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DISCLAIMER

Information contained in this document is providegl MELAD in association with
partner Ministries and Key Stakeholders on behalf f
the National Coordinating Committee (NCC) for theevi@lopment of the
National Biosafety Framework (NBF) project. The tddi Nations Environment
Programme (UNEP) is not responsible for the infdroma provided in this
document. UNEP does not make any warranty of amyd,kieither express or
implied, including, but not limited to, warrantiesof the accuracy,
reliability, completeness or content of such infatibn in this document.
Under no circumstances shall UNEP be liable for amyss, damage,
liability or expense incurred or suffered which iglaimed to have
resulted from the wuse of or reliance upon the mftion contained in
this document, including, but not Ilimited to, anyault, error, mistake,
omission or defect. Under no circumstances shallEBNbe liable for any
direct, indirect, incidental, special, punitive orconsequential damages.



EXECUTIVE SUMMARY

Modern biotechnology that produces living modif@ganisms (LMOs) through advanced
scientific techniques of genetic modification hagt popularly used to increase benefits in
agriculture, fisheries, health, trade, and the remwnent. While there is still much
uncertainty on the effects of this technology, s®uentific studies reported that LMOs
have adverse effects on biodiversity and humarthedhlus increasing concern worldwide

on the movements of LMOs and applications of motéstechnology.

A global effort to address potential risks resgjtirom biotechnology and its products came
into effect through the Cartagena Protocol on Beigato the Convention on Biological
Diversity. The Cartagena Protocol ensures protectidiological diversity and also human
health from possible risks and adverse effects MOk, focusing on the transboundary
movements of LMOs. Kiribati, as a party to the @gena Protocol has committed to fulfil
her obligations required under the Protocol. Thiotige UNEP-GEF and GoK funded
‘Development of a National Biosafety Framework (NBproject, Kiribati was able to
produce this NBF.

This NBF contains five key elements: a Biosafetlidypa Regulatory Regime; System to
handle applications for permits/licenses; Systemsgdllow up actions; and mechanisms for

Public Awareness and Participation.

This NBF was developed through multi-stakehold¢ional consultations; the assistance of
consultants that undertook studies on baselin@dhoblogy information, institutional and
legislative review, policy formulation, and drafjiof a Biosafety Regulation; the assistance

of a National Coordinating Committee, and a Tediniask Force.

Policy formulation was in consistence with the Kaii Development Plan and related
programmes particularly the Kiribati National Bigdisity Strategy and Action Plan
(KNBSAP). Policies for biosafety were guided byngiples that commit to the benefit for
Kiribati; ensures sustainable development; ensprgsic awareness and participation;



strengthens quarantine, biosecurity, and biodityersonservation; enhance traditional

values; and adopts the precautionary approach.

The Regulatory Regime for biosafety is the propd3edafety Regulations (Appendix A)
which is to be operational under the Environment 2299 (as amended). The Biosafety
Regulations specifically provides for the regulatiof the transboundary movements of
LMOs and the applications of modern biotechnologyaccordance with the Cartagena
Protocol on Biosafety. The Regulations set up tHheniaistrative arm for biosafety
management including for the ‘Advanced Informed e&ggmnent’ (AlA) procedure for the

first transboundary movement of an LMO.

The Administrative systems for the management os&ety consist of systems appropriate
for the procedure for handling of an applicatiomnitoring and enforcement. A proposed
application procedure is outlined containing theAAIRisk Assessment, sharing of
information with the Biosafety Clearing House (BCHind the facilitation of public
information and participation. The National Focalr® (ECD) overall provides the national
linkage for biosafety with the CBD/Cartagena Protdecretariat, the National Competent
Authority (NCA), Technical Advisory Group (TAG), drthe public. The NCA, as the key
authority makes decisions on the approval of adiGin including the overall national
management of biosafety. Existing systems on mongcand enforcement within ECD,
Quarantine, and Customs all play important function follow up activities on the

intentional, unintentional, and illegal release&MIOs.

Mechanisms for public awareness and participatrenpaovided for in the administrative
system for procedures for handling of applicatiolbe mechanism in the procedure
provides for the public to be informed, consultedd to make submissions on LMO
applications and decisions. The public would als@btlequately informed and educated on
biosafety matters by utilising existing public aa@@ss mechanisms and programmes within

ECD, relevant ministries, NGOs and other stakehslde



Recommendations highlighted the need to adopt M-, the proposed Biosafety
Regulations, and consideration of capacity buildargl strengthening requirements for
biosafety management. This NBF provides an impbr&ap towards protection of
Kiribati’s biodiversity and also human health framsks of LMOs and applications of
modern biotechnology, and for the Government oitdéir in meeting her obligations, as a

party to the Cartagena Protocol on Biosafety.
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GLOSSARY

Cartagena Protocol on Biosafety @ — The global legal instrument for the
regulation of transboundary movement, handling and use of so called 'Living
Modified Organisms' (LMOs). The objective of the Protocol is to contribute to
ensuring an adequate level of protection in the field of the safe transfer, handling
and use of LMOs, taking also into account risks to human health, and specifically
focusing on transboundary movement (Article 1, Cartagena Protocol on Biosafety
to the Convention on Biological Diversity, 2000).

Biotechnology — Any technological application that uses biological systems,
living organisms, or derivatives thereof, to make or modify products or processes
for specific use. (Convention on Biological Diversity, 2000).

Modern Biotechnology — means the application of:
a. In vitro nucleic acid techniques, including recombinant deoxyribonucleic
acid (DNA) and direct injection of nucleic acid into cells or organelles, or
b. Fusion of cells beyond the taxonomic family, that overcome natural
physiological reproductive or recombination barriers and that are not
techniques used in traditional breeding and selection.

LMO - defined in the Protocol to include only those living organisms that
contain novel combinations of genetic material, and have been produced using
the techniques of modern biotechnology. The terms LMO and GMO (Genetically
Modified Organism) although there is a slight variability in meaning have
generally been used interchangeably. GMO is commonly used in the European
Union. Other terms having a similar meaning include ‘transgenic organisms’,
‘genetically engineered organisms' and 'organisms with novel traits'. LMOs that
are subject to the provisions of the Protocol include those which may have
adverse effects on the conservation and sustainable use of biological diversity,
taking also into account risks to human health (Article 4, Cartagena Protocol on
Biosafety).

DNA — Deoxyribonucleic acid - contains the building instructions that determine
particular characteristics to be inherited by organisms.

Gene — The basic unit of heredity transmitted from generation to generation
during sexual or asexual reproduction; an ordered sequence of nucleotide bases,
comprising of a segment of DNA. A gene contains the sequence of DNA that
encodes an individual protein or RNA.

Genetic Material — any material of plant, animal, microbial or other origin
containing functional units of heredity (Article 2, CBD).



Novel combination — a combination that was not previously known to exist at
the time it was first produced.

In vitro nucleic acid techniques, or cell fusion — modern technology molecular
laboratory techniques which allow very large evolutionary barriers to be crossed.
Genes (genetic material) in this process are moved between organisms which
have historically not known to have genetic contact.

Transboundary Movement — the movement of a living modified organism from
one Party to another Party, save that for the purposes of Articles 17 and 24
(Cartagena Protocol on Biosafety) transboundary movements extends to
movement between Parties and non-Parties.

Risk — generally defined as the magnitude of the harm measured against the
probability of occurrence of the harm.

Precautionary Principle - Stipulated to the Protocol by Decision 11/5 of the
Conference of the Parties to take into account the principles enshrined in
Principle 15 of the Rio Declaration on Environment and Development: “In order to
protect the environment, the precautionary approach shall be widely applied by
States according to their capabilities. Where there are threats of serious or
irreversible damage, lack of full scientific certainty shall not be used as a reason
for postponing cost-effective measures to prevent environmental degradation.”



1. INTRODUCTION

1.1. Background

For centuries, plant and animal breeders havedrelre biotechnology to produce higher
yield products and desirable characters througbcset breeding and cross-fertilisation.
This process, referred to as ‘vertical gene trahsgeusually done within the same species

and can be done with related species.

Over the past 30 years, the ability to change liagacteristics of any biological systems has
been fundamentally changed by modern biotechnoldgglern biotechnology has allowed
scientists to extract and transfer a single gerl@NoA from a plant, animal or microbe cell
and place it in another plant or animal’s DNA irder to introduce specific or desired
characteristics or traits. Modern biotechnologyaisout genetic modification and is
commonly known as genetic engineering. Gene trartgfe now be done between two
different or unrelated species e.g. bacteria tatpknimal to plant, and animal to human,
using contemporary molecular laboratory technigliéss type of gene transfer is referred
to as ‘horizontal gene transfer’. Horizontal gerams$fer cannot occur naturally and cannot

be achieved using traditional selective breedingrass-fertilization techniques.

Modern biotechnology, is popularly used the fiebddsagriculture, health, fisheries, trade,
and environment. Products derived from the teclgylare commonly referred to as

genetically modified organisms (GMOSs) or living nifeetl organisms (LMOs). The two



terms are commonly used interchangeably. The l&tenainly used in the text of the

Cartagena Protocol on Biosafety and this NBF dociime

The following provide examples of LMOs developeahfrmodern biotechnology, and their

applications:

GM bacteria (Rhizobium meliloti) — contained gefresn five different species and
was genetically altered to enhance its abilityavjgle nitrogen to alfalfa plants on

farmland.

GM agricultural crops — examples include:

0 Papaya to be able to provide resistance to papayspot virus,

o Rice to provide resistance to ‘rice yellow mottleug’ which attacks rice in
Africa,

0 ‘golden rice’ - rice modified with genes from a Ewm and a daffodil to
produce vitamin A enriched rice to combat problemgh vitamin A
deficiency, and

o Bt-corn andBt-cotton crops — the crops were engineered WBitlyenes
derived from the bacteriumBacillus thuringiensigBt) to protect the plants

against insect pests.

In 2000, genetically engineered crops were growh@h2 million acres worldwide,
with almost three quarters of this acreage ocagiinirthe United States. These crops
including modified potato grown in the US have gainapproval to be grown
commercially. In addition, a wide range of othearn$s which includes tomato,
broccoli, canola, rapeseed, and soybean, havedrggneered to exprest-toxins

and are in various stages of development and rtegylassessment.

GM Trees — for research that aims to increase drewth rates, modify wood
structure, alter trees’ reproductive cycles, imprtnlerance to certain herbicides and

even store more of the gases that are responsitdgobal warming.



GM Animals — for research, food security and tratlee first GM animal was a

mouse developed in the USA in 1988. Others artecptys, and sheep.

GM Fish - for research, food security and tradearfples include modification of
Atlantic and Pacific salmon for increased growttesaand ability to survive in
extreme cold waters. Others were certain aquasipecies which includes ‘zebra’
fish known as the glofish, genetically modifiedot@duce a fluorescent red pigment

and is being promoted as an acquarium pet.

GM Insects — for medical and scientific researcharples include production of a
Fruitfly Drosophila melanogasterand mosquitoes engineered not to host the

malaria virus.

Some scientists and proponents of modern biotecgyobelieve that the technology
provides the solution for the world’s problems. eytbelieve it could ensure food security
for the world’s growing population, benefit the @omment by reducing the need for more
farmlands, improve the health of the environmert p@ople by the reduction of the use of
pesticides and herbicides, lead to advancememntsedficine in particular pharmaceuticals

and improve fibers and fuels.

However, this rapid advancing technology has akised health and environmental
concerns worldwide. Because this technology isv&@ily new, much is unknown about how
LMOs and products from them may evolve or intevath other species, and human beings,
in different environmental conditions. Growing estite of some of recent independent
scientific studies have concluded that LMOs hawees® impacts on biodiversity through
contamination of natural species and varietiese laxicity effects to non-target species and
have allergenicity and toxicity effects to humapsmexposure and consumption.

From the above concerns, a global effort to elinein@nd/or reduce the potential risks

resulting from modern biotechnology now known asshfety, has been implemented.



Biosafety, is a term and concept originated fromm@onvention on Biological Diversity and
it refers to the need to protect human health badcetivironment from the possible adverse
effects of modern biotechnology and its productses&fety, for Kiribati context, involved
linked processes that ensure protection from thssiple negative impacts of Living
Modified Organisms and other applications of modaotiechnology on the conservation
and sustainable use of biodiversity, human heatttl,on culture and traditional skills of I-
Kiribati.

Parties to the Convention on Biological Diversiéggponded to the challenges by launching
negotiations on a legal agreement that would addtes potential risks posed by LMOs.
Approximately five years of negotiations have resililin the adoption of an international
agreement known as the Cartagena Protocol on Bigstf the Convention on Biological

Diversity which was adopted in January 2000 andredtinto force on 11 September 2003.

The Cartagena Protocol on Biosafety, aims “to doue to ensuring an adequate level of
protection in the field of the safe transfer, harglland use of living modified organisms
(LMOs) resulting from modern biotechnology that mbhsve adverse effects on the
conservation and sustainable use of biologicalrditye taking also into account risks to
human health, and specifically focusing on trangAolary movements”. (Secretariat to the
CBD, 2000).

Specifically the Protocol focuses on the transbamdnovement of LMOs and those
intended to be introduced into the environment, als® on LMOs that are to be used
directly as food, feed or for processing (LMO-FEP$he Protocol emphasises the
application of the precautionary principle to ereszgero or minimal risks to the environment
and human health in the use of this technology. bimef, the precautionary

principle/approach justifies early action includiagpropriate cost-effective measures to
prevent harm and an unacceptable impact to theagmaent and human health in the face

of scientific uncertainty.



