Trustee and FAO.

The audit regime at FAO consists of an external audit provided by the Auditor-
General (or person exercising an equivalent function) of a member nation
appointed by the Governing Bodies of the Organization and reporting directly to
them, and an internal audit function headed by the FAO Inspector-General who
reports directly to the Director-General. This function operates as an integral part
of the Organization under policies established by senior management, and
furthermore has a reporting line to the governing bodies. Both functions are
required under the Basic Texts of FAO which establish a framework for the terms
of reference of each. Internal audits of accounts, records, bank reconciliation and
asset verification take place at FAO field and liaison offices on a cyclical basis.

Procurement

Careful procurement planning is necessary for securing goods, services and works in
a timely manner, on a “Best Value for Money” basis, and in accordance with the Rules
and Regulations of FAO. It requires analysis of needs and constraints, including
forecast of the reasonable timeframe required to execute the procurement process.
Procurement and delivery of inputs in technical cooperation projects follow FAQ’s rules
and regulations for the procurement of supplies, equipment and services.

As per the guidance in FAQO’s Project Cycle Guide, the BH will draw up an annual
procurement plan for major items which will be the basis of requests for procurement
actions during implementation. The plan will include a description of the goods, works,
or services to be procured, estimated budget and source of funding, schedule of
procurement activities and proposed method of procurement. In situations where exact
information is not yet available, the procurement plan should at least contain
reasonable projections that will be corrected as information becomes available.
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Appendix 1: Results Framework

APPENDIX-1 RESULTS FRAMEWORK
Indicators Baseline End of Project Target Source/Means of Risks and Assumptions
verification
COMPONENT 1: STRENGTHENING POLICY, INSTITUTIONAL AND REGULATORY FRAMEWORKS FOR BIOSAFETY
Outcome 1.1: Number of Gaps still remain in At least 5 implementation examples Government notifications | Risks
Enhanced implementation existing regulatory with enhanced framework of regarding Biosafety Act, Delay in approval or rejection of
capacity to examples and institutional evaluation, management and regulations and other legal documents by the
develop, (evaluation, frameworks to monitoring of LMOs; national documents; Parliament;
implement and management and implement the Lack of active invol f
coordinate monitoring of LMOS) National Biosafety At least 3 laws enforced by the Implementation records; S8 BT TS (TVDIVEMENT @
biosafety in the National Framework (NBF); enhanced mechanism (including Act, conpe_rned ministries and
legislations and Biosafety Framework Master plan, support regulations); Policy assessment deC|S|9n makers fqr the
regulations that is in compliance Capacity for sound report; estgbllshment of plosafety
with the CPB; decision-making policy framework;
processes and law Capacity development Assumption
Number of laws enforcement limited; survey of committee Government strengthened
enforced by the members (e.g. before/ capacity for the inter-ministerial
enhanced high-level after training survey, coordination as well as policy
inter-ministerial Knowledge-Attitude- implementation under the
coordination Practice (KAP) survey, regulatory framework;
mechanism; Most Significant Change o
(MSC) survey); Presence of an institutional
framework with concerned
ministries to implement
biosafety policy with smooth
coordination;
OQutput 1.1.1: Number of Awareness and At least 4 workshops with about 20 Workshop outcome Risks
National workshops for training are required | decision-makers to ensure the documents; Delay in receiving approval
Biosafety Act enactment process; for the sound enactment (at least 30% women) by from the Parliament or rejection;
enacted decision-making year 1, Biosafety Act of Sri . .
Number of Biosafety process and law Lanka enacted, published Cf_‘a’_‘_ges in the_ national
Act enacted by the enforcement; 1 Biosafety Act enacted and printed by | and priorities result.lng from change
established decision- 2" Quarter of Year 2; uploaded on national in government;
making process; Biosafety Act drafted BCH; Assumptions
but not enacted, Smooth decision-making
process established for the
earliest enactment;
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Output 1.1.2:
National
Biosafety Master

Number of
stakeholder
consultative

Recommendation for
setting up a National
Biosafety Master

At least 2 consultation meetings to
elaborate Master Plan;

Assessment report of
consultative meeting;

Risks
Delay in decision-making
process for endorsement;

Plan (Strategy & meetings; Plan was given in 1 National Biosafety Master Plan National Biosafety Master .

Action Plan) National Biosafety endorsed; Plan endorsed by the Lack of priority as the thrust

elaborated and Number of legal Framework, 2005 Government of Sri Lanka | &7€@ Of. the concerned

endorsed documents prepared | and National Policy and published mInIStI?IES./ departments/
through the on Biosafety but agencies,

stakeholder does not exist Uploaded on the national | Assumptions

consultation as per BCH Active involvement of all

recommendation in concerned in consultation

the National process as scheduled;

Biosafety Framework o )

(.e. Master Plan); Smooth demspn-makmg
process established with key
decision makers for the earliest
enactment;

Output 1.1.3: Number of The draft Biosafety At least 20 related regulations reviewed | Gazette Notification on Risks
Relevant regulations reviewed | Actis yetto be and 1 set of biosafety regulations Biosafety regulations Delay in receiving feedback
regulations and set of regulations | approved by the endorsed by ministry to support the from respondents for review;

reviewed, drafted
and endorsed

available to support
Biosafety Act and
Master Plan

Parliament;

Several existing laws
have relevant
clauses;

Biosafety Act;

Delay in decision-making
process for adoption or
rejection;

Regulatory regime cannot be
easily adopted because of
resistance from interest groups;

Assumptions

Gaps and support options
identified properly through the
review process;

Clear administrative guidance
for drafting support policy
available;

Smooth coordination including
several interest groups ensured
for the adoption of related
regulations;
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Outcome 1.2:
Administrative
systems for
making biosafety
fully functional

Number of
implementation
examples using fully
functional
administrative system

Administrative and
operational
procedures, which
are consistent with
the requirements of
CPB do not exist;

At least 5 implementation examples
using a fully functional administrative
procedure mechanism as per
provisions of the draft Biosafety Act;

Implementation records;

Guidelines and manuals;

Risks

Procedures for the handling of
requests are not clear, roles are
not defined and do not cover all
issues;

Lack of trained personnel for
the handling of applications;

Assumptions
Experts familiar with

international best practices to
be engaged;

Dedicated personnel available,
and familiar with CPB
requirements as well as
approach to develop
administrative mechanism;

Output 1.2.1:
Administrative
and operational
procedures for
biosafety
reviewed and
updated

Number of improved
administrative and
operational
procedures in
consistent with the
requirements of CPB

Number of committee
meetings;

The Food (Control of
Import, Labelling and
sale of GM foods)
Regulations, 2006
are functional
existing biosafety
regulations;

Mechanism for
handling applications
related to
GMOs/LMOs
mentioned in the
draft Biosafety Act;

Terms of Reference
for various
committees and
rules for appointment
of members/experts
needs to be defined;

Committee is
required for

1 mechanism for biosafety
administrative and operational
procedures agreed by the committee
(including roles and responsibilities of
various committees/departments,
nomination of experts, gender aspects
etc.);

At least 4 committee meetings
organized to develop manual;

Manual on administrative
and operational
procedures published,;

Minutes of meetings of
the expert
committee/working

group;

Terms of Reference for
various committees;

Risks

Delay in receiving feedback
from respondents for review
process;

Overlapping mandates and
roles among key ministries;

Lack of capacity in
understanding biosafety issues
and international requirements;

Assumptions
Project partners actively
involved in the process;

Roles are properly defined;

Biosafety Act, laws and
regulations provided clear
framework/pathway for
administrative procedures;

Nodal officers are trained in
biosafety issues;
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administer biosafety
management system
within the national
regulatory
requirements;

Output 1.2.2:
Guidelines
developed to
support the tasks
of National
Competent
Authority (NCA)
and Sectoral
Competent
Authorities
(SCAs)

Number of guidelines
for handling
applications and
formats for
application &
communicating
decisions in place

At present, there is
no guidelines
available;

Only some draft
formats for
application available;

1 comprehensive guideline available for
handling applications related to
GMOs/LMOs and products

Guideline for handling
applications related to
GMOs/LMOs and
products;

Application formats;

Risks

Guidelines cannot be finalised
because of the lack of active
inputs by the project partners;

Institutional arrangements not
permanent;

Trained and designated
personnel replaced with new
personnel in NCS/SCAs;

Assumptions

Guidelines are used to support
tasks of NCA and SCAs;

Experts familiar with
implementing biosafety
framework with NCA and SCAs
are engaged,;

Designated personnel identified
and remains the same;

Output 1.2.3 Staff
of NCA, SCAs
and related
organizations
trained

Number of members
of regulatory
committees and
operational staff
trained in
administrative and
operational
procedures

A National
Coordination
Committee on
Biosafety (NCCB) is
in place;

Sectoral Competent
Authorities (SCASs)
are formed on case
by case basis;

Committees on
various aspect of
biotechnology are in
place

At least 40 committee members and
operational staff trained with certificate
(at least 30% women);

Certificate of training
Proceedings of training
workshops

Risks
Insufficient number of trainers in
various biosafety aspects;

Participants for trainings are not
appropriately selected;

Assumptions
International and national

consultants deployed properly;

Individuals identified for
trainings are responsible for
handling biosafety related
issues/applications
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Outcome 1.3:
National

Biosafety
Clearing House
(BCH) operational

Number of visitors
accessing to BCH;

Satisfaction with level
of information and
knowledge available
in the national BCH;

There is a national
BCH established but
not operational due
to the lack of
capacity to collect,
process and manage
the information
required to run it;

At least 500 individual accesses to the
BCH;

At least 70% of satisfaction rate
received from multiple stakeholders;

Access record to the
national BCH;

Assessment report
including questionnaire
and survey of user
feedback;

Risks

Lack of capacity of the nodal
ministry of Cartagena Protocol
on Biosafety for the national
BCH operation;

Assumptions
Active involvement and role

definition of nodal ministry
during the project;

Ministry has information for
collection and proper IT
infrastructure for BCH;

Output 1.3.1: An
enhanced
website
established

Number of national
biosafety web-based
information
infrastructure linked
to the central portal of
CBD that included a
roster of biosafety
experts in the country
and has database of
globally approved
LMOs;

There is no
dedicated website
operational on
biosafety in the
country;

Information related
to biosafety is not
available on web
sites of the
concerned
ministries;

1 national biosafety website available
with sufficient contents;

1 roster of experts by concerned
agencies;

1 online database of globally approved
LMOs especially countries with whom
Sri Lanka has trade ties (regular
updating of the database);

National website in place
and operational with up-
to-date information linked
to BCH,;

Roster of experts in place
and uploaded on BCH;

Risks

Lack of qualified technical
personnel and required IT
infrastructure;

Delay in collection of
information;

Appropriate experts not
selected for Roster;

Assumptions
Careful analysis on technical

and information requirements
for the website carried out;

Information identified to be
shared and make it easily
accessible for public to promote
transparency and accountability
of decision-making process;
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Output 1.3.2: The
BCH focal point
trained to collect

Number of trainings
for BCH organized;

The BCH focal point
is not familiar with
the process;

At least 20 individuals from BCH focal
point, associate staff in NCA and nodal
officers in SCAs and other scientific

Procedural Manual for
collecting, uploading and
managing information;

Risks
Staff attrition and change in
personnel;

and manage Number of individuals agencies trained and made capable to I . ’
information trained; No manual available; | collect and upload information (at least | BCH focal point and Availability of qualified staff;
30% women) ; associate staff trained; .
Availability of manual; Ass_ump_tlo_ns_ -
4 training sessions for at least 10 IT Apprp_prlate |nd|_v|_duals -
staff for the management of IT |dent|_f|ed for trainings/ Training
infrastructure including website, roster of trainers;
and database (at least 30% women); Proper working documents
made available;
1 procedural manual ready to use for
collecting, uploading and managing
information on the national BCH;
Output 1.3.3: Number of training No information At least 3 training modules for Training modules for Risk
Stakeholders modules; available regarding accessing information on the national different stakeholders; Knowledge and interest of
trained to access the number of BCH for the different stakeholders viz., target stakeholders about the
and share Number of training trained personnel scientists, regulators, customs and Certificate of training; subject varied widely;
information organized,; plant quarantine officials;

through BCH

Number of individuals
trained;

Organize 4 training workshops with at
least 30 participants for each module
(in total about 120 individuals, at least
30% women);

Proceedings of training
workshop;

Assumptions
Proper working document to be

prepared for the target
stakeholder groups categorized
for each training module;

Train the trainer's approach;

COMPONENT 2: E

NHANCING SYSTEM FOR RISK ASSESSMENT (RA), RISK MANAGEMENT (RM), AND

RISK COMMUNICATION (RC)

Outcome 2.1: National institutions streng

thened for RA, RM and

RC including monitoring and enforcem

ent

Outcome 2.1:
National
institutions
strengthened for
RA, RM and RC
including
monitoring and
enforcement

Number of agencies
that have
institutionalised
training on RA, RM
and RC;

Number of focal
points for RA, RM
and RC in each
institution identified;

The capacity of
national institutions
is limited to enable
formulation and
implementation of
integrated and
coherent biosafety
regulatory
mechanisms;

All members, bodies and relevant
agencies received institutionalized
training and they are capable to work
with the RA, RM and RC framework;

At least 3 focal points identified for
institutional RA, RM and RC;

1 institutional mechanism in place to
deal with biosafety issues in the
country;

Training outcome report;

Capacity development
survey of focal points
(e.g. before/ after training
survey with annual
review, Knowledge-
Attitude-Practice (KAP)
survey);

Risks

Lack of consensus for
procedures/guidelines for RA,
RM and RC among institutions;

Lack of trained personals in
each institution involved on how
to perform RA and how to go
about RM;

Assumptions
ToR of each institution

available;
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Institutionalized training
approach provided;

Training program and
guidelines developed based on
both national and international
experience;

Output 2.1.1:
Methodologies for
RA, RM and RC
reviewed, refined
and updated

Number of guidelines
for contained use and
Risk Analysis
Framework
developed;

Guidelines for the
safe use of
Recombinant DNA
technology in
contained conditions
available but not
mandated;

