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PREFACE

As a signatory to the Convention on Biological Diversity (CBD) and
Cartagena Protocol on Biosafety (CPB) Sri Lanka is obliged to implement the
articles of the CPB and develop its own national regulatory framework for the
safe transfer, handing, use and release of genetically modified organisms and

products resulting from modern biotechnology.

The National Biosafety Framework, a system of legal, technical and
administrative mechanisms established under the Ministry of Environment
and Natural resources has been set in place to address these issues. ANational
Policy on Biosafety is an important element of this framework and provides
for safe application of modern biotechnology, and ensure that no adverse
effects would result on conservation and sustainable use of biological

diversity in the country as well as human health and environment.

When developing the National Biosafety Policy for Sri Lanka the Ministry of
Environment and Natural Resources appointed a National Sub-Committee
comprising of representatives from government departments, universities
and institutions involved in research and development, national policy,
environmental, legal and safety issues and industrial aspects of
biotechnology. The mandate of the sub-committee was to examine and
review policy instruments on Biosafety in other countries and prepare a

policy suitable for the Sri Lankan situation.

The National Sub-Committee comprised of the following persons..

Dr. M.C.N. Jayasuriya (National Science and Technology Commission) -

Chairman
Prof. A.L.T. Perera (Project Coordinator, National Biosafety Framework

Development Project, Ministry of Environment and Natural Resources)

32

Prof. G. Widanapathirana (University of Kelaniya)

Ms. S.P.D. Rukshanthi (Agriculture Biotech Centre, University
of Peradeniya)

Prof. Sirimalee Fernando (University of Sri Jayawardenepura)
Dr. Everad Jayamanne (Coconut Research Institute)
Ms. Gayathri Gunaruwan (The Ceylon Chamber of Commerce)

Dr. CK Shanmugarajah (Ministry of Health, Nutrition and Welfare)
Dr. Kumudu Fernando (Department of Agriculture)

Mr. Gamini Gamage (Director Biodiversity, Ministry of Environment and
Natural Resources)

Mr. Jagath Gunewardene (Attorney-at-Law)

Mr. D.M:G.P. de Silva (Ministry of Environment and Natural Resources)
M. G. Piyasena (Department of Fisheries, Ministry of Fisheries and
Agquatic Resources)

The draft document prepared by the National Sub Committee was discussed
at several forums, discussion sessions, seminars and workshops, and having
considered the opinions of various individuals, scientific bodies involved in

biotechnology research and development and non-governmental
organizations, has been finalized.

The National Policy on Biosafety covers, the need for a national policy for Sri
Lanka, policy objectives, policy principles and policy statements. It does not

include policy strategies; which needs to be developed. The policy was
approved by Cabinet of Ministers in 2005.
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NATIONAL POLICY ON BIOSAFETY

1. THE NEED FOR A NATIONAL POLICY ON
BIOSAFETY IN SRI LANKA

Biotechnology refers to any technological upp}ication that usz;fbif}sjlljcczi
systems, living organisms, os'dcrivativcsthcrcot,‘to make ormo ‘; (3:/ C]S:q i
or processes for a specific use. Biotechnology 1_5 not a ncx-v pr (S;mh i
Lanka. Traditional animal and plant breeding te_chrilqucs".th LR
hybridization and the selection of plants and animals Wi i 1:; he
characteristics) have for centuries been used to create, for example, N1g

yielding or drought and disease-resistant plant varieties.

Over recent years, however, modern bic.)techno?ogy has {”evol'\zltim:;zneidj;r
ability to alter life-forms through apply‘mg z'n vitro HUCIGC{Z @;1 tiz : ectizn 0%
including recombinant deoxyribonucleic a-c1d (DNA) an 1;(:(; t;xonomic
mucleic acid into cells or organelles, or fu-smn of cells bfeyon the SR
family, that overcome natural physiologlcal rf:}?roductwe f” recz i

barriers and that are not techniques used in traditional breeding an :

Modern biotechnology may have the potential to lead to co.1151dcrab;;

i ici i d other fields. At the same time, ma
advances in medicine, agriculture, an - !
of the risks of modern biotechnology (such as potential adverse effects
biological diversity, and risks to human health) are not yet known.

he
The concept of biosafety refers to the need to protect humz? healtlfl zmc}j :: "
1 ts of modc
1 ' the dverse effects of the produc
environment from the possible a s e
biotechnology. It describes efforts to reduce and eliminate the potential ris
o ]
that may result from modern biotechnology and its products.