In light of the above the Global Environment Fagi(iGEF) Council in partnership with the
United Nations Environmental Programme (UNEP) adjrieecarry out a Global Project
entitled “Development of National Biosafety Frameka)’ for which up to 120 countries
has now participated in including Kiribati. The anfithe Global Project is to assist member
countries to prepare for entry into force of thet@gena Protocol on Biosafety through the

establishment of a national biosafety framework.

Kiribati supports the concept of biosafety for tbllowing reasons:
Kiribati has a high dependency on imports in palicfood imports, and as a result,
has a high expose and vulnerability to LMOs;
Kiribati has a connection to the world through &artksearch, partnership ventures
for development, in particular agriculture and désbs, and recognises the
involvement of LMOs;
Kiribati has an interest in safeguarding agains mad emerging world issues

including terrorism.

Kiribati lacks the capacity by itself to combat Ipiems of physical damage to its
environment that may arise as a result of advenpadts of LMOs. Hence capacity building
is an important element in Kiribati's approach todafety. Capacity building will help
ensure the protection of Kiribati's fragile, culily and economically significant
environment, and the protection of the healthucelaind traditions of its people. As a result
Kiribati signed to the Protocol on 7 September 20@king it eligible to participate in the
UNEP-GEF's Global Project to prepare countries kvetbping national biosafety
frameworks. On 20 April 2004, Kiribati confirmed itommitment by ratifying the Protocol.

1.2. Environment Setting



The Kiribati archipelago has 810 krof dry land that collectively made up of 33 island
spread out in a vast EEZ of 3.55 million %im the central Pacific Ocean. The islands are
located where the 180Meridian crosses the Equator and extends to 4edegmorth and
south of the Equator. The geographic spread reaB88 km from east to west and 2,000
km from north to south. There are 3 main groupsskainds — the Gilberts Group, which
includes the capital South Tarawa, and main comaiarentre of Kiribati; the Line Group;
and the Phoenix Group. With a richness of marinedibersity and unique pristine
environment, the Phoenix Group has been identifidzk a potential site for World Heritage
listing. Kiritimati atoll in the Line group is theiggest atoll in the world and holds a
diversity of avifauna that is of regional and intgiional significance. The Atoll provides
nesting, roosting, feeding and migration sitesofger 40 bird species. Amongst bird species
on the island are the sooty tern colonies and thdgertailed shearwater, reported to be
amongst the largest in the world. There is only endemic vertebrate species, the Line
Islands Warbler (Acrocephalus aequinoctialis) foamtly in Fanning and Kiritimati. This

species is now extinct in Fanning Island.

Climate is tropical with a temperature averagin@@tegrees Celsius. The humidity is high
and there is a high and ferocious salinity in theasphere. The water table is thin and

brackish.

Traditional farming and fishing plays a very im@ot role in the life of the Kiribati people.
Other culturally important bodies of knowledge aratlitional skills, such as traditional
medicine, along with farming and fishing skills ggassed on from parents to children.
Hence the natural resources and biodiversity (feord fauna) in the atoll islands has long

been an integral part of the culture and survilexhents of an I-Kiribati life.

Kiribati’'s vegetation comprises mainly of shrubsdamrop plants such as coconut trees,
pandanus, breadfruits, and root crops includinggthiet swamp taro. Kiribati has a steadily
growing population, and there is mounting concesnt@a whether Kiribati's natural

resources can support this growing population. &gepi of the natural resources is already

impacting on the densely populated island of Sdwttawa (map 2). With the increasing



population and with limited arable land for suffict food security, biotechnology may
seem to offer a promising solution in the agria@tsector.

The 2000 census counted a population of 84,494, avitaverage growth rate of 1.7 % per
year from 1995-2000. In 2000, the capital SouthaWwar had 36,717 people or 44 % of the
national population. Economic indicator includesG®P per capita (2000; prelim) of
AUD$804 and a GNP per capita (2000; prelim) of AUREH3 (United Nations Common
Country Assessment, Kiribati 2002). Kiribati fallmder the UN category of Least
Developed Countries (LDCs) due to its low per @@DP, limited human resources and
high vulnerability to external forces.

Out of the total 12,609 households in Kiribati othlean formal employment, 38 % of
households depend on copra as the main sourcsslofirreome (Figure 1.1), 25 % rely on
fishing, 14 % on handicrafts, and 10 % on agricaltand seaweed farming. Ocean
resources are the mainstay of the economy for wabthut 80 % of households make a
living or survive through fishing. The main locdhgle food includes breadfruit grown in
60 % of households, and ‘babai’ grown in 51 % hbokis.

Figure 1.1: Copra, an important source of incora for
Locals and a significapart of their subsistence lifestyle.



The current trade report indicates that the impmutsveigh the exports by 10 to 1. In 2000,
Australia is a major trading partner in terms opaorts to Kiribati with a total of 44.5 %.
Other major countries of imports include Japanq®6), Fiji (13.3 %), New Zealand

(6.3 %), China (4.8 %), and USA (3.4 %).

Food imports to Kiribati continue to increase in theeth years (Table A), hence showing
Kiribati ever increasing dependency on externatifeources. Exporting countries include
Australia, New Zealand, Fiji, China, US, and Taiw&wustralia alone is responsible for

approximately 85 % of total food imported.

Table A: Summary of Total Quantity and Value of Foa Imports

Year Total Imports Total Value (AUD$)
(Net Weight in Kg)

2003 12,901,300 10,832.709.50

2004 13,177,484 13,043,026.00

2005* 13,991,750 15,756,534.60

(Source: Kiribati Customs Services, MFED, S2p@5)
" Data obtained until end of August only.

Generally the population is increasingly becominginmentally conscious, trying not to
disturb the current state of equilibrium in the gsdems sustaining life in the atolls. Kiribati
has agreed to fulfil international responsibilitiasthe global goal for sustainable resource
management. Atoll fauna and flora and other ecesysiare among the many resources that

need to be wisely, efficiently and effectively mged.

These problems, briefly mentioned above, have tesuh Kiribati importing a large
amount of food from abroad. It is obvious thatitierease of imported commodities will
bring in LMOs in some of the imported foodstuffelgtants products.

! Food includes fresh vegetables, fruits, meat, thea, cereals, sugar, processed can food, ancilieied (for chickens and

pigs).



Already visible on the market are imported procgdsed that consist of ingredients from
GM crops. With the increasing population and withited arable land for sufficient food

security, biotechnology seems to offer a promisioigtion in the agriculture sector.

The dawning light on biotechnology in Kiribati hagtiated the concepts of caution related
to these modified organisms. An important questeated to the use of LMOs in Kiribati
is whether the organisms will offer a means toaase our meagre resources or will they
produce untoward effects. Information on moderndaionology is very new to Kiribati and
it is not simple to decide its pros and cons witlr bmited information and lack of

knowledge.

1.3. Objectives of the NBF

This National Biosafety Framework (NBF) aims toabtish and provide Kiribati with

regimes that comply with the obligations in the t&gena Protocol on Biosafety. The
objective of the Cartagena Protocol is “to contébito ensuring an adequate level of
protection in the field of the safe transfer, hanglland use of living modified organisms
resulting from modern biotechnology that may hadeease effects on the conservation and
sustainable use of biological diversity, takingoalsto account risks to human health, and

specifically focusing on transboundary movemer{ecretariat of the CBD, 2000).

The NBF provides for a proposed biosafety polidmaistrative system, mechanisms for
public awareness and participation, and most inrapdst, a regulatory regime in the form of
a Biosafety Regulations 2005 (proposed), to be emphted under the Environment Act
1999 (as amended).



1.4. Overview of the NBF

This NBF document provides:
background knowledge on the concepts and applirsatd modern biotechnology
and Living modified organisms (LMOs) derived frohetapplications of modern
biotechnology
background of Kiribati social, economic, environtt@nand cultural setting
the context and formulation of the NBF, and methaogisd
status of the uses of biotechnology and existiistesys on biosafety in Kiribati
overview of institutional and legislative studiasdertaken under the Development
of the NBF project
proposed policies on biosafety and relation to NBS#d Kiribati Development
Plan
a regulatory regime on biosafety through a BiogaRetgulations 2005 (proposed)
operational under the Environment Act 1999 (as aled)) and its relation to other
relevant laws
proposed administrative systems in the handlingapplications for the first
intentional transboundary movement of an LMO, naig and enforcement
measures
mechanisms for public awareness and participadiod,
an overview of proposed priorities for considematior implementation of the
Kiribati NBF.



2. FORMULATION OF THE
KIRIBATI NBF

2.1. Context of the Kiribati National Biosafety Fra  mework

Although Kiribati signed the Cartagena ProtocaoSeptember 2000, and has also decided
to ratify the Protocol, the country has no compnreinge policy on biotechnology and bio-
safety. With the assistance and cooperation of WWNEP-GEF and key national
stakeholders, the Kiribati Ministry of Environmehfnds and Agriculture Development
(MELAD) has developed this important national bfespa framework which addresses
the formulation of a biosafety policy proposal,rafdt Environment Bill 2005 and a draft
Biosafety Regulations 2005. This framework will iassKiribati in implementing
biosafety measures that will contribute to the aunsible livelihoods in the atoll islands
of Kiribati and at the same time fulfil its obligamns under the Cartagena Protocol on
Biosafety.

2.2. Key Elements

A National Biosafety Framework is a system of legachnical and administrative
mechanisms established to handle safety in thek diemodern biotechnology. The National
Biosafety Framework of Kiribati is being developadiccordance to the relevant provisions
of the Cartagena Protocol on Biosafety. There me Key elements of this framework

which are:



A biosafety policy

A regulatory regime

System to handle requests for permits/licences

Systems for

‘follow up’ actions (risk assessmengcision-making, and

management)

Mechanisms for public awareness and participation.

2.3. Methodology

The approaches used to provide policy guidelineBiosafety include:

review of existing national environmental and Biesgrelated legislations,

review of related regional and international coriwars and agreements on

environment and trade, and

consultative meetings of stakeholders with intetasBiosafety. Stakeholders

included:

o

O O O o o o o o

Agriculture including research and quarantine;

Health including public health, environmental hbadnd nutrition;
Consumer protection;

Trade;

Customs;

Planning;

Attorney General’s office;

Fisheries;

Community organisations including churches, womenggoups,
fishermen, youth and farmers;

NGOs including AMAK (National Women’s FederatiomSP, KANGO,
and Maurin Kiribati Association (traditional heaeassociation); and

Private sector including wholesalers and smalleseaterprises.



The Environment and Conservation Division (ECD)tlé Ministry of Environment
Lands and Agriculture Development (MELAD) is thadegovernment agency to handle

Biosafety issues.

The Policy Proposals on Biosafety have been fortadlan collaboration with key

governments, non-government organizations, andipuiierest groups that are directly
or indirectly involved or would be impacted on timportation or transboundary
movement of LMOs in Kiribati.

There was an active Multi-Stakeholders National il@oating Committee (NCC) and a
Technical Task Force (TTF) established to assisthen development of the Kiribati
National Biosafety Framework.

The membership of the Kiribati National Coordingti@ommittee (NCC) on Biosafety
comprised of representatives from government agsenancluding agriculture, trade,
consumer protection, fisheries, customs, health &ghl. The non-government
organisations represented is the Maurin Kiribats@gation, Kiribati Association of
NGOs (KANGO), churches, youth, AMAK, and the Kirtb&hamber of Commerce.

The Technical Task Force comprised of members fiten NCC but mainly of
government representatives whose work could had&ext impact on biosafety, and
who had the technical expertise in planning andiementation of activities required to
expedite the development and formulation of an N&Kiribati. Members were from
agriculture (research and quarantine), environnfadininistrative staff, environmental
impact assessment staff, environmental inspecaois biodiversity staff), customs, legal,

consumer protection, Kiribati Chamber of Commehmaslth, and fisheries.

Independent consultants have worked closely wihERD and the Task Force on the
Project in conducting baseline surveys and infoionatollection on the existing use of
biotechnology in Kiribati, and institutional reviewonsisting of both legislative and

administrative aspects in relation to implementatid biosafety measures in Kiribati and



of regional and international responsibilities aplligations on biosafety and related
issues. An international legal consultant assishexd project in drafting the Biosafety

Regulations and an analysis report of relevantabety legislation.

The MELAD has used a multi-disciplinary approachd&vise a new Kiribati vision and
policy on Biosafety taking into account the nationaiorities and international

responsibilities of the country.



3. STATUS OF
BIOTECHNOLOGY
AND BIOSAFETY

3.1. Existing use of Biotechnology in Kiribati

A study enabled through the ‘Development of thaeli&ti National Biosafety Framewor
project, collected and analys initial baseline information on existing public apdvate
programmes and activities related to biotechnoldgye study was mostly carried ¢
through substantive mulsitakeholder consultations including with departraeof
agriculture, health, planrg, customs, trade, and consumers Protection Umdg
representatives from the private sector includihg former wholesaler Abamako
Trading Ltd, the Foundation of the Peoples of tbatB Pacific (FS-K), fishermen anc
fish trade operators, and farm.

Specifically the study looked
the current use of modern biotechnology in the fofractive or planned nation:
regional and multilateral projects related to thendling and safe use
biotechnology and its produ
existing systems and humaisources with the knowew capacity in handling ¢
LMOs and products thereof, ¢
existing subregional biosafety frameworks and mechanisms fombaisation o

risk assessment and managen

The study found that there was very limited awassenand knovedge amongst tr

general public on biotechnology and modern biotetdgy, and the potential benef



and risks that they have. There was no local waatl éxisted for biotechnology nor other
associated scientific terms such as ‘gene’, ‘DN#id ‘genetically modified organism’

and ‘living modified organism’.