Brief guidance
document "Risk
Assessment of
GMO/FFPs — A
Practical Guide"
prepared but yet to
be adopted by
regulatory agencies;

At least 1 comprehensive guideline
available for GMOs/LMOs in contained
conditions including green house, net
house etc.;

At least 1 Risk Analysis Framework
covering approach to RA, RM and RC
available;

Updated guidelines for
the use of GMOs/LMOs
under contained
conditions in place and
notified;

Risk Analysis Framework
in place and accepted by
regulatory authorities;

Risks

National experience in various
cases of RA, RM and RC not
available;

Assumptions
International expertise for risk

infrastructure gathered;

Output 2.1.2:
Technical
guidelines and
manuals on RA
and RM
developed

Number of technical
guidelines in place
covering various
aspects of RARM

No existing
guidelines or
manuals

5 guidelines available to regulate
activities involving GMOs/LMOs for
RARM:

1. Guidelines for Institutional Biosafety
Committees

2. Guidelines for risk assessment of
GM food and feed

3. Guidelines for environmental risk
assessment of GE plants

4. Guidelines for conduct of confined
field trials of regulated GE plants/crops
5. Guidelines for testing and release of
GE insects such as mosquitoes

Guidelines for IBSCs,
food and feed safety,
environmental risk
assessment, confined
field trials and GE
mosquitoes are in place
and accepted by
regulatory authorities

Risks

National experience of
formulating guidelines not
available;

Delays in receiving inputs;

Assumptions
Guidelines and manuals

developed with international
expertise and knowledge, and
revised along with the country
requirement;

All concerned stakeholders
participate for review;
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Output 2.1.3:
Decision-making
tools prepared for
RA, RM and RC

Number of decision-
making tools for RA,
RM and RC

No existing decision-
making tools
available

At least 1 decision-making tool kit
available for regulatory agencies with
required formats for each RA, RM and
RC;

Formats for decision-

making to be used by
regulatory committees
are in place

Risks

Consensus about decision-
making process of RA, RM and
RC and role of participating
institutions not made among
institutions;

Assumptions
Decision-making process

defined officially and/or legally;

Output 2.1.4:
Training strategy
for RA, RM and
RC developed

Number of training
strategy/ manuals for
RA, RM and RC in
place

No training strategy
available for RA, RM
and RC

At least, 1 training needs assessment
survey to be conducted,;

At least 2 training manuals for RA and
RM;

1 RC strategy developed;

Training needs
assessment report;

Training manual for RA
and RM;

RC Strategy;

Risks

Lack of experience in identifying
critical areas to be covered by
the training;

Assumptions
International knowledge and

experience also considered,;

Output 2.1.5:
Staff of relevant
institutions
trained on RA,
RM and RC

Number of individuals
trained;

Number of staff
designated for risk
infrastructure in each
institution identified;

Training programs
were conducted in
2006, 2008, 2009 on
RA at the university
level;

No trainings have
been specifically
been conducted for
in the area of RM
and RC

At least 100 individuals (at least 30%
women) trained including the members
of NCCB, SCAs and other potential
members/experts in RA (food and feed
safety and ERA), with at least 15
trainings for the members of IBSCs and
on confined field trials of GE plants
(conduct and monitoring);

Trained officials from
relevant institutions;

Certificate of training;

List of designated staff;

Risks
Quality of training and timelines
of delivery are unsatisfactory;

Staff attrition and change in
personnel;

Resource person is not
appropriate;

Assumptions

Training material to be jointly
developed with national and
international expertise

Training program designed for
institutional nominees at
different levels;

Appropriate individuals are
identified for trainings;

80




Output 2.1.6:
National and
regional
institutional
networks
strengthened to
implement
National
Biosafety System

Number of
international
conference organized

The National
Biosafety Framework
is in place but not
fully functional,

1 international harmonization
conference organized to harmonize
national guidelines, manuals,
application formats and procedures
with those followed by other countries
in the region especially those of
SAARC countries;

National and regional network
established for scaling-up;

Report of the regional
conference/workshop;

Feed-back survey on the
level of satisfaction for
the outcomes;

National guidelines,
manuals, application
formats in place;

Risks
Poor inter-agency coordination
at regional and national level;

Assumptions
Strong government leadership

available for the harmonization
process at international/
regional levels;

COMPONENT 3: D
STRENGTHENING

EVELOPING TECHNICAL CAPACITY FOR DETECTION AND IDENTIFICATION OF LIVING MODIFIED ORGANISMS (LMOS) AND
BIOSAFETY-RELATED INFRASTRUCTURE

Outcome 3.1:
Improved
capacity for
detection and
identification of
LMOs

Number of detection
and identification
processes of LMOs
within a certain time
period;

Number of
designated staff;

Capacities in LMO
detection and the
requirements for the
accreditation of
laboratories not met
for implementation;

At least, 70% of trained staff capable to
detect and identify LMOs using
upgraded instruments and guidelines
developed;

At least 20 detection and identification
cases processed using improved
facilities at the end of the project;

At least 3 designated staff in each
institution identified;

Technical report on the
process records;

An efficient LMO
detection network of
laboratories is
established;

Key instruments are in
place in identified
laboratories;

Scientists are trained in
detection and
identification of LMOs;

Concerned personnel are
trained in inspection and
monitoring of LMOs;

Risks

Lack of mandate and active
involvement of laboratories or
enforcement agencies to
improve the capacity;

Staff attrition and change in
personnel;

Assumptions
Legal backing available for the

cooperation with identified
laboratories and enforcement
agencies but also capacity
development;
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Output 3.1.1:
Testing needs
and capacities for
LMO detection
assessed and key
public
laboratories
identified for up-
grading and
accreditation

Number of
assessment report
completed;

Number of
laboratories and
facilities identified;

Industrial
Technology Institute
(ITl) and a private
lab, Genetech are
carrying out limited
work in LMO
detection. National
Plant Quarantine
Station at Colombo
has a mandate to do
LMO detection and
has basic lab
facilities and
manpower;

University of
Peradeniya has
conducted trainings
on detection
methodology in
2006;

1 stocktaking assessment report ready
for capacity needs, testing
requirements, facilities, infrastructure,
human resources and level of expertise
required for LMO detection to be
carried out for Sri Lanka;

At least 3 public laboratories and 3
facilities for contained testing identified;

1 Operation and Maintenance
mechanism including specifications and
outline of manuals;

Stocktaking assessment
report

Technical document for
operation and
maintenance of
laboratories;

Risks

Delay in completion of the
specified assessment/survey
within the given timeframe;

Lack of clarity and coordination
between different agencies to
enable them to carry out their
responsibilities;

Assumptions
Roles and responsibilities of

identified laboratories defined
and agreed with criteria;

Incentives available;
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Output 3.1.2:
Inspection plan
prepared and
inspectors trained

Number of inspection
plans/guidelines
prepared;

Number of staff of
enforcement
agencies trained

Number of
workshops/training
modules provided;

Food inspectors,
seed inspectors,
custom officials and
plant quarantine
officials are
mandated to carry
out inspection in the
Act;

At least 1 Inspection Plan including
several common examples of
inspection prepared;

At least 2 guidelines/ procedures
developed for inspection and
monitoring of GMOs/LMOs for use by
members of NCA, customs, food
inspectors, plant quarantine officers
and seed inspectors;

At least 2 Training modules for
inspection and monitoring developed;

About 10 training workshops to be
conducted for food/ feed inspectors,
seed inspectors and plant quarantine
officials and also the customs officials;

At least 50 staff trained for inspection
and monitoring of GMOs/LMOs in place
(at least 30% women);

10 individuals of food/feed and seed
inspectors and plant quarantine trained
through participation in international
events (at least 30% women);

Inspection Plan/
Guidelines and
procedures for inspection
and monitoring of
GMOs/LMOs;

Training modules,
certificate of training;

Risks
Resource person developing
inspection plan not appropriate;

Quality of training material and
timelines of delivery is
inappropriate;

Assumptions
Review functioning system in

other countries;

Inspection plan jointly
developed with national and
international expertise;

Close cooperation from
enforcement agencies;

Output 3.1.3:

Personnel trained
on LMO detection
and identification

Number of individuals
trained;

Number of training
modules developed;

Identified
laboratories have
staff familiar with
technical
requirements for
LMO detection.

30 scientists and technical staff trained
in detection labs in 3 workshops (at
least 30% women);

5 individuals conducted onsite training
in labs functioning in other countries;

2 Training modules for LMO detection
and identification prepared;

Training modules;

Certificate of training;

Risks

Quiality of training material and
timelines of delivery is
inappropriate;

Appropriate individuals not
selected for trainings;

Assumptions
Workshop program and

international laboratory visit
program developed with
national and international
expertise;
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Outcome 3.2:
Laboratories fully
operational with
the necessary
infrastructures to
carry out risk
assessment, and
detection of
LMOs, which
allow Sri Lanka to
meet its
obligations under
the CPB

Number of identified
laboratories
operational with
international
standard;

Number of facilities
for contained testing
operational;

Annual budget
allocated for
operation and
maintenance of

The accreditation of
laboratories and
strengthening
capacities of
selected public
sector laboratories
are required;

2 public laboratories with improved
infrastructure and facilities for LMO
detection as per international norms
and serve as central LMO research and
detection lab;

1 upgraded analytical laboratory
functional for compositional and
nutritional analysis with state-of the-art
analytical services equipment;

These laboratories are showcased as
technically viable examples;

Institutions are
strengthened with
improved infrastructure
and equipment.

Outcome summary
report;

Annual financial report;

Record of accredited
|aboratories;

Risks

Lack of capacity to use
upgraded laboratory
instruments;

Lack of capacity to maintain the
accredited laboratories;

Assumptions
Detailed system demonstration

with sufficient trial operations
carried out;

Operation and maintenance

laboratories; Efficient accreditation process in place; _mechanlsm of Iabora_tory
instruments ensured;
Output 3.2.1: Number of Some laboratories At least 3 public laboratories and 3 An efficient LMO Risks

Key government
laboratories
identified,
established,
strengthened and
appropriately
equipped for risk
management and
detection of
LMOs

laboratories and
facilities assessed;

Number of identified
laboratories and
facilities for contained
testing equipped;

underwent LMO
detection with limited
work;

Training programme
in GM detection by
ICGEB available in
University of
Peradeniya in
association with
Genetech;

facilities for contained testing identified
in the stocktaking assessment survey
with laboratory equipment, chemicals
and reagents, manpower and improve
infrastructure and facility with
guidelines;

The 3 laboratories and 3 facilities are
equipped for LMO detection and
management as per assessment;

In total 3 Operation and Maintenance
manuals for identified laboratories
prepared with international standards;

detection institutional
network is established;

Guidelines for sampling
methodologies of LMO
detection;

Technical report on
equipped laboratories
and facilities;

Operation and
Maintenance Manuals;

Delay in procurement and
installation of key instruments;

Assumptions
Specifications and required

service for the laboratory
instruments available prior to
procurement process;
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Output 3.2.2:
Laboratories
accredited by
SLAB for risk
assessment,
LMO detection
and identification
based on ISO
and ISTA
standards

Number of
laboratories
accredited

SLAB is a member
of the mutual
recognition
arrangement (MRA)
and in the process of
seeking membership
of the international
accreditation forum
(IAF). These have
established ISO
standards for GMO
detection in addition
to ISO 17025

At least 2 laboratories accredited as
per SLAB/ISO standards;

1 Accreditation process clarified and
streamlined for replication;

At least 2 staff of the accreditation body
trained internationally;

Laboratories accredited;

Certificated of accredited
body trained;

Risks

SLAB not familiar with
accreditation standards for
GMO detection

Accreditation failed;

Assumptions
Training of SLAB personnel,

guidelines, SOPs etc. in place
with detection labs

Accreditation conditions and
procedure ensured, and training
provided accordingly;

COMPONENT 4: K

NOWLEDGE DEVELOPMENT, PUBLIC AWAR

ENESS, EDUCATION AND PARTICIPATI

ON

Outcome 4.1:
Enhanced
awareness,
education and
public
participation in
decision-making
on biosafety

Number of
awareness raising
events/campaigns
with positive
feedback from
various stakeholders
across the country;

Annual budget
allocated for
continuous actions
for biosafety in the
country;

Awareness of
biosafety needs to
be further enhanced
to broader
stakeholders
strategically;

Over 20 events/campaigns organized
with At least 70% of activities received
positive feedback from participants;

Outreach material (both
print and electronic);

Proceedings of
awareness programmes;

Post graduates trained in
biosafety;

Knowledge assessment
report including statistics
and questionnaires of
events;

Annual financial reports;

Risks
Quiality of events insufficient;

Different category of audience
and related needs are not
identified correctly;

Assumptions
Awareness events conducted

along with the needs of target
stakeholder groups;

Communication strategy
applied properly;

Replication mechanism in place
to continue awareness raising
after the project including
potential funding support for the
capacity building of
biotechnology professionals;
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Output 4.1.1:
Public awareness
and participation
strategy
developed

Number of framework
for public
participation and
database of
stakeholders in place;

Public awareness
workshops have
been held
previously.