34

There is an urgent need to establish biosafety measures for Sri Lanka, not
only for genetically modified organisms (GMOs) and Food, Feed and
Processed Products (FFP) that may be produced locally in the future, but
also for those that may be imported into the country. There remains
considerable uncertainty about potential risks associated with modern
biotechnology. The possible costs of mitigating or reversing any harm that
may occur as a result of the use of modern biotechnology may also prove to
be immense, and far-reaching, especially to the government which is

ultimately responsible for assuring the health status and food security of the
Sri Lankan population.

It is therefore of prime importance to establish a National Policy on
Biosafety, which will set the overall framework in which adequate safety
measures will be developed and put into force, so that Sri Lanka can
minimize possible risks to human health and the environment while
extracting maximum benefit from any potential that modem biotechnology
may offer. The National Policy on Biosafety is also an important tool to
ensure that the knowledge, practices and benefits of Sri Lanka's traditional
biotechnology techniques are safeguarded.

The National Policy on Biosafety is guided by the principle that any
perceived threat of serious or irreversible damage or lack of scientific
certainty shall not be used as a reason for postponing measures to prevent
environmental degradation and health impacts. It thus implies shifting the
burden of proof, requiring that modern biotechnology applications used in

Sri Lanka are first proved to be harmless, instead of waiting to take action
once they have been proven harmful.

The establishment of a National Policy on Biosafety is an important step in
meeting the obligations of the Convention on Biological Diversity (CBD)
and the Cartagena Protocol on Biosafety (CP), both of which Sri Lanka has
ratified. As a Party to these International Conventions, Sri Lanka has thereby

35



committed to take action to support the conservation of biological diversity,
the sustainable use of its components and the fair and equitable sharing of the
benefits arising out of the utilization of genetic resources; as well as to ensure
an adequate level of protection in the field of the safe transfer, handling and
use of living modified organisms resulting from modern biotechnology.

p. POLICY FRAMEWORK

The national policy on biosafety shall conform to National Development
Objectives of the Government of Sri Lanka

2.1 Policy Objectives

The Biosafety Policy renews the commitment of the government, in ensuring
adequate levels of protection in the safe use of modern biotechnology based
on the precautionary principle, within the framework of sustainable
development for the benefit of present and future generations. This policy
supports other related policies and is intended to be complementary and not to
replace or undermine them.

The major policy objectives are as follows:

2.1.1 Implementation of biosafety measures in order to ensure that there
will be no adverse effects on human health, the environment and
biodiversity.

212  Ensure effective regulation and management of GMO/FFP that might
be imported to Sri Lanka, based on the Advanced Informed
Agreement and the signing of which should be guided by the
Precautionary Principle.

2.1.3 Regulate and manage any locally produced GMO/FFP.

714 Promote dissemination of knowledge in the safe use and probable

hazards of modern biotechnology.

1.5 Ensure biosafety and bioethical considerations in the development

and application of modern biotechnology

[\e]
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2.1:6

o
88}
-

2.22

2:2.3

224

2.2i5

Pro 1de 1 i 1 §
V an 1nstitutional tI'EIITlCWOI'k for national dccision makinﬂ
5

networkin itori
- ng, _momtonng Rescarch & Development, and international
- 5 :
operation in all matters relating to biosa fety

Policy Principles

o i< o o
L]

established based on th ;
: € precautionary princi
informed agreement. ry principle and the advanced

Sri Le.u?k.a s.hall place utmost importance on developing its
capabilities in all aspects of biosafety b S

The m i
anufacture, use, import, export, sale or trans-boundary

Ez;igen;s I(l)i’ modern biotechnology applications, practices and
s shall conform fully to all relevant national legislations.

Publica i ici
e Warl;eness, education and participation in the decision-making
es shall be made essential for ensuring the judicious use o?

ety : ; IR
SOCii:)rr; blotech‘nologlcal applications, practices and products for
-economic development, wi i
) nic , without jeopardizi
environment, biodiversity and human health i 3 S

Ri e
s (s:lsr(ais:sessmcnt land management of GMO/FFP shall be carried out
Ing to national biosafety regulations. Where scientific risk

evaluati i
e 101_1 Offibrotechnology product, application or procedure gives
ancgative recommendation, this shall not be overruled iy
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2.2.6

2.2.7

23.

1 i - ce,
As a matter of public health protection and (;lcrnocratl;:1 golvcmar;1 i
: i - i ogy s

i ies | : the use of modern biotechnolog '

the industries involved in S

i i isms used and all other rele
reveal information on organis e
- re of the substances they are exp

order that consumers arc awa | : o

Safety test data, especially for agricultural biotechnology Tng huf .
: . . . e u
genetic testing, manipulations and applications, shal y

disclosed and made public.