There were no established biotechnology industiies no existing practices of modern
biotechnology in Kiribati. However there were bichi@ology applications in the sectors
of fisheries and agriculture. For example:
importation of algal feed and feed for other marorganisms in aquaculture
development programmes including the black lip begster and beach-de-mer
within the Fisheries division; and
the use of plant tissue cultures and propagatiotheds within the Agriculture

division.

Other living organisms imported include vegetaldeds imported from New Zealand
through the non-for-profit, non-government orgatisa— FSP, and more recently from
Taiwan through the Taiwan Technical Mission workingclose collaboration with the
Agriculture and Fisheries divisions, to improveeigtated agricultural farming and
production. Activities specific to the Taiwan Tedatal Mission include:
horticultural crop development of vegetables and frees
identification of available vegetable crops andaduction of new crops that are
acceptable by people in Kiribati
animal husbandry development which looks at hoglygpecton to meet the local
demand of meats and pig raisers on South Taraw#hanouter islands. The hog
production focuses on using local available feedhsas copra meal in
combination with commercial feed imported by theridglture division and the

private sector.

With Kiribati's increasing dependence on importade, and assistance in other sectors
including fisheries and agriculture, there was @smncern of Kiribati’s vulnerability of

exposure to the applications and products of mobieiechnology.



There was very limited capacity and resources t dppropriately with LMOs. The

gaps include appropriate technical skills and kmaolge for the risk assessment,
examination and management of LMOs, and institstiamd facilities that may be

required for advanced risk assessment of LMOs.

South Tarawa for the Gilbert Group and, Kiritimatid Fanning in the Line and Phoenix
Groups are the two islands with the main portsnifies by air and sea. Boarder control
is important for the transboundary movements of LdM&hd their products, however

there was limited capacity at these ports for assgsand handling of LMOs.

There was a strong recommendation resulting fraentwo consultations carried out on
Kiritimati Island that a separate biosafety comedttneeded to be established in
Kiritimati. The recommendation for a separate biega committee was seen as
appropriate, because of the very isolated geograplacation of Kiritimati Island with

reference to South Tarawa, with different environtaksetting and trading partners. For
example, Kiritimati is currently more exposed toogucts from the US through
connections with Honolulu, Hawaii, while South Taea has more imports from

Australia.

There was generally a great support and consemsasgst the population consulted on
the relevancy and importance of a national biogdi@tmework, and for building of in-
country capacity including scientific literacy, ftre purpose of strengthening biosafety
measures. There were also strong recommendationsngider the application of the
‘precautionary approach’, and to take into accdbatuncertainty of adverse impacts of
LMOs on the environment, human health, and on oeiléund traditional skills of Kiribati,
as the basis of decision making, rather than sdlaked only on scientific assessments.
An emphasis was also placed on the importanceerfuste public awareness on modern
biotechnology and biosafety issues.



3.2. Institutional Review (Legislative and Administ  rative)

A study on the institutional review for the legisl@ and administrative frameworks
relevant for biosafety in Kiribati was conductedden the Development of the Kiribati
NBF project in August 2004.

The review ensured that the country’s policy angppsed legislation on biosafety were
in line with the principles of the Cartagena Proloand other related national, regional
and/or international agreements, but ultimately thabe needs and special fragile

environmental circumstances of Kiribati.

The review discussed the legislation of Kiribatttls relevant to or related to biosafety.
It gave an outline of how each piece of legislatiperates and how it works in practice.
It also suggested how the legislation could be usekinplement the objectives of the
Cartagena Protocol. Legislations reviewed include:

The Environment Act 1999

The Customs Act 1993 (now replaced by the Custont805)

Plant and Animal Quarantine Ordinance 1931

Importation of Animals Ordinance 1919

The Plants Ordinance 1976

Fisheries Act 1977

Consumers Protection Act 2001

Pure Food Ordinance

Food Safety Bill

Biosecurity Bill (replaces Importation of Animals r@nance and Plants

Ordinance)

The review made some comments on the followingc®pf relevance to biosafety:
Pesticide and Herbicide Use
Biodiversity

Endangered Species



Socio-Economic Considerations
Indigenous and Local Communities

Intellectual Property Rights

The review discussed various regional bodies thay rhave some impact on the
implementation of the biosafety protocol:
Pacific Islands Forum (Forum Secretariat)
Secretariat of the Pacific Community
South Pacific Regional Environment Program (Seaoadtaf the Pacific Regional
Environment Program)
Forum Fisheries Agency

University of the South Pacific

The review also discussed various internationa@ments relating to biosafety:
Agenda 21
Rio Declaration on Environment and Development
Convention on Biological Diversity
Convention on International Trade in endangeredispef wild fauna and flora
Agreement setting up the World Trade Organisation
Agreement on the Application of Sanitary and Phgtatsry Measures
Codex Alimentarus

International Plant Protection Convention (IPPC)

The review briefly discussed the possibilities tioe National Competent Authority and,

raised the issue of budgets, public awareness antidipation on biosafety.

The review then gave an analysis of the issuesedaisnd made the following
recommendations, that:

a Kiribati policy on biosafety be made

a suitable legislation be enacted on biosafety

ECD be the National Focal Point for Biosafety Issue



a Biotechnology and Biosafety Section be establisine ECD, with financial
provision
the national focal point establish regular meetiofgsompetent authorities

plans are developed for human resources developanenpublic awareness.

3.3 Analysis of Legislation

A further review following the institutional reviestudy (in 3.2) was also enabled under
the NBF project in December 2004. The study pravifiether review and drafted a

proposed Biosafety Regulations 2005 (Appendix Ajawwnulate the regulatory aspects
of the Cartagena Protocol.

The review analysed the current law in terms of:
A national competent authority and a national fquaht
The precautionary approach
Regulation, management and control of LMO’s
Risk assessment based upon sound scientific apalysi
Effects on the environment and on the biologicaedity
Risks to human health
Transboundary movements
Public awareness and participation
Preservation of cultural and traditional values

Regional and interregional cooperation and harnatiois of arrangements



5. REGULATORY REGIME
FOR BIOSAFETY

5.1. Introduction

A regulatory system for biosafety in Kiribati cosisi of a proposed ‘Biosafety

Regulations 2005’ (Appendix A; section 5.3), ‘Emnment Act 1999 (as amended;
section 5.2)", and partly other laws containingevent provisions for biosafety measures
(section 5.4).

5.2. Environment Act

The Parliament of Kiribati passed an Environment #c1999, which contained some
controls on development and pollution. The Act wagiewed and revised to make it
more encompassing of wider environmental issues.ceftain deficiency of the

Environment Act 1999 was that it did not allow tMeister to make general regulations

to implement international agreements.

Even so, certain provisions of the Environment Wete still relevant to the Cartagena
Protocol. The Act provided for: the general enviramtal principles of sustainable
development (6.1.b), environmental management andervation of biological diversity
(6.2.b), the precautionary principle (6.2.a), eonmental inspectors (10), development
control (13-17), review assessment (26-27) and taong (28). The Act also provided



for a Schedule of prescribed developments (13.1tramply with a comprehensive
system of control of development activities, mainlging environmental impact
assessment. The genetically modified organisms (§M&ere included as one of the
prescribed activities in the Schedule.

The current Environment Act 1999 (amended Septer2béi7) now in place is more
comprehensive in the regulation of broader enviremtal issues.. Of significance to the
Act (as amended) was the provision (85) that altbwiee Minister with the advice of
Cabinet to make regulations for the implementatainan international agreement,
convention, protocol, and other similar documemtsgive effect of Kiribati’'s wider

responsibility for the environment.

Provisions in the Environment Act 1999 (as amendelgyant to biosafety include:
85. Regulations (1), (2), (3): enables the Ministerthe making of regulations to
give effect of the Act, international agreementsj anposing of penalties;
80. Making and effect of environment protocols{12): allows the Minister with
the advice of Cabinet to make an environment pwodtomith consultation
requirements as prescribed by a regulation;
81. Environment committees (1) — (2): allows theniglier to establish an
environment committee with functions to advancedbgcts of the Act.
5. New section 4A. Extent of Act: enables the aggtion of the Act throughout
waters and the exclusive economic zone of Kiribati;
5. New section 4B. Requirements of decision maka)g- (f): requires decision-
making to take into account the culture and tradal values of the people of
Kiribati, to minimise adverse effects on subsistelifestyle, to be consistent with
the precautionary principle, and not to allow fimks of extinction of species in
Kiribati.
6. (2) — (5): allows the Minister to appoint a mipal environment officer,
inspector(s) to carry out functions under the Act;
15. Pollution of waters (1) (a) — (e): prescribesoffence in the pollution of water

bodies from any substance;



23. Harming coral reefs, mangroves and sea grafss be

24. Harming a protected species or its nest or ldwggblace;

25. Trading, etc of protected species;

31 — 39: provides for application for an environténense, and prescribes
procedures required including the consideratioaroépplication and requirement
of an environment impact assessment report;

45. Management of protected areas (1) —(2): allthvesprincipal officer for the
managing of protected areas and include providargcbmmunity participation,

and promotion of research and monitoring;

5.3. Biosafety Regulations

A proposed Biosafety Regulations 2005 (Appendix f&) Kiribati to be operational
under the Environment Act 1999 (as amended), wbalthe main regulatory regime for
biosafety. The Biosafety Regulations specificallypyides for the regulation of the
transboundary movements of LMOs and the applicat@ihnmodern biotechnology, in
accordance with the provisions of the CartagendoPob on Biosafety. The proposed
Regulations set up the administrative arm for detyamanagement particularly in the
establishment of a National Focal Point (NFP) antllaional Competent Authority
(NCA). The Regulations provides for procedures udolg the Advanced Informed
Agreement (AIA) procedure prescribed in the CamagBrotocol, for an application for
the first transboundary movement of an LMO. The iR&tgpns also prescribes measures
for LMOs to be used in containment, in transit, &imolse destined for unintentional and

illegal releases.

The proposed Biosafety Regulations 2005 has sits paranged as follows:
Part 1 — Preliminary: describes the objective agfthdions
Part 2 — Regulatory Framework for LMOs: describles National Competent

Authority and the National Focal Point, Technicablvisory Groups, and



prescribes their functions, and outlines relevantsl that are not to be affected by
the Regulations.

Part 3 — Procedures Relating to the ImportatiobMOs: contains administrative
procedures for an application for an LMO activityat include notification,
approval, scientific risk assessment, confidemtifdrmation, review of decisions,
and exemptions.

Part 4 — Other Regulatory Requirements RelatingLktOs: addresses the
exportation and transit of an LMO, those to be usezbntainment, for FFPs, and
illegal releases and transboundary movements.

Part 5 — Offences, etc: describes offences and@feent measures

Part 6 — Miscellaneous Provisions: prescribes tbgfication form, fee, and
issues of liability and redress.

Reviews of the proposed Biosafety Regulations,tified gaps and matters that need to
be addressed. Recommendations for amendments fwdpesed Biosafety Regulations
are listed in Appendix B.

5.4. Other Relevant Laws

Complementing the regulatory regime for biosafetgction 5.2. and 5.3), the existing
regulatory frameworks (sections 5.4.1 — 5.4.9) amst principles, goals and objectives
that are related to Kiribati policies on biosafefyhe laws are also applicable in the

handling of applications for LMO imports, and fotlbw up measures.

5.4.1. Quarantine Ordinance

The Quarantine ordinance provides for the treatnoéntessels, people and goods to
prevent the spread of diseases harmful to man. ®hdinance describes the procedure
for inspection, exclusion, detention, observati@®gregation, isolation, protection,

treatment, and disinfection of vessels, personsgaods.



5.4.2. Plants Ordinance 1976

The Plants ordinance sets up a system that cortrelsnportation of plants and related
items. The Minister also has powers to declareraa af Kiribati an infected area, and

prevent the movements of plant into our out ofyihin, that area.

5.4.3. Biosecurity Bill 2004

The Biosecurity Bill, aimed to protect the heakhyironment and agriculture of Kiribati
and to facilitate trade in animal and plant produdthe Bill developed from a model
biosecurity legislation for Pacific Island coungijefacilitated by SPC, sought to
harmonise biosecurity related issues and proc@ssbe region, mainly the control of the
introduction and spread of new pests and disedfadiag plants and animals including

from imports and exports

The Bill did not have a definition of a “living nddied organism” but include all living
organisms whether modified or not. The Bill regataind focused on “Pest risk analysis”
including that of an LMO, and does not have apfilbcaof the precautionary principle.
The Biosecurity Bill would impact on biosafety meatt, thus it is important that it should
be developed in harmonisation with the BiosafetygiRations 2005 (proposed). The
Biosecurity Bill, however, has not yet proceededPtnliament for its enactment, due to
uncertainties in its text including practical apgplion in-country. The Agriculture
Division is postponing the Bill to pass Parliameastit needs further improvement work
on the Bill.

5.4.4. Importation of Animals Ordinance 1919

The importation of Animals ordinance allows the Miar to make regulations
prohibiting and regulating the importation of anlmaThe law sets out various
requirements for importing different types of animjaequires masters of vessels to

report animals and allows inspectors to searchelgss



5.4.5. Customs Act 2005

The Customs Act controls the movement of goods ami out of Kiribati. The Act lists
prohibited and restricted imports and imposes enstduty on certain items.

5.4.6. Public Health Ordinance 1926

The Public Health Ordinance gives the MinisterHi@alth the power to make regulations
to protect and advance the public health of Kirildlaegulations have been made dealing

with keeping premises clean, water, litter/garbdajeines, food, and infectious diseases.