1 strategy developed for facilitating
public participation and mechanism for
public consultation;

1 database of concerned stakeholders
for public consultation maintained;

Strategy document;

Database of relevant
stakeholders available;

Risks

Lack of lessons-learned to
identify critical areas of public
participation and awareness;

Strategy is planned in isolation
and does not respond to the
public needs

Assumptions
Lessons learned collected from

the past experiences in the
country as well as other
countries, and strategy
developed jointly with national
and international expertise;

Strategy prepared in
consultation with relevant
stakeholders to continue
awareness raising after the
project as a long term
communication activity;

Output 4.1.2:
Targeted
awareness-
raising activities
implemented

Number of targeted
activities
accomplished;

Awareness raising
programmes were
conducted during the
National Biosafety
Framework in 2006.
Since then only a
few activities have
been organised by
the research
institutions

1 E-learning tool developed on
guidelines/procedures for biosafety
regulations;

Primers/brochures/booklets/FAQs/cale
ndars, glossary of terms and other
outreach material developed in local
languages and 2000 copies
disseminated;

1 audio visual educational material on
awareness of biotechnology and
biosafety issues for all stakeholders;

20 awareness workshops on biosafety
for relevant stakeholders conducted (at
least 30% women);

E-learning tools
available;

Outreach material viz.,
primers, brochures,
FAQs, etc.;

Audio visual educational
material available;

Awareness workshop
material and reports;

Risks

Population that can be reached
could be limited due to time or
funds constraints;

Different category of audience
and related needs are not
identified correctly;

Assumptions
Strong government and

public/private sector support
and coordination for increasing
public awareness;

Needs assessment results
available for each target
stakeholder group;
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Output 4.1.3:
Curriculum,
syllabus and
course materials
prepared for post-
graduate course
for biosafety, and
the gaps in
primary (Ordinary
Level), secondary
and university
level education
for biosafety filled

Number of training
courses developed;

The Postgraduate
Institute of
Agriculture (PGIA),
University of
Peradeniya,
conducts the
postgraduate course
on Biosafety and
now intends to start
a postgraduate
Diploma course on
Biosafety

1 Modules/course material prepared for
higher levels of education incorporation
in syllabus of O and A level;

Annual budget allocated for the new
course;

Modules/course material
is available

Risks
The involvement of partner
institutions is limited,;

Assumptions
Incentive mechanism available;

ToR prepared;

through

improvement of

curricula.

Output 4.1.4: Number of issues of No dedicated 8 issues of Biosafety Newsletter will be | Newsletter are circulated | Risks

Information the biosafety mechanism for circulated (six monthly); quarterly all over the The quality of information
materials newsletter; biosafety information country. materials insufficient;

developed and
disseminated
through various
media

Number of webpages
with information
sources;

1 website have copies of all material;

Website with complete
information resources

Assumptions
The contents of information

materials selected carefully to
meet the needs of target
readers;

Output 4.1.5 and Output 4.1.6 are activities related to the Monitoring & Evaluation of the project.
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Appendix-2 Work Plan and Timetable

Component/Outcome/Output

Year 2

Year 3

Year 4

QL[Q2]Q3[ Q4

Q1[Q2]Q3[ Q4

Q1[Q2[Q3[ Q3

COMPONENT 1: STRENGTHENING POLICY, INSTITUTIONAL AND REGULATORY FRAMEWORKS FOR BIOSAFETY

Outcome 1.1: Enhanced capacity to develop, implement and coordinate biosafety legislations and regulations

Output 1.1.1: National Biosafety Act enacted

Proposed activities:

Provide briefing /conduct training/awareness workshops to
legal authorities, government authorities, members of
Parliament etc. during the process towards enactment of the
draft Biosafety Act

Seek inputs from stakeholders to ensure the compatibility of
the draft Biosafety Act with the relevant national regulations,
policies and procedures

Output 1.1.2: National Biosafety Master Plan (Strategy & Action Plan) elaborated and endorsed

Proposed activities:

Constitution of a working group from relevant ministries,
departments, scientific agencies, experts and other
stakeholders

Support through international consultant on key elements of
action plan based on international experience

Preparation of draft biosafety master plan as a policy paper in
conformity with the national requirements and international
obligations

Stakeholder consultative meetings with the policy makers,
regulators, enforcement officials , research scientists,
industry etc.

Placing on the website for public consultation

Finalization of the plan, printing and circulation
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Output 1.1.3: Relevant regulations reviewed, drafted and endorsed

Proposed activities:

Constitution of a working group comprising technical and legal
experts, representatives of concerned ministries/departments
etc.

Preparation of draft biosafety regulations with support from
national consultant

Consultations with stakeholders including members of
regulatory committees

Endorsement of regulations by the ministry for further
promulgation

Publication and distribution of Biosafety Act and biosafety
regulations

Country wide sensitization/awareness workshops on the
biosafety regulatory regime for relevant stakeholders such as
scientist, exporters, industry etc.

Outcome 1.2: Administrative systems for making biosafety fully functional

Output 1.2.1: Administrative and operational procedures for biosafety reviewed and updated

Proposed activities:

Constitution of a committee for drafting the administrative and
operational procedures for biosafety management in Sri
Lanka

Review of the functional biosafety administrative systems
being followed by other countries through International
consultant

Define terms of reference for various committees and rules for
appointment of members/experts

Establish system of setting up committees for administering
biosafety management system within the national regulatory
requirements
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Preparation of manual on biosafety administrative and
operational procedures covering roles and responsibilities of
various committees/departments, nomination of experts etc.
with assistance from international and/or regional experts

Publication of the manual on procedures for implementing
draft biosafety act and regulations in relevant government
agencies

Output 1.2.2: Guidelines developed to support the tasks of National Competent Authority (NCA) and Sectoral Competent Authorities
(SCAs)

Proposed activities:

Preparation of guidelines for handling applications related to
GMOs/LMOs and products

Preparation of formats for application and communicating
decisions

Output 1.2.3 Staff of NCA, SCAs and related organizations trained

Proposed activities:

Training workshops (2 for 3 days each) on the administrative
processing and decision-making using case
studies/applications by international experts

Outcome 1.3: National Biosafety Clearing House (BCH) operational

Output 1.3.1: An enhanced website established

Proposed activities:

To establish a dedicated national biosafety website with
assistance from IT and technical consultant

To have system in place for collecting, uploading and storing
information
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Timely uploading biosafety information and depositing
regulatory decisions on LMOs in the national BCH and the
central portal of SCBD (CBD website) through identification of
roles and responsibilities

Preparation of roster of experts in association with agencies
such as NSF, CARP.

To develop an online database of globally approved LMOs
especially countries with whom Sri Lanka has trade ties
(regular update of the database)

Output 1.3.2:The BCH focal point trained to collect and manage information

Proposed activities:

Training of BCH focal point, associate staff in NCA and nodal
officers in SCAs and other scientific agencies in collecting and
uploading information.

Training for IT staff for the management of IT infrastructure
(website, roster, online database)

Preparation of procedural manual for collecting, uploading and
managing information on the national BCH

Participation in BCH training workshops conducted by the
CBD Secretariat

Output 1.3.3: Stakeholders trained to access and share information through BCH

Proposed activities:

Preparation of training modules for accessing information on
BCH for the scientists and regulators

Preparation of training modules for accessing information on
BCH for the enforcement officials via customs and plant
guarantine officials
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Organize series of training workshops for efficiently accessing
information from the BCH for the officials involved in the
regulatory system, concerned stakeholders from different
ministries/departments, research scientists, enforcement
officials i.e., customs and plant quarantine officials

COMPONENT 2: ENHANCING SYSTEM FOR RISK ASSESSMENT (RA), RISK MANAGEMENT (RM), AND RISK COMMUNICATION (RC)

Outcome 2.1: National institutions strengthened for RA, RM and RC including monitoring and enforcement

Output 2.1.1: Methodologies for RA, RM and RC reviewed, refined and updated

Proposed activities:

Review existing guidelines and methodologies being used !

Update of the guidelines for the safe use of rDNA technology
in the contained use including green house, net house etc.

Preparation of a risk analysis framework covering approach to
RA, RM and RC through international consultants

Output 2.1.2: Technical guidelines and manuals on RA and RM developed

Proposed activities:

Preparation of guidelines for Institutional Biosafety
Committees through constitution of expert committees lead by
relevant scientific agencies and assistance from
international/regional consultants

Preparation of guidelines for risk assessment of GM food and
feed through constitution of expert committees lead by
relevant scientific agencies and assistance from
international/regional consultants taking in account the
international consensus documents

Preparation of guidelines for environmental risk assessment
of GE plants including for low level presence through
constitution of expert committees lead by relevant scientific
agencies and assistance from international/regional
consultants
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Preparation of guidelines for conduct of confined field trials of
regulated GE plants/crops through constitution of expert
committees lead by relevant scientific agencies and
assistance from international/regional consultants

Preparation of guidelines for testing and release of GE insects
such as mosquitoes through constitution of expert
committees lead by relevant scientific agencies and
assistance from international/regional consultants

Output 2.1.3: Decision-making tools prepared for RA, RM and RC

Proposed activities:

Formats for risk assessment summaries, conditions to be
stipulated for risk management and risk communication to be
drafted and for use by the Sectoral competent authorities

Preparation of formats for decision-making for the national
coordination committee on biosafety

Output 2.1.4: Training strategy for RA, RM and RC developed

Proposed activities:

Assessment of training needs, identification of potential
participants and planning of training programs

Preparation of training manual for risk assessment and risk
management with assistance from international and/or
regional experts

Preparation of risk communication strategy with assistance
from international and/or regional experts

Output 2.1.5: Staff of relevant institutions trained on RA, RM and RC

Proposed activities:

Training of members of NCCB, SCAs and other potential
members/experts in RA

Training of members of IBSCs
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Training on confined field trails of GE plants (conduct and
monitoring)

Participation of the members/experts responsible for RA and
RM in international conferences/workshops/training programs

Output 2.1.6: National and regional institutional networks strengthened to implement National Biosafety System

Proposed activities:

Review the guidelines, manuals, application formats and
procedures followed within SAARC countries during the
formulation of various documents

Invite regulators and scientists from SAARC countries as
resource person for training activities

Consultation with NCAs in SAARC countries to identify areas
for cooperation and mechanisms and formats for information
exchange.

Hosting of the regional harmonization initiatives/activities such
as conferences/workshops

COMPONENT 3: DEVELOPING TECHNICAL CAPACITY FOR DETECTION AND IDENTIFICATION OF LIVING MODIFIED ORGANISMS
(LMOs) AND STRENGTHENING BIOSAFETY-RELATED INFRASTRUCTURE

Outcome 3.1: Improved capacity for detection and identification of LMOs

Output 3.1.1: Testing needs and capacities for LMO detection assessed and key public laboratories identified for up-grading and
accreditation

Proposed activities:

Assessment of capacity needs by an international expert
taking stock of testing requirements, facilities, infrastructure,
human resources and level of expertise required for LMO
detection

Identifying specific requirements for strengthening each
participating laboratory in line with requirements for
accreditation as per international norms

Output 3.1.2: Inspection plan prepared and inspectors trained
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Proposed activities:

Develop guidelines and procedures for inspection and
monitoring of GMOs/LMOs by members of NCA, customs,
food inspection, plant quarantine officers and seed inspectors
with support from international consultant

Preparation of training modules for inspection and monitoring

Training workshops for food/ feed inspectors, seed inspectors
and plant quarantine officials

Trainings for the customs officials with support from
International consultants using train the trainer approach

Output 3.1.3: Personnel trained on LMO detection and identification

Proposed activities:

Preparation of training modules for LMO detection and
identification

Trainings of scientists and technical staff of identified
laboratories for LMO detection

Participation in the international workshops for LMO detection

Outcome 3.2: Laboratories fully operational with the necessary infrastructures to carry out risk assessment, and detection of LMOs,
which allow Sri Lanka to meet its obligations under the CPB

Output 3.2.1: Key government laboratories identified, established, strengthened and appropriately equipped for risk management and
detection of LMOs

Proposed activities:

Supply of laboratory equipment, chemicals and reagents,
manpower and improve infrastructure and facility

Development of sampling methodologies, laboratory protocols
and manuals for harmonised procedures for LMO detection
by all labs

Output 3.2.2: Laboratories accredited by SLAB for risk assessment, LMO detection and identification based on ISO and ISTA standards

Proposed activities:
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Program for training of staff of the accreditation body i.e.
SLAB by participation in international workshops/information
exchange with other accreditation bodies

Accreditation of laboratories as per SLAB/ISO standards

COMPONENT 4: KNOWLEDGE DEVELOPMENT, PUBLIC AWARENESS, EDUCATION AND PARTICIPATION

Outcome 4.1:Enhanced awareness, education and public participation in decision-making on biosafety

Output 4.1.1: Public awareness and participation strategy developed

Proposed activities:

Develop a strategy for facilitating public participation -

Develop a mechanism for public consultation through website
and other processes

Maintain a database of concerned stakeholders for public
consultation

Output 4.1.2: Targeted awareness-raising activities implemented

Proposed activities:

Develop E learning tools on guidelines/procedures for
biosafety regulations in Sri Lanka

Development of primers/brochures/booklets/FAQs/calendars,
glossary of terms and other outreach material in local
languages

Preparation of audio visual educational material on awareness
of biotechnology and biosafety issues for teachers, students,
food and feed processing industry etc.

Organise 40 awareness workshops for all stakeholders

Output 4.1.3: Curriculum, syllabus and course materials prepared for post-graduate course for biosafety, and the gaps in primary
(Ordinary Level), secondary and university level education for biosafety filled through improvement of curricula.

Proposed activities:
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Modules/course material to be prepared for various levels of
education

Consultation with the Ministry of Education

Prepare material for incorporation in syllabus of O and A level

Output 4.1.4: Information materials developed and disseminated through various media

Proposed activities:

Biosafety newsletters developed and published regularly _

Output 4.1.5: Monitoring & Evaluation system established to measure project progress and impact

Proposed activities:

Project implementation report prepared and submitted; any
support documents prepared for M&E

Output 4.1.6: Mid-term and final evaluations carried out

Proposed activities:

Mid-Term Review carried out

Final Evaluation carried out
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Appendix 3: Results based budget

Appendix-3 Results
based budget_1703.