Y ICl 1

from this structural orientation.
Policy Statements

ing i ironment
Recognizing the importance of protectn?g its peophla, er;v;r:c()momic
10di i i ting a sustainable social an
and biodiversity while promo : . -
development through the implementation of biosafety measures, <
1 i0-economi
1zi health. environmental and soci
Recognizing the human ; =
risks %hat mbay be incurred by careless or unscrupulous developm
of modern biotechnology and the use ofits products., e
Realizing the need for developing our own capabilities in biosafety
through research & development and training and

e Reaffirming the commitment to the obligations of the CBD and CP,

2.3:1

; : il
There shall be a National Focal Point for B]?lsaﬁfel:y :,; th:olr\l/gghsi I?;
1 1 Resources. It shall be the _
of Environment and Natura : _ . 2
i i i fety in Sri Lanka, 1nc
ty for all issues relating to biosa .
zIildfleOrld)t(:v(:loprnent of industry linkages, establishment of relevant
legislations, protocols and guidelines.
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2:3.0,

23.3.

234,

2:3.5.

2.3:6.

Labeling of genetically modified products shall be
mandatory. Once approved compulsory |
for all products resulting

made
abeling will be required
from modern biotechnology, at all stages
of the production process, from raw material to final product, in
order that the consumer may make an informed choice.

National safety guidelines and implementation practices shall be
adopted by industries using modern biotechnology. The guidelines
shall cover all related aspects, including material handling,
equipment, storage, waste disposal, laboratory safety, etc.

GM detection and analytical laboratories duly accredited shall be
identified, established and supported in order that, amongst other

things, proper assessment of risk, food safety and adherence to
labeling requirements can be ensured.

Priorities in Human Resource Development in Biosafety shall be
assessed identified and developed.

Public awareness of modern biotechnology in relation to
assessment of potential risks/benefits and management techniques
shall be enhanced, involving the community at large,
policy makers, legislators, administrators, the private s

biotechnology industries. Special courses in n
technolog

including
ector and

atural sciences,
y and ethics shall be offered to personnel, who in their

professional activities come into contact with biosafety issues and
their ethical applications.

Research into the risks to the environment and human health that
can be caused by modern biotechnology shall be supported.
Adequate funds shall be allocated to implement such programmes.

Safety standards shall be reviewed and u

pdated on a regular
basis.
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2.3.9. Appropriate knowledge bases and infrastructure for information
exchange on biosafety shall be established and developed.

73.10. A Master Plan for Biosafety shall be established and used to
implement the strategics and to develop the infrastructure and
instruments outlined in this policy.

2.3.11 In the interim period leading up to the establishment of the
infrastructure necessary to enable full implementation of the National
Policy on Biosafety, appropriate regulations shall be drafted and
enforced as a matter urgency under the laws in existence at present,
particularly in the case of GMO/FFP.

B DEFINITIONS

Modern biotechnology — The Cartagena Protocol on Biosafety defines
modern biotechnology as 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. Fusionofcellsbeyondthe taxonomic family,

that overcome natural physiological, reproductive or recombination barriers
and that are not techniques used in traditional breeding and selection.

The Precautionary Principle - A lack of scientific certainty of the potential
adverse effects of Living Modifed Organisms on the conservation and
sustainable use of biological diversity, on the environment and human health
may be due to insufficient relevant scientific information and knowledge.
This shall not prevent a country from taking appropriate steps/precautions
with regard to the import of Living Modifed Organisms, in order to avoid or
minimize such potential adverse effects.
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11\‘1]1 organism or aI[tIIEICOf WlllC 118 Cd[) blc 0[ I gC lC[at g tsc on its
S

been modifi :
; 1ed by modern biotechnology in a way not occurring naturall
mating or natural recombination. SRy

Advanced Inf
ormed Agreement - a formal agreement between two states

information i ;
a sup}l)he(':l by the exporting state, with the explicit understandj
e information is complete and accurate Ing

Risk asse o
. oi scslment - the use of scientific and other appropriate methods t
1Ty a. : : A 0
ma 'ty dn characterize the nature, likelihood of occurrence, and potential
nitu : > 1a
g ¢ of any hazards, with due regard to the precautionary principle

Transbound
ar
: y movement - any movement of GMOs or biotechnol
products, intentional or unintentional, and b "
> y any means includi
_ ; . n
transfer, across one or more national boundaries i §
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ANNEX 1

PROPOSED REGULATORY MECHANISM APPLICATION & REVIEW
PROCEDURES

APPLICANT

Proposal from
applicant

NATIONAL FOCAL POINT (eg. NATIONAL
COUNCIL FOR BIOSAFETY (NCB) P

A
Feasibility Proposal
or Applicability forwarded —
of project to X App_hcauon
country rejected
Competent :
Environmental | Authorities in } Approved J
Impact Assessment| = relevant fields Pl with modifications

of application

(EIA)
(e.g. line Ministrics) Approved for
\ initiation

Cost-benefit-risk analysis /

Public consultation
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