5.4.7. Fisheries Ordinance 1977

The Fisheries ordinance provides for the licensadooth local and foreign fishing
vessels. “Fish” includes any aquatic animal inahgdcoral and seaweed. The ordinance
only applies to commercial fishing vessels, requifish processing establishments to

have a license, and contains enforcement measuresritravening of the ordinance.

5.4.8. Consumer Protection Act 2001

The Consumer Protection Act provides for the rezqugnts of approved standards for
products and for the power of the Minister to makeorder for the recall of products
which do not comply with such requirements.

5.4.9. Pure Food Ordinance (Food Safety Bill 2005 u  nderway)

The Pure Food Ordinance provides for the proteatibnonsumers against adulterated
foods. The Food Safety Bill 2005 aimed to:

Promote public health and safety with regard talfoo

Regulate the preparation, sale, and use of food;

Promote fair trading practices in relation to foadd for related matters.



6. ADMINISTRATIVE SYSTEMS
FOR BIOSAFETY

6.1. Introduction

This chapter describes the procedure for handlihgaro application for the firs
transboundary movement of an LMO (Figure 6.1), @sgibed in the Kiribati Biosafe!
Regulations 2005 (proposed). Existing administeaiystems appropri: for monitoring
and enforcement measures for biosafety are alswided.

6.2. Application Procedure

The procedure (Figure 6.1) provides the backbonejpplication for an LMO activit
under the Kiribati national biosaf¢ framework. The procedure reflects the applicatib
relevant provisions of the Cartagena Protocol: #hdvanced Informed Agreemel
Procedure’ (articles 10, 12), ‘Risk Assessment’ (article 16), involveresf key
authorities: the ‘National Focal Poiand Competent National Authority’ (article 1!
information sharing with the ‘Biosafety Clear-House’ (article 20), facilitation ¢
‘Public Awareness and Participation’ (article 28yd incorporation of ‘Soc-Economic
Considerations’ (article 26 The application format is contained in the ScheduliPart
VI of the Biosafety Regulatio 2005 (proposed)Without an approval, the activity
illegal and penalties apply.



6.2.1. Advanced Informed Agreement (AlA)

In the course of an application for an LMO-relatadtivity, the notifer sends an
application notificatioh for the first transboundary movement of an LMO le
intentionally introduced to the environment. Thdifieation is sent to the Director at
ECD as the NFP within the Ministry of Environmentands and Agriculture
Development (MELAD). Upon receipt of the applicatiootification, the decision
timeframe of 90 days starts, after which an ackedginertt of the notification should
be relayed back to the notifier/applicant. The Bioe of the NFP prepares and notifies
the NCA, the public, and the BCH.

The Director of NFP under the advice of the MELADNMter, calls the NCA (refer to
6.4) for the consideration of the application noéfion. The NCA examines information
in the notification in accordance to the notificatirequirements outlined in Part VI and
the Schedule of the Biosafety Regulations 2005p@sed), and consistent with Annex 1
of the Cartagena Protocol. The NCA examines infdionain the notification and may
request further information from the notifier. Ttimeframe for the 90 days comes to a
halt once the NCA waits for further information rincthe notifier. The clock for the 90
days starts again once further information requiredh the notifier has been received.
Once information for the notification is sufficierthe NCA examines the application.
Upon satisfaction on its examination of the noéfion information, the NCA proceeds to
advise and recommend to ECD to send an acknowlealgaigeceipt of application to

the notifier, all within the 90 days from the tirakreceipt of the first notification.

The AIA procedure, according the Cartagena ProtocoBiosafety, does not apply to
pharmaceuticals for humans that are addressedhiey imternational agreements (Article
5), LMOs in transit or those intentioned for contd use (Article 6), LMO-FFPs, and

1. Noatification: Minimum information, prior to the 8t intentional transboundary movement of an LMO bé&
provided in accordance with the format in the Scitedf the Biosafety Regulations 2005 (proposed) Annex
1 of the Cartagena Protocol.

2. Acknowledgement: of receipt of the notificationttee notifier/applicant and includes the date oknetof the

notification, and whether the application shouldgered according to the domestic regulatory framkewor



those identified as not likely to have adverse @ffeon the environment and human
health (Article 7).

6.2.2. Full Application

The notifier is then invited to send a full apptioa® of which a timeframe of 270 days
applies by which a decision was to be made. Thed2§8 starts at the date of receipt of
notification and includes the 90 days of acknowtadgt of the receipt of the notification.
The Director of the NFP again calls the NCA for #ssessment of the full application.
Any time spent in the waiting process for furth@&iormation requested from the notifier,
would not be counted towards the 270 day timefraifige full application should
proceed for full examination and risk assessmenthenpossible adverse effects of the

LMO of interest to the wider environment and nagilowell-being.

6.2.3. Risk Assessment

For the assessment process, the NCA may appointitably qualified Technical
Advisory Group (TAG) that may be relevant minissriexpert institutions or consultants,
to undertake a risk assessment on the proposed apffication. Locating of suitably
qualified persons with advanced knowledge on modéstechnology in-country would

be difficult, hence A TAG may consist of both inutiry and external experts.

The TAG undertakes a risk assessment, preparesreputts on its findings and
recommends decisions to the NCA. The NCA decidetherbasis of the risk assessment

report from the TAG and provides its decision te NFP.

An assessment of the impacts and risks posed WWMED, or product thereof, must be
carried out by the applicant. These should be pexviin the form of risk assessment

reports provided after the application.

1. Full application: should consist of all relevamfbrmation including scientific information, assenents and evidence

available on the impacts of the LMO on the envirentrand human health, and other information asiredu



This report(s) are evaluated by the NCA. The NCA/appoint a technical institution or
Technical Advisory Group(s) from a wide range cfaiplines for further evaluation. The
evaluation should be comprehensive and is intetaeal with all the potential risks to
the environment, biodiversity, animals and humaalthe The evaluation or assessment
should be done on a case-by-case basis since LM®shair products vary due to the
difference in the receiving organism, the genegieration, the proposed applications and

the receiving environment.

At the conclusion of the evaluation of the applitemeport, the Technical Advisory
Group(s) should report findings and recommendatimnshe NCA. The NCA must
prepare a report of its decision and the groundts afecision.

It should also be noted that the parameters f@rassessment should also include socio-

economic effects, ethical considerations and calltvglues of the nation.

The risk assessment is also based on the precatgtigminciple, i.e. the absence of
scientific evidence or certainty does not prevéat decision makers from rejecting the
approval of the introduction of an LMO, or prodticéreof, if the LMO has the potential
to cause harm to biodiversity, ecosystems, anioralgaiman health.

(i) Content of Environmental Assessment of thedRelef LMOs

Risk assessments may be conducted for:
the release of LMOs — those to be intentionaltyoiduced into the environment
such as fish, animals, seeds, seaweeds, plants;
for LMOs for commercialisation and research thatymaclude the safety
determination of facilities for cultivation, fermition, separation and
purification and other processing requirements; and
for sales and application of LMO products.

The content of assessment may include:

the analysis of the types and characteristics 0OislV



the assessment of the status quo of the receivgapnsms and ecosystems,
projection of environmental impacts,

risk assessment of the damages likely to be cabsedome uncertain and
unanticipated accidents, and

environmental protection measures adopted to mganthe damages from the

risks identified.

Environmental impact assessment procedures campfleed for the assessment of the
release of LMOs. These could be undertaken with vilweous appointed Technical
Advisory bodies or Institutions. The content of #revironmental impact assessment will
include:
analysis of the data and survey on the site;
define the terms of reference for the assessment;
conduct the assessment of sources and status guanafysis of environmental
impacts;
an analysis of economic benefits and losses anggtian of environmental
impacts;
the report or form of environmental impacts andppsed the measures for
control of environmental impacts;
The EIA should be submitted to the NCA for reviewdaapproval and for further

decisions.

6.2.4. Decision Making

The NCA must communicate its decision through tH&PNo the notifier/applicant to
acknowledge receipt of the notice, within 90 dafysegeiving the notification (minimum
information), and 270 days from the date of recaiptthe notification, on its final
decision on the application (full information), eéftendorsement by the Minister (section
12 (4) of the Biosafety Regulations (proposed)).Na¢ional Competent Authority (also
refer to 6.4), should make the final decisions ppraval for imports (Regulation 12)

upon completion of evaluation of applications basedisk assessments (Regulation 13)



and also taking into account the precautionary @ggr (Regulation 5), and
recommendations from the public. The NFP notifies public on the decision on the
application, and invites the public to make submiss including any requests for
hearings, if they wish to review the decision oe #pplication. A public hearing should
be panelled by ECD, the NCA, and other relevaritestalders.

The NFP confirms the final decision from the Mipison the approval of the application
to the notifier, informs the BCH, the public, antralevant ministries and stakeholders.
The import of an LMO may be approved with or with@onditions, prohibited, or still
further information requested to facilitate the idem making. However in accordance
with Article 10 (5) of the Cartagena Protocol arectoon 12 (8) of the Biosafety
Regulations (proposed), any failure to communicatedecision within the stated
timeframe shall not imply Kiribati’ consent to amentional transboundary movement or

importation of a living modified organism.
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Figure 6.1: Administrative Chart for Processing ofApplications for LMO Activity

1 RA: Risk Assessment should be carried out by gipmted Technical Advisory Group.

2 The public may consist of community, private seatelevant ministries and agencies, regional atetmational

partners.

Key: a — denotes downward direction of applicapoocess, from the notifier to in- country.
b and ¢ — denotes upward direction for appbcatrom in- country to notifier.




6.3. National Focal Point

The Environment & Conservation Division (ECD) oétNlinistry of Environment, Lands,
and Agriculture Development (MELAD) has been appednthrough consultation with
relevant ministries, to be the National Focal Po{MFP) for administering and
overseeing implementation of the National Biosatetgmework and all requirements of
the Cartagena Protocol. Regulation 6(2) of the &mty Regulations 2005 (proposed)
confirms ECD (the Division) as the NFP for purposesrelation to the Cartagena
Protocol. The Kiribati Development Plan (2008 — 2P&onfirms MELAD as responsible
for policy coordination and legislation on enviroemtal issues. The roles of ECD as the
focal point under MELAD are described in Regulat®rof the Biosafety Regulations
(proposed) and include:

Providing support services to the secretariatNGé, and TAG

Providing information including decisions on LMOgdigation, to the NCA, the

public, and the notifier; and sharing of informatwith the BCH

Deals with requests for the review of decisionsagtordance with article 12

(Cartagena Protocol, 2000)

Conduct awareness and education programs in nelatioLMOs and modern

biotechnology

Work collaboratively with relevant ministries, dswns, and agencies to

implement control measures relating to LMO actesti

Facilitate enhancement of human resources andutistial capacities in the field

of biosafety.

6.4. National Competent Authority

The National Competent Authority (NCA), to be apged by the Minister of MELAD in
consultation with other relevant Ministries, woutdmprise of experts from relevant
ministries, technical institutions, and stakehad@egulation 6 (1)). The NCA would be

the administrative organ for overseeing and coattitig processes for LMO applications,



enforcement, and follow-up activities. For thetfingtification process (Fig. 1), the NCA
is responsible for
overseeing the AIA procedure, appoint a relevarghiiecal Advisory Group (TAG) or
suitably qualified persons or institutions for theed to undertake further assessments,
convene hearings on public submissions, conveyrigs] recommendations and decision
of the TAG, to the FP and for endorsement by theidfier. Further functions of the NCA
are described in regulation 7 of the Biosafety Ragans 2005 (proposed) which
include:
Making of decisions in consistent with the prowsiof the Cartagena Protocol,
and to take into account the customs and traditdiSribati
Initiate the requirement and scope f risk assestnen
Establish policies and procedures relating to noomig and management of LMO
activities within Kiribati, and other matters retgg to applications of modern
biotechnology
Arrange for preparation of reports, and authomsatiof the provision of
information in accordance with the Biosafety Regaless (proposed) and the
Cartagena Protocol
Ensure to provide information to Cabinet, all Miniss and Divisions, on matters

related to LMOs that may have adverse effects ewitll-being of Kiribati.

6.5. Technical Advisory Group(s)

The Minister of MELAD on the recommendation of tNEA, may appoint a Technical
Advisory Group (TAG) from relevant ministries andsiitutions, to investigate and
undertake risk assessments to determine any adetests that it may have. Depending
on the nature of the LMO applied for TAG may be@pfed but not limited to:

ECD

Agriculture (Research and Quarantine)

Fisheries Division

Health (Nutrition Unit, Environmental Health, andldoratory department)



Trade, Industry, and Consumer departments
Independent experts

Other institutions

The functions of a Technical Advisory Group(s) désed in Regulation 8 of the
Biosafety Regulations (proposed) include to:
consider and report on any application made rajato the use, handling, or
transboundary movements of LMOs
recommend changes to any policy, or adoption okwa policy in relation to

LMOs and applications of modern biotechnology imitkati.

6.6. Existing Measures for Biosafety

Existing administrative systems to complement #faECD in relevant ministries and
departments may be considered to be utilised fer dffective control measures for
biosafety. The following describes how the existiagstems within ECD (6.6.1),
Quarantine (6.6.2), and the Kiribati Customs Ser\g.6.3) departments may work in
relation to handling of applications, risk assesstin#the monitoring, and enforcement of

LMO and modern biotechnology related activities.