BUDGET in USD ($) Total Expenditures by year

i COMPONENT PMC GEF Year 1 Year 2 Year 3 Yeard

Oracle code and description unit numb_er Unit
of unit cost 1 2 3 4

5300 Salaries Professionals
Administration and Finance Officer months 48 1540 0 0 0 0 73,920 73,920 18,480 18,480 18,480 18,480
Programme/M&E Assistant months 45 861 0 0 0 0 | 38,745 38,745 9,686 9,686 9,686 9,686
5300 Total professionals 0 0 0 0 | 112,665 112,665 28,166 28,166 28,166 28,166
5570 Consultants
5542 International Consultants
Expert on biosafety policy development Day 110 550 60,500 0 0 0 0 60,500 12,100 36,300 12,100 0
5;&‘?;‘90” BCH/website support and Day 75 550 | 41,250 0 0 0 o| 41250 | 20625 | 20625 0 0
Expert on guidelines for contained use Day 60 550 0| 33,000 0 0 0 33,000 | 6,600 | 19,800 | 6,600 0
and IBSCs
Expert on guidelines for Risk Analysis Day 75 550 0| 41,250 0 0 o| 41250 | 8250 16,500 | 16,500 0
Framework, decision making tools,
Expert on risk assessment for food and
feed safety and preparation of training Day 60 550 0 33,000 0 0 0 33,000 8,250 16,500 8,250 0
manual
Expert on Environmental Risk
Assessment and preparation of training Day 60 550 0 33,000 0 0 0 33,000 8,250 16,500 8,250 0
manual
Expert on Confined Field Trials and Day 75 550 0| 41,250 0 0 0| 41,250 | 6,188 | 20625 | 14438 0
preparation of training manual
Expert on GE mosquitoes/insects Day 40 550 0 22,000 0 0 0 22,000 5,500 11,000 5,500 0
Expert on GM detection Day 75 550 0 0 | 33,000 0 0 33,000 6,600 16,500 9,900 0
Expert on inspection and monitoring Day 60 550 0 0 27,500 0 0 27,500 5,500 13,750 8,250 0
Expert on strategy for public participation Day 30 550 0 0 0 10,450 0 10,450 5225 5225 0 0
and outreach
Sub-total international Consultants 101,750 | 203,500 | 60,500 10,450 0 376,200 | 93,088 | 193,325 | 89,788 0
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5543 National consultants ‘
0

Expert on legal matters Day 90 150 13,500 0 0 0 0 13,500 4,050 5,400 4,050

Expert on biosafety policy development Day 180 150 27,000 0 0 0 0 27,000 8,100 10,800 8,100

Expert in biotechnology/biosafety issues

(to assist in development of Day 360 150 54,000 0 0 0 0 54,000 21,600 32,400 0 0
administrative processes)

Expert on guidelines for contained use Day 60 150 0 9,000 0 0 0 9,000 2700 6,300 0 0
and IBSCs

Expert for support on preparation of Risk

Analysis Framework, decision making Day 60 150 0 9,000 0 0 0 9,000 0 4,500 4,500 0
tools, training strategy etc.

Expert for support on preparation of

guidance for food and feed safety Day 50 150 o| 7500 0 0 0 7500 | 1,875 | 3,750 | 1875 0
assessment and preparation of training

manual

Expert on Environmental Risk Day 50 150 o| 7500 0 0 0 7500 | 1,875 | 3,750 | 1,875 0
Assessment

Expert on Confined Field Trials Day 50 150 0 7,500 0 0 0 7,500 1,875 3,750 1,875 0
Expert on GE mosquitoes/insects Day 30 150 0 4,500 0 0 0 4,500 1,125 2,250 1,125 0
Expert on risk communication Day 50 150 0 7,500 0 0 0 7,500 0 4,500 3,000 0
Expert in molecular biology techniques

useful for GM detection Day 30 150 0 0 4,500 0 0 4,500 1,125 2,250 1,125 0
Expert in sampling methodologies used Day 20 150 0 0 3,000 0 0 3,000 0 1,500 1,500 0

by food inspectors/seeds inspectors

Experts for preparation of outreach
material for print and audio visual media Day 90 150 0 0 0 13,500 0 13,500 0 6,750 6,750 0
and translation in local languages
Experts for preparation of
modules/course materials for various Day 60 150 0 0 0 9,000 0 9,000 4,500 4,500 0 0
levels of education

Experts for delivering post graduate

diploma course Day 100 150 0 0 0 15,000 0 15,000 4,500 4,500 4,500 1,500
National Project Manager/coordinator months 48 2000 24,000 24,000 24,000 12,000 0 84,000 21,000 21,000 21,000 21,000
Finance and Operations assistant months 48 1250 15,000 15,000 0 0 0 30,000 7,500 7,500 7,500 7,500
Project/programme assistant (Technical) months 48 1250 15,000 15,000 4,000 0 0 34,000 8,500 8,500 8,500 8,500
Driver months 48 750 9,000 9,000 4,400 0 0 22,400 5,600 5,600 5,600 5,600
Total national Consultants 157,500 | 115,500 39,900 49,500 0 362,400 95,925 | 139,500 82,875 44,100
5570 total Consultants 259,250 | 319,000 | 100,400 59,950 0 738,600 | 189,013 | 332,825 | 172,663 44,100

5650 contracts

Website development /IT support whole item 1 15000 15,000 0 0 0 0 15,000 12,000 3,000 0 0
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Technical support for

- . whole item 2 10000 | 20,000 0 0 0 0 20,000 8,000 8,000 4,000 0
Information/database preparation
Facilitating preparation and review of
guidelines/documents/training manuals | 1, e jrem 1| 30000 0| 30,000 0 0 0 30,000 | 6,000 | 9,000 | 9,000 | 6,000
by hosting working groups/expert
committees in RA,RM and RC
Development of e-learning tools/AV
material on biotechnology and biosafety |\, jrom 1| 7300 0 0 o| 7300 0 7,300 0| 3650 | 3650 0
including guidelines and procedures for
biosafety regulations in Sri Lanka
External Project Evaluation, Mid-Term whole item 30000 0 0 30,000 30,000 0 30,000 0 0
External Project Evaluation, Terminal whole item 50000 0 0 0 50,000 0 50,000 0 0 0 50,000
5650 total contract 35,000 | 30,000 0 | 87,300 0 152,300 | 26,000 | 53,650 | 16,650 | 56,000

900 trave
nternational consultant travelincluding | ryayey 22| 3750 | 26,250 | 37,500 | 15,000 | 3,750 0| 82500 | 24,750 | 33,000 | 24,750 0
Regional consultant travel including DSA | Travel 6 3250 0 19,500 0 0 0 19,500 9,750 9,750 0 0
Local travel (national, local and project | ¢, 72 160 | 1,920 | 8000 | 1,600 0 0| 11520 | 3456 | 4,608 | 3456 0
staff including DSA)
5900 total travel 28,170 | 65,000 | 16,600 3,750 0 113,520 | 37,956 | 47,358 | 28,206 0
0 a g and wo op

Awareness/consultation workshops on workshops 8| 1000 | 8,000 0 0 0 0 8,000 | 1,600 | 3,200 | 3,200 0
Biosafety Act
Working group meetings for Biosafety
Master Plan, biosafety regulations, and meetings 10 500 5,000 0 0 0 0 5,000 2,500 2,500 0 0
procedures
Policy/regulation trainings trainings 2 1000 2,000 0 0 0 0 2,000 0 1,000 1,000 0
BCH training for Focal Point, IT staff, L
Nodal Officers in SCAS etc. trainings 4 500 2,000 0 0 0 0 2,000 400 1,600 0 0
Awareness/training in using BCH for -
stakeholders trainings 4 1500 6,000 0 0 0 0 6,000 0 1,800 4,200 0
Consultative stakeholders meetings for | o i 15 500 o| 7500 0 0 0 7500 | 3750 | 3,750 0 0
finalizing various guidance documents
Training of regulators and scientists in .
RA. RM and RC trainings 15 1500 0| 22,500 0 0 0 22,500 0 0 18,000 4,500
Study tour of national regulators and
scientists/participation in international participants 12 8000 0 96,000 0 0 0 96,000 0 57,600 28,800 9,600
events
Hosting regional harmonization meeting
in RARM and RC workshop 1 37000 0 | 37,000 0 0 0 37,000 0 0| 37,000 0
Study tour for food/feed and seed participants 10 | 8000 0 0| 80,000 0 0 80,000 0 0| 60,000 | 20,000

inspectors and plant
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quarantine/participation in international
events

On-site training in an accredited GM

Printing of Biosafety Act, Master Plan,

detection laboratory outside Sri Lanka participants 5 8000 0 0 40,000 0 0 40,000 0 40,000 0 0
Training in detection labs workshops 3 1000 0 0 3,000 0 0 3,000 0 3,000 0 0
Training cum consultative workshops for

finalizing guidance documents for workshops 10 1000 0 0 10,000 0 0 10,000 0 5,000 5,000 0
inspection and monitoring

Participation in international training participants 2| 8000 0 0| 16,000 0 o| 16,000 0 o| 12000| 4000
programmes for accreditation of labs

Awareness workshops workshops 30 500 0 0 0 15,000 0 15,000 0 3,750 7,500 3,750
steering committee meeting of the project | meetings 100 0 0 0 0 0 0 0 0 0 0
Inception workshop workshop 1500 0 0 0 0 0 0 0 0 0 0
Closing workshop workshop 1500 0 0 0 0 0 0 0 0 0 0
PMMC meetings meetings 10 50 0 0 0 0 0 0 0 0 0 0
5023 total training 23,000 | 163,000 | 149,000 15,000 0 350,000 8,250 | 123,200 | 176,700 | 41,850

6000 expendable procurement ‘

regulations, manual on administrative publications 1900 10 19,000 0 0 0 0 19,000 3,800 7,600 7,600 0
procedures, guidelines etc.

Training material for BCH publications 525 10 5,250 0 0 0 0 5,250 0 2,625 2,625 0
Printing of guidelines, training manuals I

and training material for RA, RM & RC publications 4514 20 0 90,299 0 0 0 90,299 0 22,575 45,150 22,575
Strengthening laboratory infrastructure by

purchase of equipment, maintenance, whole item 2 | 705000 0 0 | 705,000 0 0 705,000 0 | 352,500 | 211,500 | 141,000
chemicals and reagents, manpower etc.

Printing of inspection and monitoring -

guidance, sampling methodologies publications 696 20 0 0 13,000 0 0 13,000 0 10,400 2,600 0
Printing of outreach material publications 2000 10 0 0 0 20,000 0 20,000 0 7,000 7,000 6,000
Printing of newsletter publications 8000 2 0 0 0 16,000 0 16,000 4,000 4,000 4,000 4,000
6000 total expendable procurement 24,250 | 90,299 | 718,000 36,000 0 868,549 7,800 | 406,700 | 280,475 | 173,575
6100 non-expendable pro eme

desktop computer Desktop 1000 3,000 3,000 3,000

Laptop computer Laptop 1000 2,000 2,000 2,000
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3in 1 machine (print, copy, scan) ig‘cﬁine 830 830 0 0 0 0 830 830 0 0 0
Camera and other misc. equipment Camera 500 500 0 0 0 0 500 500 0 0 0
6100 total Non-expendable procurement 6,330 0 6,330 6,330

6300 GOE budge

miscellaneous cost including audit 0 0 0 0 0 0 0 0 0 0 0
Fuel and vehicle maintenance cost 0 6,000 6,000 6,000 6,000 0 24,000 6,000 6,000 6,000 6,000
6300 total GOE budget 6,000 6,000 6,000 6,000 0 24,000 6,000 6,000 6,000 6,000

382,000 | 673,299 | 990,000 | 208,000 | 112,665 | 2,253,299
2,365,964
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Appendix 4: Incremental cost analysis

1. Incremental cost analysis of this project is based on the GEF Operational Guidelines for the Application of Incremental Cost Principle! which
were developed from the 1996 GEF policy paper on incremental cost.

2. Incremental cost is estimated as the difference in scenarios between the “baseline” or “what would happen without GEF intervention” (where
national activities are already being carried out to achieve the present project objectives for domestic benefit), and an “alternative” (where a
series of additional activities will be carried out to contribute to global environmental benefit (GEB)). The activities to be carried out by this
project proposal will result in that “alternative” scenario, the cost of which will be borne by GEF.

1. Recently, the term “baseline” is replaced by “business-as-usual™”.

Baseline or

Project Component E g Alternative/ | Increment Alternative Increment
Business | ith GEF $)
as usual” ($)
(&)

: . The biosafety regulatory and Enhanced national capacity
%g?irt]ugttigenrglnagn dpcr)flelg(;:g ety 76,400 382,000 305,600 | |egal framework strengthened | will expedite compliance with
frameworks for biosafety (Taken as by enactment of the draft Cartagena Protocol on

20%) Biosafety Act of Sri Lanka as Biosafety (CPB)

part of the project activity

Comprehensive biosafety
regulatory system in place for
effective functioning with
clearly identified roles and
responsibilities within the
regulatory agencies

Policy makers, regulatory
decision makers and
associate staff of focal point
trained in biosafety regulatory
regime

Procedures for export import
of GMOs/LMOs further
streamlined for transboundary
movement

Trained manpower will result
in an effective and efficient
biosafety management system

Establishment and timely
updating the national
Biosafety Clearing House is an
effective mechanism for
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Project Component Baseline or| Alternative/ | Increment Alternative Increment
“Business | \ith GEF $)
as usual” ($)
$)
Setglr]fq up Off? r]atlé)nal information sharing with the
m(feor?lggt_igg ihlgrl_i?nré and international community
making it user friendly Online database of globally
approved LMOs help
facilitate smooth trade
across transboundary
movement
Enhancing system for Risk The RA and RM guidelines RA and RM system is
Assessment (RA), Risk 67,329 673,299 605,970 | ang procedures will be improved through the
Management (RM) and Risk (Taken as developed and updated for strengthening of national legal
Communication (RC) 10%) emerging technologies and instruments, regulatory
products institutional structure and
capacity
Institutional capacities
strengthened for RA and RM RA will be science-based
according to agreed
Human resource capacities for | international principles and
RA and RM developed methods.
RC strategy will be developed | RM and emergency response
for effective communication plans are in place to minimise
with wide range of damage to the environment
stakeholders and biodiversity.
All decisions are made within
CPB timelines
Developing technical Institutional capacity for LMO | Strengthening of national
capacity for detection and 49,500 990,000 940,500 detection will be strengthened | capacities for LMO detection
identification of living (Taken as 5 for better enforcement and will facilitate compliance to
modified organisms (LMOs) %) compliance
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Project Component Baseline or| Alternative/ | Increment Alternative Increment
“Business | \ith GEF $)
as usual” ($)
®
and strengthening biosafety- CPB during transboundary
related infrastructure Trained manpower for movement of LMOs
identification, sampling and
LMO detection will be in place | Strengthened institution can
serve as centre of excellence
Systems for inspection and for the region.
monitoring of
environmental effects and
enforcement will be in place.
Sampling procedures,
protocols be harmonized for
LMO detection for all
laboratories
Knowledge development, A strategy for public Innovative training tools and
public awareness, education | 29.800 208,000 187,200 participe?'[)i/on aEd awareness | outreach materialgs can be
and participation (Taken as and access to information will | utilized or replicated in other
19 %) be formulated. similar projects in the region