6.6.1. ECD

(i) Handling of Applications

Currently, ECD, through its Environment Impact Asseent (EIA) section, handles
applications for obtaining of environmental licemséor activities that may have
significant adverse effects on the environmenttiSes 31 — 39 of the Environment Act
1999 (as amended), describes the procedure forcapph for an environment licence,
which includes prescription of the requirementsanfenvironmental impact assessment

report, and consideration of an application. Fdicieihcy, the AIA procedure and the



processing of applications for an LMO activity reed under the Cartagena Protocol,
may be incorporated into the existing environmécerce application system of ECD,

but with a protocol/guideline specific to an LMOrmodern biotechnology activity.

(i) Risk Assessment
Risk assessment is necessary for the NCA to md&emed decisions regarding an LMO
(CBD, 2000). ECD may undertake risk assessments aase-by-case basis, for possible
adverse effects of LMOs on biodiversity and ecaayst Risk assessments should take
into account, inter alia:
(a) All relevant scientific theory, evidence and expade
(b) The general characteristics of both the LMO or pmtdhereof and the parent
organisms, the vector(s) used, the genetic modiidica and the novel trait(s),
including marker trait(s) and other sequences ewgn not expressed
(c) The native environments or host range of the renipiorganism and donor
organisms
(d) The intended use(s) of the LMO or product thereaf the nature of the receiving

and surrounding environments

Guidelines or a protocol on risk assessment shbaldleveloped in consultation with
Annex Il of the Cartagena Protocol on Biosafetg &art IV for Environment Licenses
under the Environment Act 1999 (as amended), tarensonsistency and thoroughness.
Development of risk assessment guidelines and paeamshould be further developed
as part of the capacity building programme for theplementation of the national
biosafety framework.

(iif) Monitoring and Enforcement

Monitoring covers ongoing examination and review auftual adverse effects while

enforcement ensures compliance with the regulateggme. Environment Inspectors
with enforcement powers under Part VI of the Envinent Act 1999 (as amended), and
Regulation 25 of the Biosafety Regulations 200®gpsed) play an important role in the
long-term monitoring and enforcement of the Act &molsafety Regulation, including on



any intentional or unintentional release of LMOwithe environment and other offences
(Regulation 24 of the proposed Biosafety Regulati®@05). Amongst his/her functions,
an Environment Inspector has the power of inspgcéind testing any substance, and
seizing any evidentiary material (section 50 (2htering and inspecting premises
(section 52 (1) — (3)), and arrest any person siiegeto have committed an offence
against the Act (section 54). For the purpose ofrkimg more effectively, an

Environmental Inspector may also acquire assistanexercising any function (section

49 (5)). Hence, for the effective monitoring andogcement of LMOs and modern

biotechnology related activities, particularly ftreir detection at borders, it is very
appropriate that ECD also utilises the existingesys such as that with the Quarantine

and KCS departments.

6.6.2. Quarantine

(i) Handling of Applications

Applications in relation to the importation and ergation of LMOs in the form of plants,

animals or their products that may be receivedctliyeat the Quarantine offices at Betio
and Bonriki would be submitted further to the Qumiree office at the Agriculture

headquarters at Tanaea. The Director for AgricaltDivision would then notify and

forward the LMO application or related informatiaa the Director of ECD as the
national focal point for biosafety.

(i) Risk Assessment

Upon appointment by the Minister as a TAG to assigt undertake risk assessment on
LMO applications for specific plants and animalge Quarantine Officers would be able
to carry out the necessary assessments which elilg verification of information and
inspection of plants and products of interest, rtiseuntry of import, identification for

high risk species to Kiribati in terms of pest amdasiveness characteristics.



(iif) Monitoring and Enforcement

Quarantine has an important role in assisting @ ihonitoring and enforcement of
incoming of LMOs particularly with an existing cook system for Kiribati ports of entry.
Working closely with the NFP, monitoring by Quaiaet may include incorporation of
LMO related conditions on import or export actiggj and systematic inspection of the
existence, distribution, and invasive impact of LMM&nts and animals on significant

local plants and animals.

The Quarantine department would be able to underiaspection of imports of LMOs
(hence may detect illegal movements of LMOs) thtodlge inspection of incoming
passengers, vessels, cargoes and mails. Thegs #nm constantly inspected at the main
ports of entry.

At the airport, each passenger has to fill in threval card in which there are questions to
answer in respect of plants, animals and their yotsd From this card, a Quarantine
Inspector decides whether to proceed with the ictspe of the baggage. As for cargoes,

a cargo manifest is required to identify cargoes thight need inspection.

At the seaport, a cargo manifest is required tdkenaentification of reefer containers as
well as other dry containers of interest. In addita provision list is sighted followed by
inspection to ensure that they match. Vesselsatls®@ inspected for any live plants
(including seeds) or animals and may include LM@ngs, seeds, and animals. If any of
these are encountered during the inspection, thetemavould be advised to keep it on
board, and Quarantine Inspectors would then cormadtreport or refer the case to the

NFP for further management action.

As for incoming mails, inspection is carried outtla® main post office at Betio. It is
most common to encounter seeds and kava powdearsiteg mails. If encountered, the

suspected products are marked and kept under dureraontrol.



Responsible Officers or Inspectors s particular attention to the following impol
Exotic plants and see
Exotic animé& and plants including seaweed, animals for aduael
development, and others to be used in researchgmoges
Animal Feed, and
may also extend toood products in particular, thoskerived from modifiec

varieties of soya, maize, corn, tomato, pothat may contain strains of Bt toxi

Figure 6.2: Existing systems by Quarantine and Cuasms for inspection a
ports of entries provide an important measure for liosafety.

6.6.3. Kiribati Customs Service

The Kiribati Customs Service (KCS) is the Governtisearm collecting revenue froi
import duties. The KCS is responsible for contrglirestricted import— imports that
must satisfy certain conditions before they aredrtgml. For example, the requirents
of permits, certificates and licenses from clidotsthe release of such imported items
cleared and granted by Customs before they arasetefor home us Thus, LMOs,
under the Biosafety Regulations 2005 (proposed)ldvalsc be subject to johibition or



restriction amongst other controlled substance® KRS, as with Quarantine, would
play a significant role in dealing with LMOs astreged substances/items, at the national

port of entries (airports and seaports).

(i) Handling of Applications

As with Quarantine, any applications in relatiorthie importation/exportation of LMOs
that may be received directly at the Kiribati CusgoService (KCS) offices would be
submitted to ECD as the national focal point fardaifety.

(i) Monitoring and Enforcement
Under the new Customs Act 2005, Customs Officeeseanpowered under section 13 to
seize any imported and exported goods which arkilpted or restricted under the Act,

including goods that are regulated by any otheslawforce in Kiribati.

The KCS Institutional Strengthening Project, a femhgroject from Australia has assisted
KCS in the development and formulation of reviseacpdures for two years 2002-2003.
The project is focused on improving customs seraice capacity building to clients as
well as to staff. It also provides institutionatesigthening to KCS to enable to deliver
improved and efficient services in the collectidrre@venue, clearance of goods, vessels,
aircrafts, passenger administration and border gemant, through a modernisation and

strengthening process.

Complementary to other government departments agde Quarantine section of the
Agriculture Division, the KCS uses risk managemémttarget suspect cargoes by

applying documentary checks and the physical exatioim of goods.

The changes in KCS procedures have significantiyraved staff skills in their routine
work as well as in the use of information techngldfl) and contributed to greater
productivity and accountability. The increased of#l is not only improving KCS work
performance but also has introduced best practick as risk management and analysis

using captured data on importer transactions. dilifates the move from a physical



control regime to a voluntary compliance and risknagement regime that relies on IT to

enhance the capacity to monitor compliance perfaoedy private sector clients.

The increased use and application of IT has algoawed KCS contribution to trade
facilitation. KCS has assisted in laying the growodk for the implementation of

regional trade agreements including the Pacifi@andl Countries Trade Agreement
(PICTA) and Pacific Cooperation and Economic Relati(PACER)Nn which Kiribati is

a member of, which has the ultimate aim of phasiagtariffs on goods traded within

Pacific island countries. Thus, the enhanced capatKCS would be able to provide an

efficient monitoring and enforcement system, thasafety would greatly benefit from.

Some of the frequent and emerging relevant issaesdf by KCS, that would also be

relevant to LMO monitoring and handling, include:

The shortage of staff required to process clearahshipments for imported and
exported goods within 24 hours of entry lodgementluding handling of
suspected items which may be prohibited or resttichat are subject for both
documentary check and physical examination insieainers

The late submission of cargo manifest by agents.

Future capacity strengthening programmes for bedgahay consider the above issues of
KCS, as relevant for the effective implementatiéthe Kiribati NBF and the Cartagena

Protocol, for the regulation of LMOs and produdismmdern biotechnology.



/. PUBLIC AWARENESS
AND PARTICIPATION

7.1. Public Awareness, Consultation and Participation

One of the key elements of a national biosafetynéaork is mechanisms for pub
awareness and participation. The development ofKihibati NBF involved extensiv
national awarenessising on modern biotecology and biosafety, and mt-

stakeholder consultations on the proposed andedratements of the NB|

The public should be kept informed and must bergagequate notice of any applicat
and decisions with regards to any application fa introcuction of an LMO into th
country. The public should also be provided witlevant information supplied by tf
applicant to the national focal point and natioo@npetent authority, including finding
of the risk assessment report. Feedback from thic must be sought to ensure f
public participation. Sufficient time before a d&on is reached should be given to all
the public to provide comments and submissions. i@ents provided by the public mt
be taken into account in the deci--making.Final decisions by the NCA should also
made accessible to the public before submittintpéoMinister for endorsement (refer
6.2.4. and Figure 6.1).



7.2. Existing Mechanisms

The existing mechanisms for dissemination of biesaihformation to the public at large

were as follows:-

7.2.1. Newspapers

The Newstar Te MauriandTe Uekeraare the three news paper media of the nation. The
Newstar and Te Mauri are weekly papers and Te Welkgproducing two papers a week.
The three newspaper agencies are on South Taraivhéyapers do get to the outer

islands.

7.2.2. Radio

() Radio Kiribati

This is the nation’s radio station, the main daburce of information to most of the
population, and is well received nationwide exceptthe Line and Phoenix Group. It
imparts news every hour and organisations’ newesass and programmes are channelled
through this station during the peak hours evewgy da

(i) New Air
This is the private radio station operating on eaffequency FM 89 and covers the
islands of North and South Tarawa only. The stai®mmore popular amongst the

younger generation. It also imparts news and corialgyrogrammes.

7.2.3. Traditional System

The traditional maneaba system was utilised. Theealda is a large community building
where administration of the village was developethlemented and evaluated. This is
the decision body of the village, which comprisesinty of the designated old men of the

village, with extensive powers in the village comitwy.



7.2.4. Workshops

Awareness and consultation workshops throughoutdinemunity are one quick way of
informing the community about Living Modified Orgam (LMOSs). Multiple workshops

in different islands by touring staff cover a portiof the community. The traditional
model through the maneaba is another area thabeamsed to inform the elders and

some women.

7.3. Strategies to be Explored

The public could be given more standing to requesew of decisions on the approval
of LMO applications as set out in the applicatiomgess administrative chart (Figure
6.1) and recommended for inclusion (Appendix B)he proposed Biosafety Regulations
(Appendix A). The mechanism for public participati@ould utilise the established
mechanism within the EIA section of ECD and othpprapriate means wtih partner

ministries.

The public awareness strategy for biosafety infaionadissemination shall be through
long and short term approaches. Due to limited fiiamee, and funding for public
awareness in the present development of natioradabety framework project, the
following mechanisms and strategies could not bksed, however these could be

considered and included in future biosafety prgjectivities:

7.3.1. Television Kiribati

This is limited only to South Tarawa community asdtill in its infancy stage. However

it is important to note that the use of this madiasteadily increasing on South Tarawa.



7.3.2. The Health Education Unit of the Ministry of  Health

This unit works in close collaboration with the reaba’s selected and designated body
called “Village Welfare Groups (VWGSs)”. The unibwers all health related issues to
educate the village community. All villages hav®&WG. The VWGs not only educate
the villagers but also implement the programs gsired and report to the Maneaba old
men of the progress or otherwise of a program. MW await the maneaba decision to
carry out the activities as decided by the old rmkthe maneaba. The Health Education
Unit of the Ministry of Health is well staffed amslable to assist in the dissemination of
information as and when required. They also hawe ahility to develop community

group educators for health related issues. Thatsis applicable for biosafety.

7.3.3. Schools Curriculum

The Curriculum Development Unit of the Ministry Bflucation works with all ministries
to include their sector needs for which all childmgoing through education should be
able learn about the different fields in schoodlhtevels. The information on Biosafety

may be included to be able to reach the childreadliachools.

7.3.4. Mainstreaming into other Line Ministries

Leading and line ministries should be involved ire tpreparation of weekly news
releases for intensive broadcasts in the natiomdiorprogram and newspapers. They
should also be involved in the preparation and et@c of workshops for all non-

government organisation bodies including womentsugs, youth groups, sport groups,

church groups, traditional healers, and so forth.



7.3.5. Village meetings

The village communities would be informed througle Maneaba system through the
VWGs, Fisheries Assistants (FAs) and Agriculturaisitants (AAs) in all outer island

villages with the assistance of the lead and lim@stries personnel.



8. PROPOSAL FOR
IMPLEMENTATION
PHASE

An overview proposal is provided fdurther consideration and developmefor the

implementation phase of the N.

8.1. Adoption of the Biosafety Regulation

It is important that adoption of the proposed Biesa Regulations (Appendix A
becomes the pority for the purpose of effectively implementingetKiribati NBF anc
obligations under the Cartagena Protocol, for tegulation of the transbounde
movements of LMOs and applications of modern bimetogy. Gaps identified in tf
proposed Biosafety é€yulations should first be amended (Appendix B)fotese

proceeding to capacity building requirements farshiety managemer

8.2. Capacity Building & Institutional Strengthening

The UNEP/GEF/GoKunded NBF Project has done much to identify thistaag gaps ir
the national regulatory and administrative systamBoosafety and to empower th-
Kiribati to know more about Biosafety and its imfaorce to Kiribati. The participatic

at regional andnternational meetings including COP7MOPL1 on Biesahas been vel



useful to the politicians and publgervants alike. The private sector has also been

closely involved in the task of formulating a newiblati NBF.

However, there is still a need for capacity buitdiand institutional strengthening not
only in the lead government organisation, the Migisof Environment Lands and
Agriculture Development, but also across the spettof government and private sectors
with portfolios affecting biosafety management. eTihitial focus has to be on providing
local expertise in the MELAD containing the natibfeacal point (ECD) for biosafety.

The training facilities and opportunities in andfut of country for ECD and NCA
personnel on suitable programmes on Biosafety atabkshment of a clearing-house for
biosafety is essential to ensure efficient andogiffe implementation and management of

Biosafety issues.

For the establishment and strengthening of biogafetnagement, these areas could be

further prioritised and developed for implementatio

Setting up of a system of environmental impact sssent (EIA) for biosafety
incorporating the Advanced Informed Agreement Pdoace for applications for
LMO related activities (Figure 6.1)

Development of a Technical System for Risk Assessraad Management of
LMOs. This may involve harmonisation of relevargkriassessment approaches
including guidelines such as that developed by edex Alimentarius
Commission

Establishing a biosafety monitoring system

Strengthening publicity and education on biosafety



Strengthening of the proposed biosafety adminigtratystem (Fig. 6.1) with the
involvement of the different authorities and sestwhich have been charged with

roles related to biosafety management.

The recommendations were made taking into condideréhe wish of the Government
of Kiribati to ratify the Cartagena Protocol, thebsequent need for institutional
strengthening and other capacity development reduifor implementing the National
Biosafety Framework of Kiribati, and meeting obtigas under the Cartagena Protocol.
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Appendix A
REPUBLIC OF KIRIBATI

BIOSAFETY REGULATIONS 2005 (Draft)

In the exercise of the powers conferred by sedd®rof the Environment Act 1999 (as
amended), the Minister acting in accordance with ddvice of Cabinet, hereby makes
the following Regulations -
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PART |
PRELIMINARY

Objective

1. The objective of these Regulations is to regulagettansboundary movements of
living modified organisms and the applications obdarn biotechnology in
Kiribati in accordance with the rights and obligais arising from th€artagena
Protocol.

Authorising provision

2. These Regulations are made under section 53 oEmlv@onment Act 1999 (as
amended).
Commencement

3. These Regulations come into operation on the day dne published at the Public
Office of the Beretitenti.

Definitions

4. (1) In these Regulations —
“Act” means theEnvironment Act 1999 (as amended);
“Advanced Informed Agreement Procedure” means toequure prescribed in
Article 7 of theCartagena Protocotelating to the notification requirements for

transboundary movements of living modified orgarssm

“biological diversity” has the same meanings angliaptions as under the
Convention on Biological Diversity

“Biosafety Clearing-House” means the Biosafety @hlegpHouse established
under Article 20 of th€artagena Protocol

“Cartagena Protocol” means theCartagena Protocol on Biosafety to the
Convention on Biological Diversigdopted at Montreal in January 2000

“contained use” means any operation, undertakehinvd facility, installation or
other physical structure, which involves living nifeetl organisms that are
controlled by specific measures that effectivetgititheir contact with, and their
impact on, the external environment;

“Convention on Biological Diversityineans thet992 Convention on Biological
Diversityadopted at Nairobi in May 1992;



“Division” means the Environment and Conservatiawigdon of the Ministry;
“Director” means the Director of Environment;

“Environment Inspectors” includes all environmenspectors appointed under
the Act, and all other appropriate officers appaihtoy the Minister for the

purposes of enforcing these Regulations;

“export” and “exportation” mean intentional transinolary movement from
Kiribati to another Party or from another Partyiabati, as the case may be;

“exporter” means any legal or natural person, utidefjurisdiction of the Party of
export, who arranges for a living modified organinbe exported,;

“import” and “importation” mean intentional trandloedary movement into
Kiribati from another Party;

“importer” means any legal or natural person witkinbati who arranges for any
living modified organism to be imported;

“living modified organism” means any living orgamisthat possesses a novel
combination of genetic material obtained throughe tluse of modern
biotechnology;

“living organism” means any biological entity capabof transferring or
replicating genetic material, including sterile angsms, viruses and viroids;

“Minister” means the Minister responsible for emviment matters;
“modern biotechnology” means the application of —

(@) in vitro acid techniques, including recombinant deoxyribdgiccacid
(DNA) and direct injection of nucleic acid into tsebr organelles;

(b) fusion of cells beyond taxonomic family, thatveoccome natural
physiological reproductive or recombination basgieand that are not
techniques used in traditional breeding and selerti

“National Competent Authority” and “Authority” mearthe National Competent
Authority designated by the Minister under Regolatt(1);

“notifier” means any person giving notification ah intended transboundary
movement of a living modified organism under regolal1;

“Party” means a Party to ti@artagena Protocol



(@)

“transboundary movement” means the movement o¥iagimodified organism
from Kiribati to another Party, or from another fyato Kiribati, and for the
purposes of regulation 18(4) includes a transboynei@vement to a non-Party.

Words used in these Regulations shall havesdinge meaning as is given to them
in the Convention on Biological Diversitgnd theCartagena Protocglunless a
contrary intention appears.

The Precautionary Approach

5.

(2)

(1) All persons and agencies having responsilslitiader these Regulations, or
whose functions and powers may relate to any maiftething involving the
development, use, handling and transboundary mavermgk living modified
organisms and the applications of modern bioteduylwithin Kiribati, shall
apply the precautionary approach when dischargimr tresponsibilities and
functions, or exercising their powers.

For the purposes of this regulation, the pugoaary approach is applied if, in the
event of a threat of damage to the environment oislato human health in
Kiribati, a lack of full scientific certainty regaing the extent of adverse effects is
not used as a reason for not acting to preventinmmse the potential adverse
effects or risks arising in any way from a mattertling regulated under these
Regulations.

PART Il
REGULATORY FRAMEWORK FOR
LIVING MODIFIED ORGANISMS

National Competent Authority and National Focal Pont

6.

(2)

(1) The Minister shall designate a National Compefauthority for the purposes
of implementing the provisions of th€artagena Protocgl and the National
Competent Authority shall be —

€)) a Committee appointed by the Minister in acaoa® with the Act; and
(b) comprise representatives of —

Here list the Ministries, agencies and communitt@s to be represented on the
NCA.

The Division shall be the National Focal Pdortall purposes associated with the
Cartagena Protocoland shall discharge its functions in this regardénordance
with theCartagena Protocoand these Regulations.



3)

(4)

()

The Director may make arrangements for thendénce at any meeting of the
National Competent Authority of representativesaoly Ministry, Department,
Division, agency or institution if the Director isf the opinion that their
attendance shall assist the deliberations of thdkity.

Meetings of the National Competent Authoritbyak be called by the Director at
such times and intervals as are necessary for tlofAty to discharge its
functions under these Regulations, and for thestmts of the Authority to be
made in accordance with the requirements of thesguRtions and the
Cartagena Protocol.

The National Competent Authority may authotise Director to exercise a power
related to any of its functions in a manner whileansistent with any procedures
approved by the Authority.

Responsibilities and Powers of the National Competé Authority

7.

(1) Accountable to the Minister, the National Conteme Authority shall have the
power and responsibility to —

(@) oversee the implementation within Kiribati difaspects of th€artagena
Protocol,including the Advanced Informed Agreement Procedure

(b)  authorise the giving of any notification requireglthese Regulations and
the Cartagena Protocolo be given by or on behalf of Kiribati;

(© determine and endorse appropriate and costteemeans by which risk
assessments are to be undertaken in a sciengffisalind manner as
required by th&€artagena Protocolincluding matters related to —

(1) the appropriate bodies to undertake the rislessments;

(i) the scope of the risk assessments and the adetbgies to be
applied; and

(i)  payment of the cost of risk assessments, mtbursement to the
Government of any costs associated with undertakingy risk
assessments;

(d) make or endorse decisions consistent with theigions of theCartagena
Protocol including —

(1) the exemption of certain living modified orgams from the
requirements of Part Il by the appropriate appicraof Article
13; and



(e)

(f)

(9)

(h)

(i)

@)

(i) the review of decisions in accordance withiélg 12;

require additional risk assessments to be taikksn when decisions are to
be reviewed in accordance with Article 12;

determine and endorse policies and procedureslation to -

0] monitoring the development, use, handling amahgboundary
movement of living modified organisms within Kirifpaand all
matters related to the applications of modern biutelogy;

(i) risk assessment and risk management applyrany aspect of the
development, use, handling and transboundary maoveaidiving
modified organisms within Kiribati, and all mattardated to the
applications of modern biotechnology;

(i)  the identification and evaluation of risks cafmazards associated
with genetic engineering and the introduction efng modified
organisms into Kiribati;

(iv)  responding to wunintentional and unlawful trbasndary
movements;

(v) the dissemination of information to relevant nidiries,
Departments, Divisions and agencies to facilitaie support their
performance of any related responsibility; and

(vi)  the keeping of certain information confidehtss required by the
Cartagena Protocol;

ensure that all policies and procedures detexchiand approved under
these Regulations take account of the particulgants of living modified
organisms on communities and areas within Kiribati;

ensure that the customs and traditions of Kirilare taken into account
when the development and use of living modifiedanigms and the
applications of modern biotechnology are under mnation;

arrange for the preparation of reports, andhaxse the provision of
information in accordance with these Regulationsl éime Cartagena
Protocol and

ensure that Cabinet, and all Ministries, Depamts, Divisions and
agencies, are fully informed of any unintendedasé¢eof living modified
organisms within Kiribati, and of any other matéssociated with living



modified organisms which may affect the well-beofgthe nation or the
health of its people.

Technical Advisory Groups

8.

(2)

(1) On the recommendation of the National Compefanthority, the Minister
may from time to time appoint suitably qualifiedrgpens to form one omore
Technical Advisory Groups on issues relating tantivmodified organisms and
the applications of modern biotechnology withiraffiecting Kiribati.

The functions of a Technical Advisory Groupymze determined from time to
time by the Minister on the recommendation of the&h®drity, and may include
responsibility to —

(@) consider and report on any application madeeuridese Regulations
relating to the use, storage, handling or transtann movements of
living modified organisms;

(b) consider and report on any application forréngew of any decision made
under these Regulations, and make appropriate meenaations to the
National Competent Authority;

(© consider and report on any matter relatinghe tise or movement of
living modified organisms and the implementation tbe Cartagena
Protocolin Kiribati; and

(d) recommend changes to any policy, or the adopaifoa new policyto be
applied in relation to living modified organismsdathe applications of
modern biotechnology in Kiribati.

Role of the Division

9.

(1) For matters relating to th€artagena Protocolthe Division shall be
responsible for —

@) providing secretariat and support services e National Competent
Authority and any Technical Advisory Group;

(b) dealing with requests for the review of deaision accordance with
Article 12, and referring such matters to the NaalcCompetent Authority
with such reports and additional information aseguired for a decision
to be effectively reviewed;

(c) arranging for certain information to be trehtas confidential in
accordance with these Regulations anddbadagena Protocol



(d) conducting programs of public awareness andcachn in relation to
living modified organisms and applications of madérotechnology, and
facilitating public participation in relation to éhprocesses prescribed by
these Regulations and envisaged byGhaetagena Protocoin relation to
their use and development within Kiribati;

(e) liaising with other Ministries, Departments,vi3ions and agencies, and
working collaboratively with them to -

0] establish and maintain appropriate mechanismsasures and
strategies for the regulation, management and @owti risks
associated with living modified organisms and tpeligations of
modern biotechnology within Kiribati;

(i) implement measures to control and prevent temtonal and
illegal transboundary movements of living modifiedganisms,
and to respond to such movements, including thengalof
necessary emergency responses;

(i)  ensure that living modified organisms whictlreasubject to
transboundary movement are handled, packaged andptrrted
under conditions of safety, and that relevant ma&onal standards
and rules are applied in this regard;

(iv)  ensure that living modified organisms withinriati, or proposed
to be imported into Kiribati, are packaged and ligloeso as to
disclose their living modified organism content,daatherwise
identified as being or containing living modifiedganisms as
required by any law and by the Cartagena Proteoul,

(v) facilitate the development and strengtheninghofman resources
and institutional capacities within Kiribati in tHield of biosafety;
and

) facilitating appropriate bilateral, regionalcamultilateral agreements and
arrangements regarding intentional transboundaryements of living
modified organisms, and for the sharing of inforimat and the
enhancement of institutional capacities for theppses of applying the
provisions of theCartagena Protocol.

Other statutory powers not to be affected

10.

(1) No power or requirement provided for in anyastAct is to be affected by or
derogated from, by any provision of these Regutati@and all approvals, permits
and licences required to be obtained in relatiotht importation, exportation,
development, use, storage, handling or movementarof living modified



(@)

organism must be obtained under any applicable Aotwithstanding that
additional provision is made under these Regulation

Without limiting the generality of sub-regutat (1), any person seeking to
import, export, develop, use, store or handle adivmodified organism in
Kiribati must comply with all statutory requiremenapplying to the particular
living modified organism under laws relating to —

(@) plant and animal quarantine and disease control

(b) the protection of human health;

(© the assessment of impacts on the environment;

(d) the use of pesticides;

(e) the importation and exportation of fish and tdevelopment of
aquaculture;

() the carriage of goods by air or sea; and
(9) the development and use of medicinal drugs;
(h) the establishment and undertaking of businessitées; and

0] consumer protection and the provision of prdducformation to
consumers.