Post graduate course and
introduction of concepts of
biosafety at different levels of
education will help build
technical human resource
capacities in the country

Innovative training tools will be
developed for sustainable
trainings beyond the project

Awareness raising activities
will help promote
biotechnology in the region
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As shown in the table above, the cost of the increment is of 2,039,270 USD. The support from GEF is being received for 2,253,299 USD and

cycle for all the four project
components

Biosafety newsletter will be
published regulatory and may
be supported by the
government beyond the
project cycle

Outreach material will be
translated into Sinhala and
Tamil for wider dissemination
of information on
biotechnology and biosafety
information

additional contribution of 2,195,000 USD is provided as in-kind contribution by Sri Lanka
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Appendix 5: Terms of reference of Project Steering Committee (PSC)

Role of the PSC

The Project Steering Committee (PSC) will be the policy setting and ultimate body with
regard to matters relating to the implementation of the project. The PSC will be responsible
for providing general oversight of the execution of the Project and will ensure that all
activities agreed upon under the GEF project document are adequately prepared for and
carried out. In particular, it will:

Oversee and review periodically progress and the expected results of the project
against the Project Progress Reports, AWP/B, and roles and responsibilities of tasks
agreed;

Support for the smooth project execution to ensure that the project objective will be
met by the end of the project;

Provide overall advice and guidance to the Project Management Unit (PMU) in the
implementation of the project;

Review, amend if appropriate, and agree with the draft Annual Work Plan and Budget
of the project for submission to FAO;

Make recommendation to FAO, when revision of the result framework, work plan or
M&E plan are needed,;

Facilitate cooperation between FAO and project participating partners as well as
initiatives related to the project;

Ensuring that co-financing support is provided in a timely and effective manner;
Catalyse inter-departmental and broader national stakeholder support towards
achieving the objectives of the project;

Develop a common understanding on what is necessary to accelerate the
establishment of the national biosafety institutional structure;

Provide inputs to the Mid-Term Review and Final Evaluation, review findings and
provide comments for the management response; and

Ensure dissemination of project information and best practices for continuous
awareness raising;

Meetings of the PSC

1.

The PSC meetings will normally be held annually, but the Chairperson will have the
discretion to call additional meetings, if this is considered necessary. No more than
13 months may elapse between PSC meetings;

Invitations to a regular PSC meeting shall be issued not less than 30 days in advance
of the date fixed for the meeting. Invitations to special meetings shall be issued not
less than 21 days in advance of the meeting date;

Meeting Agenda

1.

2.

3.

A provisional agenda will be drawn up by the National Project Manager (NPM) and
sent to members and observers following the review of the Chairperson. The
provisional agenda will be sent not less than 14 days before the date of the meeting
on behalf of National Executing Agency (NEA);
A revised agenda including comments received will be circulated 5 working days
before the meeting date;
The Agenda of each regular meeting shall include:

¢ Indication of Chairperson;
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e Achievements of project activities conducted during the reporting period and
issues;

o Report from the PSC members and/or invited experts/ representatives about
activities, if required,;

e Proposed Annual Work Plan and the proposed budget for the up-coming
reporting period;

e Discussions on challenges, opportunities, and way-forward among the PSC
members for the up-coming work plan;

¢ Wrap-up and proposed schedule (time and place) of the next meeting;

e Any other matters as agreed by the Chairperson;

4. The agenda of a special meeting shall consist only of items relating to the purpose

for which the meeting was called.

The Secretariat

The PMU will act as Secretariat to the PSC and be responsible for providing PSC members
with all required documents in advance of PSC meetings, including the draft Annual Work
plan and Budget and independent scientific reviews of significant technical proposals or
analyses. The PMU will prepare minutes and written report of all PSC meetings and be
responsible for logistical arrangements relative to the holding of such meetings.

Functions of the Chairperson

The PSC will be chaired by the Additional Secretary, Ministry of Mahaweli Development and
Environment and will be convened by the Director, Biodiversity Secretariat. The Chairperson
in particular shall:

Declare the opening and closing of each PSC meeting;

Direct the discussions at the meeting and ensure observance of these Rules, accord
the right to speak, put questions and announce decisions;

Ensure the agreement process of Annual Work Plans and Budgets and any
subsequent proposed amendments submitted to FAO;

In liaison with the PSC Secretariat, the Chairperson shall be responsible for
determining the date, site (if appropriate) and agenda of the PSC meeting(s) during
his/her period of tenure, as well as the chairing of such meetings

Rule on points of order;

Appoint such ad-hoc committees of the meeting as the PSC may direct;

Ensure circulation by the Secretariat to PSC members of all relevant documents;

Participation

The PSC members will comprise the following:

o Additional Secretary (NR /Planning)

e Member from National Planning Department/ External Resources Department
¢ FAO Representative in Sri Lanka (FAO-R)

¢ Participant from National Coordination Committee on Biosafety (NCCB);

v'Department of Agriculture,

v'Department of Animal Production and Health,
v'Department of Health

v'Department of Fisheries and Aquatic Resources
v'Department of Wildlife Conservation

¢ Legal officer, Ministry of Mahaweli Development and Environment
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Gender mainstreaming

The PSC will promote gender mainstreaming in decision-making process, policy dialogue,
awareness raising, and advocacy etc. in the national biosafety agenda.

Decision-making

All decisions of the PSC shall be taken by consensus. Vice-Chairperson can be elected, if
needed.

Reports and recommendations

1. At each meeting, the PSC shall agree with report text that embodies its views,
recommendations, and decisions, including, when requested, a statement of
minority views;

2. A draft PSC Meeting Report shall be circulated to the Members as soon as
possible after the meeting for comments. Comments shall be accepted over a
period of 7 days. Following its recommendation by the Chairperson, the final
Meeting Report will be distributed and posted on the Workspace as soon as
possible;

3. FAO holds the ultimate reporting responsibility. PMU should report to FAO
Representative in Sri Lanka;

Official language

The official language of the PSC meeting and documentation shall be English.
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Appendix 6: Proposed Project implementation arrangements and draft Terms of

References

Draft Terms of References for

National Executing Agency (NEA)
National Project Director (NPD)
Technical Expert Group (TEG)
National Project Manager (NPM)
Administration and Operations Officer

moow»

A. The National Executing Agency (NEA), in addition to other duties given to it by the
Government of Sri Lanka (GOSL), will:

Establish the Project Steering Committee (PSC);

Be responsible for the enactment and endorsement processes of legal documents
such as Biosafety Act and Master Plan;

Appoint a National Project Director (NPD) taking into account the sustainability of
national biosafety activities on completion of the national Project;

Provide the necessary scientific, technical, financial and administrative support to the
work of the PSC, working in close co-operation with relevant government agencies,
the scientific community and other stakeholders;

Ensure that regular reports, financial accounts, and requests are submitted to FAO,;
Review all documentation deriving from the national project and any other relevant
documentation to ensure that these are consonant with policies and priorities of
National Government;

B. National Project Director (NPD):

The Director, Biodiversity Secretariat in charge of the Biosafety Unit within the Ministry of
Mahaweli Development & Environment will be appointed as the NPD of the project. The
NPD will carry out the following tasks:

Overall responsibility for the successful execution and implementation of the project in
the country, accountability to the Government and FAO for the proper and effective
use of project resources;

Ensuring enactment and endorsement process of legislations;

Serve as a focal point for the coordination of projects with other Government agencies,
FAO and outside implementing agencies;

Ensure that all necessary support/input/commitments from the Government are
provided to enable the implementation of all of the proposed component activities;
Ensure the country ownership of the project;

Review and provide input to work plan and budget consultation/collaboration with the
FAO representative;

Participation in the selection or recruitment of consultants;

Represent the Government institution (national counterpart) at the tripartite review
project meetings, and other stakeholder meetings.
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C. Technical Expert Group(TEG)

The TEG will be chaired by NPD with members as experts or representatives of concerned

ministries/scientific agencies and FAO representatives. The TEG would meet on a six

monthly basis or whenever technical inputs are required. The TEG will carry out the

following tasks:

e Assist NPD to supervise the performance of the subcontracted consultants and experts
and also supervise the performance of the project team

o Assistthe NPD to approve the technical review of the TORs as well as reports prepared

by sub-contracted consultants and experts

Provide technical guidance for effective implementation of project activities

Ensure the quality control of the technical reports submitted, prior to circulation

Assist in overseeing the preparation of the project outputs; and

Provide advice on the work plans and budgets.

D. National Project Manager

The National Project Manager (NPM) will lead the Project Management Unit (PMU) and
work closely with the National Project Director (NPD). The NPM reports to the FAO BH on
operational issues and to the FAO LTO on technical issues. The NPM will liaise with the
NPD closely. The NPM is a full-time position funded by this GEF project. The NPM will lead
and organize the day-to-day operation of the project. The NPM will also take the lead in
communications with government agencies and advocacy. The NPM will also be
responsible for providing technical advice and guidance in his/her area of technical
expertise. The NPM will report on Project progress to PSC meetings, and will develop and
submit semi-annual PPRs and annual PIRs.

Duties:

Working closely with the FAO Representative in Sri Lanka and PTF, in particular LTO, and
the national counterparts, the NPM will play a key role in ensuring that the project activities
are implemented successfully, timely and effectively in conformity with the objectives of the
project. The project management team will be appointed by the FAO in consultation with
the Biodiversity Secretariat of the Ministry of Mahaweli Development & Environment, for
the duration of the project.

With the knowledge of biosafety issues in the country, the NPM wiill:

¢ Manage and coordinate day- to-day project activities, organize meetings, and provide
technical inputs, including review of the reports received from various experts and
institutions in line with the Annual Work Plan and Budget (AWP/B) agreed,;

e Establish and manage the project team consisting of PMU staff and all experts fully
understand their role and their tasks, and support them in their work closely with FAO
Project Task Force;

e Coordinate missions, field visits and field activities, provide support to the
international/national experts, institutions and manufacturers, and facilitate purchase
of equipment;

e Supervise working of the project staff, monitor the progress of field activities, and
submit reports as per FAO-GEF procedures;

e Actas Secretary to the Steering Committee of the project and coordinate the meetings,
the preparation of agenda and minutes;

Facilitate interdisciplinary inputs from partner institutions and agencies;
¢ Manage Project management office;
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Prepare AWP/B and quarterly task plans, and prepare required ToRs for all inputs;
Assure quality of project activities and project outputs;

Organise regular planning and communication events, starting with inception mission
and inception workshop;

Oversee preparation and implementation of M&E; project communication and
knowledge management frameworks;

Prepare progress reports and all monitoring reports. Lead interactions with
stakeholders;

Liaise with government agencies and regularly advocate on behalf of the project;
Coordinate project interventions with other ongoing activities, especially those of co-
financers and other GEF projects;

Regularly promote the project and its outputs and findings on a national, and where
appropriate, regional stage with strategic framework prepared in the project; etc.

Minimal Requirements:

A qualified professional with an advanced degree in environmental science,
biodiversity, environmental policy, or related subject for biosafety issues;

At least 5 years of progressive experience in project analysis, coordination,
management and implementation;

Experience with government working and research activities, in multi-stakeholder
management, organisation, co-ordination and management of international and
national meetings/ workshops;

Excellent managerial, inter-disciplinary, computer, writing and communication skills;
A good knowledge of English with communication skill in local languages;
Inter-cultural and constructive thinking skills with team working spirit;

Working experience with UN Agencies will be an advantage;

E. Administration and Operations Officer

Under the overall supervision of the FAO Representative in Sri Lanka and in close
cooperation with the staff in the FAO Sri Lanka Office and Project Manager, the incumbent
will provide administrative and operational support to the implementation, monitoring and
evaluation of the project for timely delivery of its outcomes and outputs. In particular he/she
will perform the following tasks:

Ensure smooth and timely implementation of project activities in support of the results-
based work plan, through operational and administrative procedures according to FAO
rules and standards;

Undertake day-to-day management of the project budget, including the monitoring of
cash availability, budget preparation and budget revisions to be reviewed by the
Project Manager;

Ensure the accurate recording of all data relevant for operational, financial and results-
based monitoring;

Ensure that relevant reports on expenditures, forecasts, progress against work plans,
project closure, are prepared and submitted in accordance with FAO and GEF defined
procedures and reporting formats, schedules and communications channels, as
required;

Coordinate the project operational arrangements through contractual agreements with
key project partners;
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Arrange the operations needed for signing and executing Letters of Agreement (LoA)
and Government Cooperation Programme (GCP) agreements with relevant project
partners;

Maintain inter-departmental linkages with FAO units for donor liaison, Finance, Human
Resources, and other units as required;

Execute accurate and timely actions on all operational requirements for personnel-
related matters, equipment and material procurement, and field disbursements;
Participate and represent the project in collaborative meetings with project partners
and the Project Steering Committee, as required;

Be responsible for results achieved within her/his area of work and ensure issues
affecting project delivery and success are brought to the attention of higher level
authorities through the BH in a timely manner,

In consultation with the FAO Evaluation Office, FAO Finance Division, and the FAO-
GEF Coordination Unit, support the organization of the mid-term and final evaluations,
and provide inputs regarding project budgetary matters;

Minimal requirements:

University Degree in Economics, Business Administration, or related fields.

Five years of experience in project experience in planning, project implementation and
management/administration of development programmes including the preparation,
monitoring and evaluation of development projects and operations procedures
Knowledge of FAO’s project management systems;

A good knowledge of English with communication skill in local languages;
Inter-cultural and constructive thinking skills with team working spirit;

Working experience with UN Agencies will be an advantage;
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Appendix 7: Experts to be hired for the project

The terms of reference for the international and national consultants to be hired
with regard to specific activities to be implemented as per the project work plan
are detailed below:

1. Legal matters
a. National consultant

Timing/duration: 90 days

Main tasks: The consultant will provide support to Output 1.1.1 — 1.2.2 in activities
related to facilitating the enactment of biosafety act, preparation of the biosafety
master plan, biosafety regulations, administrative procedures and guidelines to
support tasks of NCA, SCAs.