PART Il
PROCEDURES RELATING TO THE IMPORTATION OF
LIVING MODIFIED ORGANISMS

Notifications of transboundary movements

11.

(2)

)

(1) Notification of any intended transboundary moeat of a living modified
organism into Kiribati must be given in accordamngh this regulation to the
Director by the importer.

For the purposes of this section, the impantay rely on a notification given by
the exporter or the Competent Authority of the dourirom where the living
modified organism is to be exported.

A notification given under this regulation 8hze —

(@) in the form of the Schedule;



(4)

(5)

(6)

(b) accompanied by the fee set by regulation 2@; an
(© delivered to the Director.

The Director shall acknowledge the receipthed hotification within 90 days of
its receipt, and the acknowledgement shall state —

@) the date of receipt of the notification;

(b) whether the notification appears to be in coamue with sub-regulation
(2)(a); and

(© whether an approval is required from the NaloGompetent Authority
under regulation 12, or that the National Competé@othority has
determined that the approvals required by otheliegige laws in Kiribati
shall be sufficient authorisation for the intendiethsboundary movement.

Any failure to acknowledge receipt in accorckamvith sub-regulation (3) may not
be deemed to be consent to the importation ofivivegl modified organism.

The Director shall arrange for notice of allphgations to be advertised in
Kiribati by radio and newspaper and any other éffecform of publishing the
notice, and submissions shall be invited from th@munity.

Approvals for imports

12.

(2)

3)

(4)

(1) Subject to regulation 15, this regulation stegdply to all imports of living
modified organisms, unless the Director has giverica under regulation
11(3)(c) that the National Competent Authority hdstermined that other
applicable laws shall constitute sufficient autkation.

Subject to sub-regulation (1), no living maeekf organism may be imported into
Kiribati unless approval for the transboundary mmoeat has been given under
this regulation.

An approval shall only be given if there hasemea demonstrable benefit to
Kiribati identified during the risk assessments emaken in relation to the living
modified organism.

After scientific assessment of the intendedisgboundary movement of any living
modified organism consistent with regulation 13g tNational Competent
Authority shall within 270 days of the receipt dfet notification relating to it,
make a decision to —

€)) approve the import, with or without conditions;



(5)

(6)
(7)

(8)

9)

(b) prohibit the import;
(© request additional information from the notifie

(d) advise the notifier that the time required tbe determination of the
matter is to be extended by a stated period; or

(e) defer a decision until all costs associateth Wit required risk assessment
have been paid or reimbursed.

No decision made by the National CompetenhAtity to approve an import of a
living modified organism shall be effective untilis endorsed and published by
the Minister in writing, and upon endorsement anpemay be issued by the
Director for the transboundary movement of thenlvmodified organism.
Notification of all decisions made under tregulation shall be given to Cabinet.
Reasons for any decision shall be provideth#&notifier, unless the decision is
an unconditional approval for the import, but duis to give reasons shall not
affect the validity of the decision.

Any failure to communicate a decision in ac@rce with sub-regulation (4) may
not be deemed to be consent to the importatioheofiting modified organism.

The Minister may, upon the recommendation a& #uthority, revoke, vary,
amend or add to conditions imposed under sub-régualéd)(a) relating to —

€)) the procedures applying to the importation bé tliving modified
organism; or

(b) the use or release of the living modifiedammgm after importation —

upon any grounds related to the protection of huheaith or the environment.

Scientific risk assessments

13.

(1) Applying the precautionary approach statedegutation 5, decisions made
under regulation 12 shall be based upon risk asssgs which shall —

€)) comply with any general requirements imposed thg National
Competent Authority;

(b) be undertaken in a scientifically sound manteking into account
recognised risk assessment methodologies and tpaw®)i



(@)

3)

(© be based upon the information supplied in tb&fination given under
regulation 11, and other available scientific ewick to identify and
evaluate possible adverse effects on the enviroh@aash risks to human
health; and

(d) identify all risks and benefits relevant to thveng modified organism.

Subject to requirements imposed by the Autiipthe arrangement of all risk
assessments shall be the responsibility of the itapoand all costs associated
with them shall be borne by or on behalf of the amer.

Nothing in these Regulations prevents a riskeasment being undertaken in
conjunction with any assessment required underahgr Act applying to the
importation of a living modified organism.

Confidential information

14.

(2)

)

(4)

(1) When giving notification under regulation 11 providing any additional
information that is required, the notifier may icdie that certain information is of
a confidential nature, if it is information othéan —

(@) the name and address of the notifier;

(b) a general description of the living modifiedyanism or organisms;

(c) a summary of the risk assessment undertakeh; an

(d) any proposed methods and plans for emergesppnse.

If the Director is satisfied that the natufelge information justifies it being kept
confidential, the information may only be provideEdmembers of the National
Competent Authority, a Technical Advisory Group,rqmas undertaking the
relevant risk assessment and Environment Inspectors

No person to whom the information has beervidesl under sub-regulation (2)
may disclose it to any other person, and it maybetused for any commercial

purpose within Kiribati, except with the writtenregent of the notifier.

If the Director is not satisfied that the matwf the information justifies it being
kept confidential —

€)) the notifier shall be advised of the Directatéision;
(b) reasons for the decision shall be provideédguested by the notifier;

(c) the Director shall consult with the notifierdquested; and



(d) the decision may be reviewed under regulati&n 1

Exemptions from the procedure

15.

(@)

)

(4)

(1) The National Competent Authority may exempt iimportation of a living
modified organism from the need to comply with dagjons 12 and 13 if the
notification given under regulation 11 indicateattthe living modified organism
is —

(@) to be in transit through Kiribati;
(b) to be the subject of contained use within Kitip
(c) is for direct use as food, feed or for procegsi

(d) of a type that the Parties to t@artagena Protocohave agreed is unlikely
to have adverse effects on biological diversitypose a risk to human
health;

(e) of a type that the National Competent Authorityth the approval of
Cabinet, has determined falls under the scopengfrmtification given
under Article 13, and if all requirements of othaws are met in relation
to its import into Kiribati; or

() a pharmaceutical for human consumption thatadtiressed by other
relevant agreements and subject to the control tbérointernational
organisations.

When granting an exemption under this regomgtithe National Competent
Authority may impose any conditions or requiremeetating to the use, storage,
handling or movement of the living modified organiso minimise any impact on
biological diversity or risk to human health.

When granting an exemption for living modifiedganisms intended for direct
use as food, feed or for processing, the Natiowah@=tent Authority may require
that the first import of such an organism shallsbject to a risk assessment in
accordance with Annex Il of th€artagena Protocoland approval by the
National Competent Authorifyand any decision in relation to that import shall b
given not later than 270 days after notificatios baen given.

The failure to make or communicate a decisioadgcordance with sub-regulation
(3) may not be deemed to be consent to the impamtatf the living modified
organism.



(5)

All decisions to grant exemptions under thigulation shall be referred to
Minister, and will take effect only if endorsed the Minister.

Review of Decisions

16.

(2)

3)

(4)

(5)

(1) An exporter or person who has given notificatilnder regulation 11 may
request the Director for the review of any decisiwade under these Regulations,
on the grounds that —

@) a change in circumstances has occurred thaimfiagnce the outcome of
the risk assessment upon which a decision has s,

(b) additional relevant scientific or technical onhation has become
available since the decision was made; or

(c) any other grounds that the National Competearthérity considers justify
a review of the decision.

Upon receipt of a request under sub-regulatignthe Director shall respond in
writing to the request within 30 days of its re¢egnd shall —

@) provide the reasons given for the decision ith#tie subject of the request
for review;

(b) indicate whether a further risk assessmemt setundertaken; and

(© refer the matter, together with all relevanformation that has been
provided in support of the request, to the Natidbampetent Authority.

The National Competent Authority may reviewdacthange any decision made
under these Regulations on the grounds statedhbsregulation (1) on its own
motion, and in that event the notifier shall beomfed of the change of decision
within 30 days.

No change of decision made under this reguiashall avoid the requirement to
give notifications under regulation 11 for subsequemports of the living
modified organism to which the change of decisietates, or prevent the
Director from requiring that risk assessments bdeuaken in relation to the
subsequent imports.

All decisions made by the National Competenthduty under this regulation
shall be referred to the Minister, and will takdeet only if endorsed by the
Minister.



Withdrawal of approvals

17.

(2)

@)

(@)

(b)

(1) The National Competent Authority may withdramyaapproval given under
regulation 12 if —

the approval was given on the basis of anynewas, false or misleading
information provided by the applicant or any otherson in support of the
application or for the purposes of the scientiBsessment; or

subsequent evidence of unacceptable risks pacdis to human health or
the environment arising from the living modifiedganism are reported by

0] any responsible agency within Kiribati;

(i) the body which was authorised to undertake #leeentific risk
assessment;

(i) any Party; or

(iv)  otherwise in a manner consistent with @ertagena Protocol.

Upon the withdrawal of any approval in acceorck with sub-regulation (1) the
National Competent Authority may —

(@)
(b)

()

suspend or cancel any rights to import thejvinodified organism;

order that further releases or uses of thendivinodified organism must
cease; and

direct that any further action be taken to —

0] contain, prevent or minimise any risks to huntealth or to the
environment from the living modified organism,;

(i) isolate any area where the living modified angsm has been
released, used or moved to; or

(i)  remedy or reinstate any aspect of the dantagé has or may have
been caused to the environment.

To implement sub-regulation (2) directions nisy given to the importer of the
living modified organism or to any person makinge usf a living modified
organism in accordance with any approval to takeretessary action, and the
cost of all such actions shall be the responsyhiitthe importer or that person.



PART IV
OTHER REGULATORY REQUIREMENTS RELATING TO
LIVING MODIFIED ORGANISMS

Exportation of Living Modified Organisms

18.

(2)

3)

(4)

(5)

(1) A person who exports any living modified orgamifrom Kiribati to a Party
shall, prior to the export of the organism, givetien notification to —

€)) the Director;

(b) the Competent Authority of the country where tbrganism is being
exported to; and

(c) to any other Ministry, Department, Division agency in Kiribati as
required by any law.

A notification given under sub-regulation €hall —
€)) contain the information specified in Annex lheCartagena Protocol

(b) contain any further information required by tBe&ector or the relevant
overseas Competent Authority.

No export of a living modified organism may tmade from Kiribati to any Party
unless —

(@) it is approved by the Competent Authority of tharty;

(b) it is in accordance with any conditions impb&y the relevant Competent
Authority; and

(c) it has any other approval required under amydpplying in Kiribati.

No living modified organism may be exportedataon-Party without the approval
of the National Competent Authority, which shallkéainto account the
requirements of these Regulations and any othevaat law, and the objectives
of theCartagena Protocol

All decisions made by the National Competenthduty under this regulation
shall be referred to the Minister, and will takdeet only if endorsed by the
Minister.



Transit of Living Modified Organisms

19.  No living modified organism may be brought into iKati in transit to any other
country unless —

@) notification has been given under regulation 11
(b) any condition imposed under regulation 15(2)amplied with; and

(c) the requirements of any law relating to cust@mg excise, quarantine and
any other relevant matter are complied with.

Use for food, feed and for processing

20. (1) No person may import any living modified orgami for use as food, feed or
for processing in Kiribati unless —

@) regulation 15(3) has been complied with, ifistbeing imported into
Kiribati for the first time; and

(b) all relevant laws regulating its use are coetlvith, in every case.

(2) Where approval is given for the importatioha living modified organism to be
usedas food, feed or for processing under any relevawt and the living
modified organism may be subject to transboundasyament from Kiribati, the

Division shall —

€)) notify the Biosafety Clearing-House in accorcamvith Annex Il of the
Cartagena Protocolwithin 15 days of an approval for export beingem;
and

(b) give other notifications and information in aodance with Article 11(1)
and (3) of theCartagena Protocol

Contained use

21. Any contained use of a living modified organism hait Kiribati shall be in
accordance with any condition, requirement or re&n imposed under any
relevant law.

Unintentional releases and transboundary movements
22. (1) Any person who permits or becomes aware of r@ntentional release of a

living modified organism into the environment withiribati, or an unintentional
transboundary movement of a living modified orgamifrom Kiribati, shall



(2)

®3)

(4)

(5)

immediately notify the Director and provide sucformation as the Director may
require.

An unintentional release of a living modifiedganism includes an unintended
release —

(@) from an approved contained use of the livinglified organism; or

(b) that contravenes a condition applying to theng modified organism
under these Regulations.

An unintentional transboundary movement oivangy modified organism for the
purposes of this regulation, is one which —

(@) has no required approval under these Regugtam

(b) arises from the breach of a condition of angrapal given under these
Regulations —

but which has not been intentionally released owved by any person
having control of it.

Upon receiving a notification of an unintemi# transboundary movement, the
Director shall immediately give notice to —

€)) the members of the National Competent Authprity

(b) the Biosafety Clearing-House;

(c) any affected or potentially affected Party on+Party; and

(d) any other international organisation which Bieector determines —

and shall consult with any affected or potentiaffected country to enable them
to determine appropriate responses, includingakiedg of emergency measures.

A notification given under sub-regulation @)all comply with Article 17(3) of
the Cartagena Protocol.

lllegal releases and transboundary movements

23.