2. Biosafety policy development
a. International consultant
Timing/duration: 150 days
Main tasks: The consultant will provide support to Output 1.1.2, 1.2.1, 1.2.2 and
1.2.3 in activities related to preparation of the biosafety master plan, biosafety
regulations, develop administrative biosafety systems, guidelines to support the
tasks of the NCA, SCAs and impart trainings.
b. National consultant
Timing/duration: 180 days
Main tasks: The national consultant will work closely the international consultant
for implementation of activities under Output 1.1.2 — 1.2.3 related to biosafety
master plan, biosafety regulations, develop administrative biosafety systems,
guidelines to support the tasks of the NCA, SCAs and impart trainings

3. Biotechnology/biosafety issues

a. National consultant

Timing/duration: 360 days
Main tasks: The consultant will provide support to Output 1.3.1; 1.3.2 and 1.3.3

4. BCH/website support
a. International consultant
Timing/duration: 75 days
Main tasks: The consultant will provide support to Output 1.3.1; 1.3.2 and 1.3.3
in activities related to establishment of dedicated biosafety website, making
national BCH operational and conducting trainings to access and share
information through BCH

5. Preparation of guidelines for Contained use and IBSCs
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a. International consultant

Timing/duration: 60 days

Main tasks: The consultant will provide support to Output 2.1.1, 2.1.2 and 2.1.5
in activities related to reviewing, updating guidelines for contained use &
Institutional Biosafety Committees (IBSCs).

b. National consultant

Timing/duration: 60 days

Main tasks: The national consultant will work closely with the international
consultant for implementation of the Output 2.1.1, 2.1.2, and 2.1.5. Additional
support for activities under the Output 2.1.4 related to development of the training
strategy will also be carried out by the national consultant.

6. Preparation of Risk Analysis Framework, decision-making tools
a. International consultant

Timing/duration: 75 days

Main tasks: The consultant will provide support to Output 2.1.1, 2.1.3 and 2.1.5
in activities related reviewing methodologies for risk assessment and
management, developing decision-making tools and formats for risk assessment.

b. National consultant

Timing/duration: 60 days

Main tasks: The national consultant will work closely with the international
consultant for implementation of the Output 2.1.1, 2.1.3, 2.1.5 and also for
Output 2.1.4.

7. Food and feed safety
a. International consultant
Timing/duration: 60 days
Main tasks: The consultant will provide support to Output 2.1.2, 2.1.4 and 2.1.5
in activities related preparation of guidelines and training manual for GM food
and feed and training of relevant stakeholders.
b. National consultant
Timing/duration: 50 days
Main tasks: The national consultant will work closely with the international
consultant for implementation of the 2.1.2, 2.1.4 and 2.1.5 in activities related
preparation of guidelines and training manual for GM food and feed and training
of relevant stakeholders

8. Environmental Risk Assessment

a. International consultant

Timing/duration: 60 days
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Main tasks: The consultant will provide support to Output 2.1.2, 2.1.4 and 2.1.5
in activities related preparation of guidelines and training manual for
environmental risk assessment and training of relevant stakeholders.

b. National consultant
Timing/duration: 50 days
Main tasks: The national consultant will work closely with the international
consultant for implementation of the 2.1.2, 2.1.4 and 2.1.5
9. Confined Field Trials
a. International consultant
Timing/duration: 75 days
Main tasks: The consultant will provide support to Output 2.1.2, 2.1.4 and 2.1.5

in activities related preparation of guidelines and training manual for Confined
field trials and training of relevant stakeholders.

b. National consultant

Timing/duration: 50 days
Main tasks: The national consultant will work closely with the international
consultant for implementation of the 2.1.2, 2.1.4 and 2.1.5

10. Risk assessment of GE mosquitoes/insects
a. International consultant
Timing/duration: 40 days
Main tasks: The consultant will provide support to Output 2.1.2 and 2.1.4 in
activities related preparation of guidelines for risk assessment of GE
mosquitoes/insects and training of relevant stakeholders
b. National consultant
Timing/duration: 30 days
Main tasks: The national consultant will work closely with the international
consultant for preparation of guidelines for risk assessment of GE
mosquitoes/insects as an activity under Output 2.1.2

11. Risk communication
a. National consultant
Timing/duration: 50 days
Main tasks: The consultant will provide support to Output 2.1.4 and 2.1.5 in

activities related preparation of risk communication strategy and training of
relevant stakeholders

12. GM detection and molecular biology techniques useful for GM detection

a. International consultant
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Timing/duration: 75 days

Main tasks: The consultant will provide support to Output 3.1.1, 3.1.2, 3.1.3 and
3.2.1 in activities related testing needs for LMO/GMO detection, developing
guidelines, procedures for inspection & monitoring of LMOs/GMOs, develop
training modules and trainings of relevant stakeholders and strengthening of
identified laboratories for LMO/GMO detection.

b. National consultant

Timing/duration: 30 days

Main tasks: The consultant will provide support to Output 3.1.1 and 3.2.3 in
activities related to testing needs for LMO/GMO detection, developing training
modules and conducting trainings of scientist and technical staff of identified
laboratories.

13. Inspection and monitoring
a. International consultant

Timing/duration: 60 days

Main tasks: The consultant will provide support to Output 3.1.2 for activities on
preparation of guidelines, procedures, training modules on inspection and
monitoring of GMOs/LMOs and also impart trainings

14. Sampling methodologies used by food inspectors/seeds inspectors
a. National consultant

Timing/duration: 20 days

Main tasks: The consultant will work closely with the international expert
associated with the activities under the Output 3.1.2 for preparation of guidelines,
procedures, training modules on inspection and monitoring of GMOs/LMOs and
also impart trainings

15. Strategy for public participation and outreach
a. International consultant

Timing/duration: 30 days
Main tasks: The consultant will provide support to Output 4.1.1 for preparation
of strategy for facilitating public participation and information dissemination

16. Preparation of outreach material for print and audio visual media and
translation in local languages

a. National consultant

Timing/duration: 150 days

Main tasks: The consultant will provide support to Output 4.1.2 for preparation of

outreach material viz primers/brochures/booklets/FAQs/ calendars etc. and audio

visual educational material on awareness of biotechnology and biosafety issues
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for stakeholders. In addition translation of outreach material in local languages to
facilitate wider information dissemination throughout the country

17. Preparation of modules/course materials for various levels of education

a. National consultant

Timing/duration: 60 days

Main tasks: The consultant will provide support to Output 4.1.3 for preparation

curriculum/syllabus and course material for the post-graduate biosafety course.
18. Delivering post graduate diploma course

a. National consultant

Timing/duration: 150 days

Main tasks: The consultant will provide support for implementation of the post
graduate course developed under the Output 4.1.3 in universities.

118



g APPENDIX-8: GEF BD Tracking Tool

gef

Objective 3:
Build Capacity for the Implementation of the Cartagena Protocol on Biosafety (CPB)

Objective: To measure progress in achieving the impacts and outcomes established at the portfolio level under the
biodiversity focal area.
Rationale: Project data from the GEF-4 and GEF-5 project cohort will be aggregated for analysis of directional trends and
patterns at a portfolio-wide level to inform the development of future GEF strategies and to report to GEF Council on
portfolio-level performance in the biodiversity focal area.
Structure of Tracking Tool: Each tracking tool requests background and coverage information on the project and specific
information required to track portfolio level indicators in the GEF-5 strategy.
Guidance in Applying GEF Tracking Tools: GEF tracking tools are applied three times: at CEO endorsement, at project mid-
term, and at project completion.
Submission: The finalized tracking tool will be cleared by the GEF Agencies as being correctly completed.
NOTE: Please complete sections |, Il, Il for GEF-4 and sections | and Il for GEF-5.

Important: Please read the Guidelines posted on the GEF website before entering your data

I. General Data Please indicate your answer here Notes
Implementation of the National
Project Title Bios_afety Framework in accordance
with the Cartagena Protocol on
Biosafety (CPB)
GEF Project ID 5720
Agency Project ID 628897
Implementing Agency FAO
Project Type FSP FSP or MSP
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Country

Sri Lanka

Region

SAR

Date of submission of the tracking tool

March 1, 2016

Month DD, YYYY (e.g., May 12, 2010)

Name of reviewers completing tracking
tool and completion date

Biodiversity Secretariat of the Ministry
of Mahaweli Development and
Environment,

March 1, 2016

Completion Date

Planned project duration

4

Years

Actual project duration

Years

Lead Project Executing Agency (ies)

Ministry of Mahaweli Development
and Environment

Date of Council/CEO Approval June 1, 2016 Month DD, YYYY (e.g., May 12, 2010)
GEF Grant (US$) 2,365,964
Cofinancing expected (US$) 2,366,000

Il. For each question please identify any intended actions that will improve performance of the biosafety framework.

Issue Please Comment Next Steps
select your
score Scoring Criteria

from drop

down menu
Biosafety Policy
1) Has a biosafety 0: A standalone biosafety policy does not exist | Comment: Next Steps:
policy been 1: A standalone biosafety policy has been National Policy on Biosafety has | Implement National Policy on
developed and is it produced been proposed in 2005 and Biosafety will be strengthened as
being fully 2: A standalone biosafety policy has been formally adopted by a part of project implementation;
implemented? produced and has been formally adopted by Government;

1 the government

3: A legally approved biosafety strategy has
been incorporated into broader sectoral
policies (e.g. agriculture, biotechnology,
science and technology, health, etc.) and is
being enforced
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4: A biosafety policy is implemented through a
multi-year Action Plan that involves more than
one sector of Government or society.

Biosafety Regulatory

Regime

2) Has a regulatory 0: A regulatory regime has not been developed | Comment: Next Steps:

regime been 1: Interim measures for biosafety decision- The Food (Control of Import, Help to establish administrative
developed and does making, including some modification of existing | Labelling and Sale of GM Foods) | system for notifying/setting up of
it have full legal regulations, have been put in place. Regulation, 2006 are being used | committees and defining the
force? 2: A regulatory regime has been developed presently to regulate GM food rules for appointment, roles and

and adopted but does not yet have full legal
force

3: The regulatory regime has full legal force, is
operational and linked to the administrative
system -i.e. used for decisions

4: The regulatory regime covers all the types of
LMOs and transboundary movements referred
to in the Cartagena Protocol, including
agreements with Non-Parties

items;

The regulatory committees for
biosafety related issues and
conducting risk assessments
viz., National Coordination
Committee on Biosafety,
Sectoral Competent Authorities
exist;

Institutional Biosafety
Committees are not formed;

The national biosafety
framework was prepared and
adopted in 2005. The draft
Biosafety Act has been prepared
and is presently with legal
draftsmen department;

responsibilities of the experts;

Develop guidelines for setting up
of Institutional Biosafety
Committees in various
organizations;

Facilitate awareness, research,
briefing etc. for enactment of
Biosafety Act and preparing
biosafety regulations;

Administrative
System
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3)Is an
administrative
system in place and
fully operational?

0: Focal Points and National Competent
Authorities not appointed nor available via BCH
1: All Focal Points and National Competent
Authorities appointed, and roles &
responsibilities stated and available on BCH

2: Procedures for handling requests have been
designed, legally adopted, and made available
to the public.

3: Requests have been received, processed,
and decisions communicated to the BCH.
Appeal procedures designed and operational.
4: Administrative system fully supported by
national budget allocation or alternative (non-
donor) system of revenue generation

Comment:

The administrative and
operational procedures for a fully
functional biosafety
management system have been
partly put in place;

Trained capacities for
functioning of an effective and
efficient biosafety system is
lacking;

Next Steps:

Prepare a manual on biosafety
administration and operational
procedures for assisting in the
functioning of the focal points
and national competent
authorities;

Train manpower;

Risk Assessment
and Decision-making

4) Are risk
assessment
procedures
employed and
contributing to
decision-making?

0: No risk assessment is applied to LMOs

1: Sectoral risk assessment dossiers are
required to accompany LMO requests

2: Risk assessment/risk management system
involves case-by-case analyses by scientific
experts that provide recommendations to
decision-making bodies. Composition and
responsibilities of the decision-making bodies
clearly stated and publicized.

3: Decisions on LMOs are integrated across
sectors (e.g. take into account risks to human
health)

4: Decision-making system allows for socio-
economic considerations and for review of
decisions based on new evidence

Comment:

There exist Sectoral Competent
Authorities for conduct of risk
assessment. However
application for risk assessment
of LMO have been processes so
far;

Guidelines for the conduct of
safety assessment of various
types of LMOs and formats for
risk assessment, communicating
decision are lacking;

Next Steps:

Develop guidelines for safety
assessment of various types of
LMOs and formats for risk
assessment and communicating
decisions;

Create capacity to build for risk
assessment and management to
assist in decision-making,
including measures to ensure
public inputs;

Follow-up and
Monitoring
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5) Does an
operational follow-up
and monijtoring
system exist?

0: No system for follow-up and monitoring
exists

1: Institutional and human capacity in place to
follow-up and monitor, including Risk
Management for field-trials and post-release
2: Compliance mechanisms for Risk
Management established

3: Liability and redress mechanisms in place
4: Decisions, risk management plans, and
reports on compliance and liability have been
posted to the BCH

Comment:

Systems for risk management
are not in place as there are no
products (GM crops/plants)
released so far and research
activities are very limited;

Enforcement systems for
inspection, sampling and
detection of LMOs in
commercially traded
commodities are also not
available. Laboratories and
adequate human capacities are
lacking for inspections, detection
and monitoring;

Next Steps:

Develop guidelines for
monitoring of various activities
such as research, confined field
trials, import, export etc.;

Develop systems, and
institutional and human resource
capacities for inspection,
detection and monitoring by
enforcement agencies.

Public awareness,
education and
participation
awareness

6) Is information on
LMOs made
available to public?