(1) No person may permit, arrange, assist withneely procure, aid or abet a
release of a living modified organism within Kiribd the release —

(@) has no required approval under these Reguatam



(2)

3)

(b) arises from the breach of a condition of angrapal given under these
Regulations.

No person may permit, arrange, assist withynsel, procure, aid or abet a
transboundary movement of a living modified orgamifrom Kiribati if the
transboundary movement —

€)) has no required approval consistent withGaetagena Protocglor
(b) arises from the breach of a condition of angrapal given in relation to it.

In addition to any other penalty imposed fdiraach of this regulation, the person
responsible for the breach may be ordered to payctsts associated with the
disposal of the living modified organism, includiafj costs associated with its
repatriation from or destruction in any countrywhich it has been permitted to
move.

PART V
OFFENCES ETC.

Offences

24,

(1) Any person who —

(@) imports a living modified organism into Kirilbah respect of which no
notification has been given as required by regufalil;

(b) fails to give any notification required by regfion 11;

(c) fails to fully disclose all information knowr tbe relevant to the living
modified organism in a notification or applicaticelating to it;

(d) imports a living modified organism into Kiribatvithout having an
approval required under regulation 12 or regulafib(B);

(e) fails to comply with any condition imposed undection 12(4), including
any varied, amended or additional condition applieder section 12(9);

(e) fails to comply with any condition or requiremieimposed under
regulation 15(2);

() fabricates any risk assessment, or misrepresemt matter associated with
a risk assessment undertaken in accordance withlatezn 13 or
regulation 15(3);



(@)

3)

(4)

(9) fabricates or misrepresents any scientificemhhical information relied
upon for the purposes of requesting a review of degision under
regulation 16;

(h) imports, releases or makes use of a living fexdliorganism after the
approval relating to it has been withdrawn undgulation 17;

(0 fails to comply with any direction given undexgulation 17 following the
withdrawal of an approval relating to a living mbed organism;

()] exports a living modified organism from Kiribah respect of which no
notification has been given as required by regufali8;

(k) exports a living modified organism from Kiribatvithout having an
approval required under regulation 18(3) and (4);

()] breaches regulation 22(1) in relation to an nigmtional release or
transboundary movement of a living modified orgamis

(m)  breaches regulation 23 in relation to an illegdease or transboundary
movement of a living modified organism; or

(n) fails to comply with any other condition, oldtgpn or requirement
imposed under these Regulations or given in acooslwith them -

commits an offence and shall be liable upon coricto a fine not exceeding
$100,000 or to imprisonment for a term not excegdid years, or to both.

Any person who provides false information mfar any notification given under
these Regulations or when required under these |&ems to provide any
information, commits an offence and shall be lialgh®n conviction to a fine not
exceeding $5,000.

Any person who divulges or deals with config@ninformation contrary to
regulation 14 (2) or (3) commits and offence andlldbe liable upon conviction
to a fine not exceeding $500.

In addition to any penalty imposed under thisg&ation, an offender may be
ordered to pay to or reimburse the Government tdstscof any remedial action
taken or needed to rectify the consequences obesach.

Dealing with organisms contravening these Regulatis

25.

(1) For the purposes of enforcing the provisions tliése Regulations, all
Environment Inspectors may exercise the powerstimglato investigating,



monitoring, prosecuting and preventing the contilmmaof any breach that are
vested in them in any law.

(2) In relation to any living modified organism igh has been imported into Kiribati
in contravention of these Regulations, or whicbrisemains in Kiribati in breach
of these Regulations or any condition imposed uitdan Environment Inspector
may —

(@) seize the living modified organism;

(b) destroy the living modified organism as deteradi by the National
Competent Authority or the Director; or

(c) deliver up the living modified organism to afficer of another Ministry,
Department or Division to be dealt with in accorcamwith law.

3) Nothing in these Regulations shall affectplogers to search, seize and deal with
items under laws relating to plant and animal gotma, customs and excise and
any other law that has application to the develagmese, handling, storage or
movement of living modified organisms.

PART VI
MISCELLANEOUS PROVISIONS

Form of Notifications

26.  All applications for the notification of transbadery movements of living
modified organisms into the Kiribati required byguéation 11 shall be in the
form specified in the Schedule.

Fees for Notifications

27. The fee to accompany every notification under ragoh 11 shall be $1,000,

which shall be additional to any other obligatiamdar these Regulations to pay
or reimburse any costs or fees.

Liability and redress
28. Issues of liability and redress arising under @artagena Protocolshall be

applied as directed by Cabinet, taking accounhefrules and procedures agreed
to by the Parties.



SCHEDULE

NOTIFICATION OF TRANBOUNDARY MOVEMENT OF A LIVING
MODIFIED ORGANISM TO KIRIBATI

Annex 1 of Cartagena Protocol
Name, address, telephone and facsimile numbersmail address of -

@) notifier
(b) exporter
(c) importer(s)

(state the nature of the relationship between tb&fier and the exporter or
importer)

Name and identity of the LMO —

€) Domestic classification
(b) Biosafety Level of LMO in the state of export

Purpose of the transboundary movement to Kiribat

€)) import for release

(b) import for contained use

(© transit through the Kiribati (if so, give fudletails of destination and other
relevant approvals)

(d) direct use for food, feed or for processing

(Give full details of proposed purpose and mean®lefase, contained use, transit

or use as food, feed or for processing.)

Intended date/s and means of transboundary mervem
Taxonomic status —

(a) Common name

(b) Point of collection

(c) Characteristics recipient organism/or pareotghnism

Centres of origin -
(Describe the habitats where the organisms masigter

Describe the nucleic acid or the modificatiomaduced -
€) What was the modification technique used far tevelopment of the

organism?
(b) What are the resulting characteristics oflifiag modified organism?



10.

11.

12.

13.

14.

Give full details of the intended use of theibhgy Modified Organism.
Give full details of the quantity and volumeldflO to be transferred.

Has your organisation undertaken a risk assa#swof the transferred LMO?
(Attach any available report and all supportingomfiation and data)

Give full details of proposed method(s) for —

€)) safe handling

(b) storage

(© transport and use

(d) packaging and labeling

() monitoring and reporting on effects
(9) disposal and emergency procedures

Regulatory status of LMO within the countryesjort —

(State any reason for any previous rejection gireyal or ban of the LMO, and
give full details of any breaches of any relevamt In another jurisdiction, or any
criminal prosecution under such law)

Purpose, status and outcome of any notificatiprthe exporter to any other
country.

State or provide any other information knownhe notifier, importer or exporter
that is relevant to this application.

................................ declare that all the above informati correct.

Signature Date



Appendix B

11" August 2008
To:  Senior Responsible Officer
MELAD

Cc:  Director and Deputy Director

ECD
MELAD

Subject: Concept Paper on Recommendations for Amendmaedts a

Adoption of the Proposed BiosafeggRlations

1. Appendix A of the Kiribati National Biosafety Framwork is the proposed Biosafety
Regulations 2005. The Biosafety Regulations, urttier Environment Act 1999 (as
amended), would be the core means by which thea@amt Protocol is to be
implemented. The Biosafety Regulations, as statedts objective provision, is to
regulate the transboundary movements of living riedliorganisms (LMOs) and the
applications of modern biotechnology in Kiribati accordance with the Cartagena
Protocol on Biosafety. Article 4 of the Cartagenat®col conveys the scope of the
Protocol which states that it “shall apply to thensboundary movement, transit,
handling and use of all living modified organisrhattmay have adverse effects on the
conservation and sustainable use of biologicalrditse taking also into account risks to

human health.”

2. It is important that the proposed Biosafety Regois (with recommended
amendments) be adopted, with justification as fedo



2.1. Modern biotechnology which produces geneticaibdified organisms (GMO)

or

living modified organisms (LMOSs) is a rapidly adeamg technology worldwide.

It offers broad benefits in its varying applicatsosuch as in agriculture and
fisheries. However, modern biotechnology and itedpcts (LMOs), have become
controversial issues internationally, raising Heaind environmental concerns.
Still much is unknown about how LMOs may evolveimteract with plant and

animal species, taking into account different LM@svarying environmental

conditions. Growing evidence of recent scientifiadses have found LMOs to
have adverse impacts on biodiversity by contanmgati natural species and
varieties, having toxicity effects to non-targeesies, and having allergenicity
and toxicity effects to humans upon exposure answmption. The increasing
facilitation of trade worldwide including in the &#ac would increasingly render
Kiribati vulnerable to the exposure of LMOs, thudlg for the need for taking

precaution against the risks from the movementdviDs.

2.2.As a Party to the Cartagena Protocol on Bitgafaribati has an obligation to

fulfill the requirements of the Protocol which fdimns under, and complements

the Convention on Biological Diversity (CBD);

2.3.The Environment Act 1999 (as amended) contaimd sets out compliance

requirements for the conservation and managemengaitbnal significant plant
and animal species (Part V), and including amoogstr relevant requirements,
the need to apply for an environment license (Rgrtto fulfill obligations under

the CBD. The process for obtaining of an environiri@ense (permit) is also
addressed in the Biosafety Regulations specificdtly the transboundary
movements of LMOs and activities with applicatiafsmodern biotechnology,

for the protection of biodiversity and also humaalth.

2.4.The Kiribati National Biodiversity Strategy aAdtion Plan (KNBSAP) stated the

long-standing reliance of the I-Kiribati people amatural resources and



biodiversity of the fragile atolls of Kiribati, thdave sustained their livelihoods
for generations. The KNBSAP also reported the dmision status of natural
resources and biodiversity, and emphasised the foedibdiversity conservation,
and strategic resource management measures, tainsusiodiversity and

livelihoods in Kiribati.

Biosafety, impacts and supports the KNBSAP by mimg protection to
biodiversity and also human health from the possitsks and adverse effects that
LMOs may have on significant species including ttlyginetic diversity, and their
wider impact in relation to atoll agriculture, festes, knowledge and traditional

lifestyles of I-Kiribati.

2.5.1t is timely that adoption of the Biosafety Ré&gions be made ahead of the
Biosecurity Bill (2004). The Biosafety Regulatiorspecifically addresses
application procedures, consideration, risk assesgsnmand decision-making of
LMOs and products thereof, including all other valet information, is well
established for implementation of the Cartagenadead. The Regulations for the
purpose of implementing the Cartagena Protocol mpess the regulation of
LMOs for all risks and possible tangible and intéfey adverse effects it may
have on biodiversity and human health, includingitivasiveness, contamination
and domination of gene pools, and also risks aaiie LMO species once they
evolve. Biosecurity assess LMOs mainly for riskenir their pest-like and
invasiveness characteristics and is limited torteffects on plants and animals

only.

Adoption of the Biosafety Regulations ahead of ptieéated laws also addressing
LMOs, will set the broader environmental purposel astandards for the
regulation of LMOs, while complemented by theseda®.g. Biosecurity will
specifically address the regulation of LMOs for tddse risks to plants and
animals, Food Safety Bill, and Consumer Protectéan, for the regulation of

LMOs in foods for risks to human health.



3. Amendments to the Biosafety Regulations (proposédyld be adopted according to
the recommendations set out in Table A.



Table A: Gaps identified in the Biosafety Regulatia and Recommendations for

amendments to improve the BiosafeRegulation.

Gap

Recommendation
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12 (3), for an approval for import of 8
LMO.
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license” in Regulation 12 (5)
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The Cartagena Protocol (Article JJ0Amend Regulation 12 such as by inserting

requires that the notifier and then paragraph (6), providing for notification

BCH be notified by the Party ofof decision to the notifier and the BCH.

Import its decision of the approval

of the transboundary movement |of

an LMO. The Regulations on

‘Approval of Imports’ (12) does nat

express this requirement.

The Cartagena Protocol (Article 18mend Regulation 12 (4) (d) to include| a

(3) (d)) require the Party of Impordefined time period for a deferred decision.

to inform the notifier of the time

period the decision has been

extended to. The Regulations does

not set the defined period for the

extension of the decision.

For undertaking of risk- Consider the inclusion or adoption |of

assessments, the  Regulatiodmnex Ill of the Cartagena Protocol into a

provides some of the standards ohchedule of the Regulations for |a

as required by the Cartageneomprehensive standard of carrying out a

Protocol. risk assessment.
- Amend Regulation 13 to include referral|to
Annex Il of the Cartagena Protocol or|l a
Schedule in the Regulations for risk
assessment standards.

The NBF administrative charfAmend Regulation 8 to include the carrying

(Figure 6.1) contains tjeout of risk assessments as one of |the

undertaking of risk assessments| &snctions of a TAG.

one of the main functions of

appointed  Technical  Advisony

Group (s) (TAG), as also expressed

in the Cartagena  Protocol.




However, Regulation 8 does not |
carrying out of risk assessment
one of a TAG'’s functions.
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In relation to illegal transbounda
LMOs, th
(Article 2%
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movements  of
Cartagena Protocol
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the BCH. The Regulation does n

provide this requirement.

'YAmend Regulation 23 by inserting text

erequire  that information on illega
biransboundary movements be provided
ghe BCH.

y
to

ot

to

The Cartagena Protocol requir
that Parties communicate and sh
substantial information to the BCk
The proposed Regulations howey,
only has information to be provide
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to the BCH in relation to imports ofaspects including for LMOs in transit a

LMO-FFPs and unintentionalcontained use (Article 6), and means

releases and transbounda

movements of LMOs.

ayublic access to the BCH (Article 23).

for

The proposed NBF (6.2 and figu
6.1), provide for more publi
participation particularly of
providing the public the
opportunity to provide submissior

on the review of decisions.

rédmend Regulation 16 to give the public
cposition to seek a review of a decisi
1 regarding the approval of the transbound
> movement of an LMO.
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