0: Little or no official information on LMOs
available to the general public

1: Information on LMOs generally available in
at least one national language

2: Information on LMOs generally available in
at least one national language and is kept
updated

3: Information on LMOs is used for awareness-
raising campaigns

4: Survey results on levels of public awareness
available

Comment:

As part of the National Biosafety
Framework project of 2005,
various activities for public
information sharing were held;

Presently very little information
is available to public awareness;

Next Steps:
Establish a dedicated website;

Information from various
proposed project activities will be
developed in the form of "Training
Modules', such that it is available
after the project ends for
information sharing;

Awareness and sensitization to
be enhanced targeting multiple
stakeholders in local languages
and developing outreach material
for information sharing;

Education
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7) Has coursework

0: Modern biotechnology and biosafety

Comment:;

Next Steps:

and training on available in the formal (i.e. technical, Basic education at graduation Integrate biosafety (as key
biosafety been academic, extramural) education system. and post-graduation level on issues) in curriculum at various
integrated into 1: Basic modern biotechnology and biosafety topics related to modern levels of education;
higher education? information included in the curricula at biotechnology is a part of both

technical and college levels. the GCE (Ordinary Level) and

2: Dedicated short-term courses on biosafety the GCE (Advanced level)

1 available for government staff at technical curricula;

schools and higher education institutions.

3: National association for biosafety

established

4: Undergraduate and graduate degree

programs offering concentrations and/or

degree programs on modern biotechnology,

including biosafety
Participation
8) Has the public 0: Little or no direct involvement of public in Comment: So far no decision Next Steps:
been engaged in LMO decision-making have been taken Develop a public participation
LMO decision- 1: Access to information includes other and awareness strategy as a
making? mechanisms in addition to the BCH (i.e. radio mechanism for public

and television programs, newspapers columns,
blogs, etc.).

engagement in decision-making;

0 2: Mechanism for public involvement in LMO
decision-making established
3: Evidence of level of public involvement in
LMO decision-making available via BCH or
other means
4: Regular open consultation meetings held on
biosafety

8 TOTAL SCORE

32 TOTAL POSSIBLE
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Appendix 9: Co-financing commitment letters from project partners

. O @000 ) S0GO GRIDXICBE
wareued SITal(hHe OHBBID SHBBTLED SMIDF5H
p=d Ministry of Mahaweli Development and Environment

"eBeduxs”, gon 82, Suegbdn ond, IBHOSEE. & Gomd edo® ool
“swuhuny’, @ex 82, ggrobieuds 83, usspapes, [f sossn, Gawenent Gagnene pEst
"Sampathpaya", No 82, Rajamalwatta Road, Battaramulla, Sri Lanka. Secretary Fax

GenTel. + 94-11-2882112-3 +94-11-2877290 +94-11-2877292
o } s oo m} 01.01.2016
@ oy . o g F 2 .01.
M‘y‘%o 03/05/07 BD Your No Date,

PPG(CPB) —vol-11

The FAO Representative

Food & Agriculture Organization
UN Compound,

202-204, Buauddhaloka Mawatha,
Colombo 7

Co-financing for () o ementation o i
accordance with the Cartagena Protocol on Biosafety (CPB)”
This refers to the above subject.

The total Co-financing for the above project, allocated by the Biodiversity Secretariat, Ministry of
Mahaweli Development & Environment forwarded here with for your information please.

Co-financer In-kind contribution | Cash Total co-financing -
(ministry of — LKR (Million) contribution- | LKR for 4 years
department) LKR(Million) (Million) i

Biodiversity 8.0 4.0 12.0
Secretariat,
Ministry of
Mahaweli
Development &
Environment

R.H.M.P.Abeykoon
Director (Biodiversity)

For the Secretary

"o Smecngt an aaecig B850 0858 sosd Soade Sxad0 ¢ 8880 ade BRBY0 ¢ Bug sl ¢ doed aBHa"
“wuh anagh Bes WA wiph ugb Gry Gangad et o Gwed ana Gasiafd cmgu Sfapd spmanst oipb Wwiibasm
shukaaunbnd, gosry Seddy iwisabed Genbaurag
"This grent earth and the flora on it equally belong to the man and the birds flying in the sky, the quadnapeds and all creatres living on ca”
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[~ o] 10112669192, 011 2675011

Qg emanduf Y013 2698507, 011 2694033 B qone ) » " t
Telephone )01 2675449 011 2675280 aeny @en ) Pﬂ/t”# Ye
My No. 12/
e )01 2653866 Ve
@usel )01 2693869 R oo )
Fax y011 2692913 :_w%j F LV
our No )
Bzl ouse, ) postmasteri@health gov Ik
Ahagac: pasd ) P )
~ e-manl ‘) ﬁl&ﬂ )
‘w09 8 Ywwiw health.gov.Ik Date - /112015
Bk ) aeudiflumu %
website J SUWAS]RIP AYA

698, eci®n ®) 6CB® eedes HRIDBIBE
&HTHMID, Gursemenm LHDIL &85F MauGHL DiMWLFH
Ministry of Health, Nutrition & Indigenous Medicine _

A

Gamini Gamage

Additional Secretary ( Environment)

Ministry of Mahaweli Development & Environment
Battaramulla

Co-financing for the Project on “ Implemnentation of National Bio Safety

Framew in Acccordance with the Carttegena Prtocol on Bio Safety ( CPB t,

This refers to your letter No 03/05/07BD-PPG Vol -11 dated 05.11.2015

As per your request, the budget in realtion to institional on going commitment is attached.

Thank you

— W
s
- Dr. H D B Herath
Actg. Director
Environmental & Occupational Health

Copy : Director ( Bio- Diversity Division)

!

\=)E

385,

Qs edol BEglos 88 Gp, gl 10. 385 amssindeiu uEtssw awaamns B8y wieugsnm, Ganugby 10,

385, Rev. Baddepama Wimalawansa Thero Mawatha Colamba 10 Sri | anka

@
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Co-financing budget for the year 2015, through the annual budget & total co-financing for 04 years

nistry of He al Healip
althcare i
' Baddegams Wimajay & Nutritio,
Colombg 10 Mawathy
L,

nHoN § 4
Afeabun: 8p=
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Name of the Co- In- kind contribution Cash Contribution Total co-financing
financer LKR ( Million) LKR { Million)
Ministry of Health 01° 0.2 1.2

C, 'E_,//—>___ ,jw




Co -financing budget for vear 2015, through the Annual Budeet & Total Co-

financing for 4 years

Name of Co-financer :

Ministry of Health Nutrition and Indigenous

Medicine

Co-financing  Thematic Areas Amount Amount TotalCo-
{Sources ' Per year (Rs.| (US$) financing for |
| Million) (Us$-1= 4years (Rs. |

Rs.140) Million)
l per year ‘
B o -
|Annual Budget 1.Policies,Stratergies & 0.3 ’
' action o 12 '
] Donor Agencies 2. Legislation, regulations l
(UNDP,UNEP,GEF,FA | 3.Education
0, WFO, ADB) 4.Awareness
S. Training
6Capacity Building
7.Research
8. Detection/testing
9. Monitoring
10. Others
e e
24Dy
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w0 Bewgm v 09y @qm&ﬁm@éﬁfqé)
n;t:cn@-.a]

_ TR 2_DUGH, GETHTSH Henamssend
i e oo s DEPARTMENT OF ANIMAL PRODUCTION & HEALTH -z~ 0

Director Genieral

E-mail : dgdaph@sitnat Ik

DAPH/VRA/ 11.2015

-

S v
o < C\Z’ : v

Additional Secretary (Environment), -V\

Ministry of Mahaweli Development And Envrionment ‘)b

“Sampathpaya” , 82, RAjamalwatta Road, o 1\4}” (

Baththaramulla

Co-Financing for the Project on “Implementation of th iodiversity Framework
in accordance with the Cartagena Protocol on Biosafi B)” '

This refers to your letter reference 03/05/07BD-PPG Vol-11 dated 05.11.2015 on the above
subject.

Information requested by you in regard to livestock sector is sent herewith (annexed 1)
Please note that all funds allocated for projects linked to directly or indirectly to National
Biodiversity Framework has been included, as co financing sources.

S

Dr. (Mrs.) T.A.C. Tiskumara
Additional Director General (Livestock Development)
For Director General

o1 eo./p0ulP. 0. Box 13 weddheg B/ Gumpena/ Peradeniya § omot/ Gevmans!/Sri Lanka

e
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il

Co-financing budget for year 2015, through the Annual Budget & Total Co-
financing for 4 years

‘Name of Co-financer: Department of Animal Production and Health

Co-financing Thematic Areas Amount Per | Amount (US$) | Total Co-
Sources C Year (Rs. (US$ -1= | financing for
Million) Rs.140) per 4 years
year (Rs. Million)
1. Policies, Stratergies & action
2. Legislation, regulations
3. Education
Annual Budget ~ [r-Awareness 60000 | 4,998571.43|  2,760.00
5. Training
6. Capacity Building
7. Research
8. Detection/ testing -
9. Monitoring a '
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y

AN A Himant Gawa e

sxtoedsnd
o dasrug Hoeamsserid
W e 43 Department of Agriculture
Sas v &3 g0 o g
T } pa/addlagagdev./37  wp aw } é:,f} 15122015
Mr.Gamini Gamage, M o
Additional Secretary(Environment), ./Gﬂ
Ministry of Mahaweli Development and Environment,
Battaramulla.

Co-financing for the Project on “Implementation of the National Biosafety Framework in ’2&’ 7?/
accordance with the Cartagena Protocol on Biosafety (CPB)

Reference to your letter no. 03/05/07BD-PPG Vol-11 dated 5" November 2015 on the above. Herewith |
am sending the expected co-financing details by the Department of Agriculture for the above prolect
according to the given format for your necessary action please. s

R .M Nandasiri
Additional Director General (Development)
For Director General of Agnculturc

Copy:
01.Deputy Director (PGRC) -  For your information please
(‘:\
v
o8 oboce sSacd melia® sccboelcint meee Ol gom miogo seacos anflutewd Hesd Ofice- 081-2388331, 081-23883%2
snul umflivrey M 081-2388157 et B, & Gen® 081-2388334
thor Generai of i o atnos (@ign) udliureh (9 ) Director ¢ 081-2388181
L R B L, N St o Fay e LS,

i |+aeg1.20003 Geenmme Bmims O o Guadis E-mait- dgagrculture@gmeil com, dgo@egridept gov ik

131



Name of Co-financer — Department of Agriculture

- Co- financing budget for year 2015, through the annual budget & total co-financing for 4 years

f?o—ﬁnancing Thematic Area Amount per year | Amount (US$) Total Co-financing
(Rs. Millions) (USS -1=RS140) | for4 years (Rs.
Million)
Annual budget | Policies strategies & 1.0 7142.9 4.0
action -
Legislation, regulations 1.0 7142.9 4.0
Education 1.5 10714.3 6.0
Awareness L5 10714.3 6.0
Training 2.0 14285.7 8.0
Capacity Building 2.0 14285.7 8.0
Research 3.0 21428.6 12.0 ;
Detection/!esting 2.0 14285.7 8.0 E
Monitoring 0.7 5000.0 2.8
Others 0.5 35714 2.0
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2 S
[-.,_‘ / k_‘%’,) — . - -
\ k‘\} AT
,‘ 313
. \ I\ )y (20
g %8s @im 6@65&3«55} 00w - @Bd® ecordnedsind
¥’ \ Bopdlw Hmeur Q(Buus asTiysF Coeaer - efusmus Fevemrssenid
A | National Plant Quarantine Service - Department of Agriculture
g nd 8msd @ibm, mPiem, 2000
== 3;.:1 ;au?uq ald, u‘.@;u\u:;. %cc:tu Npos
* Canada Friendship Road, Katunayake, SRI LANKA
£0mOm g : (so3) 011-2252028 opted P w8 q88
Upramaud Bso. (Guig) C11-2252029  Cgaaenmad ]7)\! 2253760 siehEst [ ppgssli@gmail.com @semuhmant P WwWw.agnidept.gov 0
Telephonz No {General) Fax \L-mall Website \
-0 £
O ez j N 28 amo ‘I\ T N—"
amg K { Swoimsh o LY FAtEs 12112015
My No. ] : | é,/ " Your Ne, '}_" Date }

The Secretary, N
Ministry of Mahaweli Development
No : 82, “Sampathpaya”,

~ -
Rajamalwatta Rd, Q ‘
Battaramulla. : {C / 'g/

Through Director General of Agnculture. DOA. Peradeniya dle& '2 &T“Pgﬁﬂﬂf,ﬁt b
Through Director / SCPPC, Gannoruwa., Reto “Biractor (ACtG)

Co- financing for the project on “ Implementation of the National Bioséfety Framework in accordance
with the Cartagena Protocol on Biosafety (CPB)

As per vour request made on above matter dated 05.11.2015, T would like to submit following details of
ongoing institutional contribution for co-finance component of the project. If you have any additional things
to clarify, please feel free to ask.

Yours sincerely,

o,
_[Additional Director (NPQS)
Dr. D.M.].B. Senanayake '\
Additi i e [ E
. tional Director (Actg) « ['04 pEe 2015 o
ational Plant Quarantine Service /‘ : Dire §iaf p
Katunaya gt >
yake 4 A 2 Bopart [ Agihtuiiuarg ¥y
\\ N ".- Feiudeniys, c)
.\..\\——‘//‘
mifnd alooe dmdg m m0lace 8] 2R | 88m0 | 2lin® acendmelinint mico. (1, sddisgdo
avocdon J8Umolan desh 981-2388157 [ U S e AT 1-2388332 upsafl ahaugnud, Sewsedaamn hGuBeo. 01, Gz
Director General of Agriculture Head Office 12388334 Address Department of Agriculture PO Box 01, Peradeniva
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Co-financing budget for year 2015, through the annual budget & total co-
financing for 4 years

. . Amount (US$) Total co-financing
'Co -financing . Amount per year
G Thcamat'lc areas (Rs.Million) for 4years (Rs.
USS 1= Rs 140 Million)
er vear
01) Detection/ Testing 0.1 714.29 0.4
02) Others
a) Building 3 2142.85 12
b) Salary of officers 1.428 10,200.00 5.12
c¢) Labour 0.36 2571.42 1.44
Annual budget d) Equipments . 15 107142.86 20
¢) Electricity bill (.24 1714.28 0.96
t) Repairs and
maintenance of AC & 0.1 714.29 0.4
other equipments /
) stationaries 0.01 71.42 0.04
h) Misalanious 0.1 714.29 0.4
total 20.338 125985.7 40.76
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Q)@G » i o 1o wdod @odmpn, SFeodn, emct 10,6
a4 plonyfied, m mmmﬂm @ 4Py Gumsd, seisnes, (angty 108 Seese
_ DEPARTMENT OF FISHERIES & AQUATIC RESOQOURCESNew Secretarias, Maligawatra, Colombe 10, Scilaaka.

Website ¢+ hitp/ www.fisheriesdept.gov.ik
E-mail ¢ depfhih@fisherlec gov.lk '

BT A

53 ey 0 DEARQCU/28

My ref.

el geern
+ (D) 11 2446183 ougl Be,

(2 les) Your Ref.
2 Q5D
— 01/2016

Date

Director{Bio Diversity)
Ministry of Mahaweli Development & Environment

Rajamalwatta Road,
Battaramulla

L

CO - FINANCING FOR THE PROJECT ON IMPLEMENTAION OF THE NATIONAL
BIOSAFETY FRAME WORK IN ACCORDING WITH
THE “CARTEGENA PROTOCOL ON BIOSAFETY"

Reference to Jetter dated 16™ January 2016 and number dated No: 03/05/07BD-PPG-(CPB)Vol-
11, regarding the above subject.

In this connection our institutional commitment is annexed hereto.

MCL, and»
Director General
Department of Fisheries and Aquatic Resources
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x|

I

contribution for Officers )

Name of the Co In - Kind Contribution Cash Total Co~ Financing
financer LEXR(Millions) Contribution | LKR(Millions) '
Department of Four officers are allocated None LKR 5.06 Millions |
Fisheries and Aquatic )

Resources LKR 5.06 Millions  Selary

s
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DBS sodradn 6cHIBWEBBRD
susstFangadmst uTHBTiYD &@BSID
DEPARTMENT OF WILDLIFE C ONSERVATION
G Wl - god 81149, HodSgs @nd, FODOBEE

S mian o, G, 81179, pupB 0. U densd
\‘w;mm 6'1’1‘:: - No. S1UA, Jayanthipurn Roac, Battramulla L s R
Bos oD | WU3/1/1 ) 96D oD Emcd?11/2015
aong @ oy T8 f=d -
My No. Your NO. Date
My, Gamini Gamage
additional Secretary (Environmant),
Ministry of Mahaweli Development and Environment
Co-fi ing for the P: on “implementation of the national Biogafety F ork |
accordance wi £ na Protocol 108! PB)"”
This refers 1o your letter dated 03/11/2015, numbered 03/05/078D-PPG Vol- 11 regarding
the ahove. ' .
The estimated budget for 2015 and Expenses of the Department of Wildlife Conservation are
as follow

Name of Co-financer: Department of Wildlife Conservation

T Amount Per | Amount (USS) | Total Co-financing |

[ Co- financing | Thematic Areas

| Sources | Year (Rs. | (us$ -1=Rs. 140 | for 4 years (Rs.
Milliens) Per year) Millions) 1
l NRM 233 1664286 | 932 |
Elephant Canservation 300 2142857 1,200
| Research & Training [ 16 114285.7 | 54
‘ | Engineering ' 61 435714.3 | 244
it Eco Tourism & Outrich 42857.14 | y_j
budget | Wdife Heaith 2 1428571 | 8!
Planning & ICT 10 71428.57 40
~ Admin 11 78571.43 44
Account 13 52857.14 52 |
Law Enforcement 6 42857.14 24
Grand Total 658 4700000 2,632
_ Animal welfare . 30 214285.7 120
Officers welfare 162.3 1155286 644.2
Y Other expenditure 53.88 384857.1 215.52
Preskrvation Gifts 180.04 1286000 720.16
Fund Human resource deveiopment | 25 178571.4 100
| Capital 610 4357143 2440 |
Grand Total 1061.22 7580143 4244.88
KL Peris
_ Assistant Director (Research and Training) =
0008 Y 351&:73 s9éd 011 2888581 0 WS [ sgiewas  Hoad Office: 01 1_28(;?
Cascntia | b (eg0) - 011 2688583 crald ! Gprencummen ¢ Tuk: 011 2883355
Talaphong | SHe= leoma®)- 011 2868582 8-a3a / Aaienghoel / E-mail. director@dwe.gov. &
) Gloom (Eogl - - 011 2888584 8D 2080 / asnnodamaD | Wabsite: www dwe.oov. ik



3 g; B o |
(s seng @, |
8@ : My No
N "}‘,‘
80® BaLOn, qom 40, snfid 8o, saed 11. ?‘?m‘;: | ———— R
Ams @evsutd, @ev. 40, Uppren o¥f, Gaappby 1) Yo ?\Jo J'
Customs House, No. 40, Main Street, Colombo 11 @ 60@0 @6628 AN
m ea ,. - - - - m 3
Qeun end b WWW.CBSIomS gov. Ik @wm &F SHThiSID Pah JI e OB02005
i J : = Dati
P ; Sri Lanka Customs -
Biodiversity Cultural and National Heritage Protection Branch.
Mrs. Sepali De Silva
Environment management Officer
Biodiversity Secretariat
Ministry of Mahaweli Development & Environment
Implementation ational Biodiversity Framework in Accord ena

Protocol on Biosafety (CPB)”

This refers to your e mail dated 01.12.215 of the above subject.

.

| am sending herewith the necessary details to proceed the project document on above subject.

Details of the accumulated monetary figures are also attached herewith,

For Director Generafof Customs
§ 4 R.D AM.G. Niyarepola

sog cOmdn goa/Gung Gareadud §a/GENERAL TELEPHONE NOS - 0112470945, 01 12470946, 0112470947, 0112470048

\ gomdn oo goada gotd Admin  Corpomte  Enforcement  Kev & Serv.  Regiomal
ey e saod| Gar Gu Be. 01123473481 = , S SUEW D130 UII2SA5I4E  D1I2323451 0112437069 011232018
asel ¢ i =musiiy| TClCphone qtlabo by qlncds S0  Telephoncs

Lo

Drector General of Customs ¥ T BN T oo pepapill  XiANTS
e 0112446364 Additional Direcire General ol CABIS Gy ken DUE2IRGS 6 D) 1 2a%0on9!
Fax Fax
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Project on “Implementation of the National biodiversity framework in
accordance with the Cartagena Protocol on Bio-safety (CPB)”

Sri Lanka Customs

Co-financer In-kind contribution (LKR) Cash Total co-
(Finance Ministry - (Per annum) contribution - financing
Sri Lanka Customs) LKR LKR
l Salaries and other | 23,640,000 23,640,000
| allowances of the
’ Staff of BCNP
Branch and
Chemical
Laboratory
BCNP Branch and | 10,247,000 10,247,000
Customs
Laboratory - Lab
Instruments and
equipment
Chemicals, 40,000 40,000
consumables and
reagents
Computers and 3,095,000 3,095,000
other IT related
equipment
Furniture 11,224,000 11,224,000
Capacity Building | 300,000 300,000
5,000,000
5,000,000
Total // | 53,546,000

R
P

RDAMG. Niyarepola

A ¢ of Costoms

uly Decctor o o
e? g!’:ﬁl&"ﬂlh et & yaundl b
e Protecton Blanth

20 Lanka Cusloms

ke ™

iamad
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b oGavan gonpees piy o YT i evi e
Jnivarsin (\t Salielsgisle
FRlant Solenoes

P.O. Box 1490, Colombe 03, Sind LANKA

Tol #8415 0585023
Fax C* 94 10 28800350 +94 10 2003148

E-mail - oifice@pts.cmb.ac.ik

Director {Biodiversity)

Biodiversity Secretariat

Ministry of Mahaweli Development and Environment
No 980/5 Wickramasinghe Pedesa

Ethulkotte
Rocomnudad 3 Bviverded
Through: Head, Department of Plant Sciences %‘Q____ “
| "—J.—_’ 2% el 26 (b6
...’:‘ R Py IR .'\A-_',-.‘
Dear Sir/Madam, ’
%,

Co-financing budget for the year 2015, through the annual budget and total co-financing for 4 years

This has reference to your letter dated 16/01/2016. Following table gives the co-financing budget for the
year 2015, as requested by you in the specific format.

Name of the co-financer | In-kind contribution Cash contribution Total cO-financing
__ 3 LKR{million)
University of Colombo | 134.9 - 134.9

Thank you

Sincerely,

b )
&fm-.r-"

L e
Shamala Tirimanne

Professor, Department of Plant Sciences
University of Colombo

Colombo 3
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I6RICULTURAL BIOTECENOLOGY CENTRE (AGBC)
o\ faculty of Agriculture

University of Peraderuya b
Peradeniya ¢
SriLanka
18" November 2015
Additional Secretary =
Ministry of Mahaweli Development and Environment
Sampathpaya

Baththaramulla

Dear Sir,
Co-financing for the Project on “Implementation of the National Biosafety Framework”.
With reference to the letter dated 05.11.20015 / Ref. 03/05/07DB-PPG Vol-11 , herewith, I

would like to forward the co-financing commitment by the Agriculture Biotechnology
Centre, Faculty of Agriculture, University of Peradeniya for the said project implementation.

Z-Thema tic Areas | Amount (SL Rs. Milion) | Amount Total financing SL
per vear USS/Yr* Rs. Million for 4 yrs
Education 5 0.5 3571.43 2
_ Awareness 0.5 3571.43 2
| Training 1 7142.86 4
| Capacity building i 7142.86 4
Research 7.5 53571.29 30
Total 75000.00 42

*[JS$1 =SL Rs140.00

Piease note that all above commitment are in kind basis and calculated by considering the
time of the director, technical staff & laboratory staff, green houses and the laboratory space
available to implement the project work.

Thanking you,
Sincerely,

/

3 M. Surd a i ;
Dr. Surfiga KodithuwakRir ;177192 Koctithuweii
- ‘ 1 & !
Aclmg DIR:C'OT/AEBC Senior Lecturer
L)«p.n.rtnu ot Aniimat Sclence
Faculty of Agrig ufture
Universiy of Peradeniya
20400,80 Lanka

T0le:0094-81-2387180 , Fax: 0094-81-2387180 - E-mail: agbc@pdn.ac.lk

2 d“/
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20 November 2015

The Secretary

Ministry of Mahaweli Development and Environment
‘Sampathpaya’

82, Rajamalwatta Road

Battaramulla

Co-financing for the projcct on "Implementation of the National Biosafety
Framework in accordance with the Cartagena Protocol on Biosafety (CPB)"

This has reference to your letter (Ref. No. 03/05/07BD-PPG Vol11), requesting to provide
ongoing institutional commitment related to the above as monitory values to make final
calculation of the country’s obligation for providing Rs. 307.5 M as co-finance.

Please find the information in the attached format as requested. D )
B
Thank you. -
. WV
Yours Sincerely, . \_Aj\NJ
Director General CE FOUND ATION ¢ \ —~1

i F—" 1 NATH INAL SCIEN
{7- it 47/5, Maitland Place,
, .. B4 % 2
Dr. Seetha | Wickremasinghe ™ Colombo .

Acting Director General

RDISAVM

cc:  Mr Gamini Gamage, Additional Secretary (Environment), Ministry of Mahaweli ’ ’ @
Development and Environment

5y

475, c80ex0 ooorm, caug 07, @ @eml 4745, Qulinnen. GGmm, Ganigoy 07. Genems. 4775, Mantland Place, Colombo O, St Lank

olee ong urBunerit Qurgy Dirccion Grovral:
£ +54 11 2684170 +84 11 26967713 Gam +94 11 2694170 +84 11 2686771-3 198 11 2694170 DELL2GONTT
& dir@nsfac. Ik Infol@psiac |k = s dis@nstac. Ik mfug@wst av lk 12 dar@nsta i@yt g 1k
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Co-financing for year 2015, through the Annual Budget &Total Co-financing for

4 years

Name of Co-financer ;: National-Science Foundation

Co-ﬁnané:'i’ng
Sources

Thematic Areas

Annual Budget

1. Funding Research related to
biotechnology
2. Capacity Building —
i) Human Resource
Development
ii) Dissemination of research
findings
3. Awareness/training

Amount per
year (Rs.
Million)

47.5

1.5

0.2

Amount (USS)
(USS 1= Rs.
140) per year

365,714.3

Total Co-
financing for
4 years (Rs.
Million)
204.8
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A2 B M ORGANIZATION  UNIESPOUR UNIDAS PARA a_Zy,31,
# OF THE LUALIMENTATION LA AGRICULTURA sU
R AL

v K A @ FOOD AND ORGANISATION ORGANIZACION A——oldlo
\ / H AGRICULTURE DES NATIONS DE LAS NACIONES A0l £Y1
x
P_‘
UNITED NATIONS ~ ETL'AGRICULTURE Y LAALIMENTACION  3a - =}

OFFICE OF THE FAO REPRESENTATIVE FOR SRI LANKA AND MALDIVES
P.0. BOX 1505 NO. 202 BAUDDHALOKA MAWATHA COLOMBO 7 SR1 LANKA
Tel: 011 2580798 2588537 2504672 2508998 Fax: 011 2587990 Email: FAO-LK @ilfao.org

14 March 2016
Dear Dr. lishi,

Co-financing for the project “Implementation of the National Biosafety Framework in
accordance with the Cartegna Protocol on Biosafety”

We are pleased to collaborate with the proposed GEF project “Implementation of the
National Biosafety Framework in accordance with the Cartegna Protocol on Biosafety (CPB)”.
FAOQ has been actively involved in the formulation of this very important project designed to
implement the National Biosafety Framework in Sri Lanka in accordance with the CPB.

As some activities of the UN-REDD programme are very much in line with the proposed
activities under the above project, FAO would like to offer in-kind co-financing contribution
worth USD 400,000 from the UN-REDD programme to facilitate activities under
aforementioned project.

Thank you and best regards

/4,/2\_\ P ’)7"
&

Nina Brandstrup
FAO representative

Dr. Naoko lishi

Chief Executive Officer and Chairperson
Global Environmental Facility

1818 H Street, NW

Washington, DC 20433,

USA
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