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Strike a balance - creating an enabling environment to gain the
maximum benefit from modern biotechnology but at the same
time minimizing risks to the environment and health

—
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OBJECTIVE OF THE ACT
To establish the National Biosafety
Board; to regulate the release,
importation, exportation and
contained use of living modified
organisms, and the release of products
of such organisms, with the objectives
of protecting human, plant and
animal health, the environment and

biological diversity /
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~ SCOPE OF BIOSAH!

Federal Act
Applicable to all States in Malaysia

Limited to Modern Biotechnology
Application of:

*In vitro nucleic acid techniques, including
recombinant deoxyribonucleic acid (DNA) and direct
injection of nucleic acid into cells or organelles, or

*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

Act)
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Any living organism
that possesses a
novel combination
of genetic material
obtained through
the use of modern

biotechnology
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PRODUCTS

| sDerived from LMOs or

part of LMOs

=Contains detectable
recombinant DNA; or
»Profile, characteristic or
properties of the product is
or are no longer equivalent
to its conventional
counterpart irrespective of

the presence of the

\icombinant DNA /
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8
RELEASE ACTIVITIES

experiments
=Supply or offer to supply for
sale or placing on the market
Offer as gift, prize or free
item

*Disposal
*Remediation purposes
*Any other activity which does
not amount to contained use
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*R&D purposes in all field I
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CONTAINED
Any operation including
R&D, production or
manufacturing operation
involving LMOs, or storage
of LMOs, undertaken within
a facility, installation or
other physical structure
such as it prevents contact
and impact of the LMOs on

the external environment

[Covers lab®
Room, Glasshouse anid*B
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Min. of Natural

Resources and

Environment
(Chairman)

Min. of Agriculture and [ |

| Agro-based Industry
r 4 . /
; f ; ‘ Min. of Science,

= ‘ Technology &

Innovation

‘ Min. of Health a Y

- ) Min. of International
Trade & Industry

V.4

4 experts in biosafety

Industries &
Commodities

Min. of Plantation

Min. of Domestic Trade,
Co-operatives &
Consumerism

ADMINISTRATIVE SUPPORT FROM DEPARTMENT OF BIOSAFETY
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modification under regulation 15.
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TYPE OF APPLICATION

Field Experiment below 5 hectares per location 100

Field Experiment 5 to 10 hectares per location 250
Field Experiment above 10 hectares per location 500

Commercial field release (approved LMOs) No
charge

Other Release activities (Schedule 2 of the Act) 5000

[ Note - Cost of public announcement bourne by applicant |
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status of the previous applications as follows:

=all previous decisions for release activities and
contained use activities issued by former GMAC will be
retained

=decisions may be reviewed if there is new information
on risks

=applicants are informed to submit any new
information including risk on the LMOs/products that

have been approved /
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Roundup Ready Soybean GTS-40-3-2  Food, Feed & Monsanto
Processing

Roundup Ready Corn Event NK603 Food, Feed & Monsanto
Processing

Yieldyard Corn Borer Corn Event MON  Food, Feed & Monsanto

810 Processing

Rootworm Corn Event MON 863 Food, Feed & Monsanto
Processing

Ice-Structuring Protein (ISP) Food Unilever

U
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Assessment of the risk and adverse
effect that such LMOs and
products of LMOs will have or are
likely to have on the human, plant
and animal health, the
environment and  biological

diversity EMERGENCY RESPONSE PLAN
',’ Safety measures and procedures
RISK MANAGEMENT k for the protection of human,

RISK ASSESSMENT

plant and animal health, the
environment and biological
diversity against harm or
damage caused directly or
indirectly by LMOs or products
of LMOs that will be
undertaken in the event of an
emergency and unintended

Proposed measures that shall
be undertaken to prevent,
reduce or control the risks and
adverse effect that such LMOs
and products of LMOs will have
or are likely to have on human,
plant and animal health, the
environment and biological

\ diversity release 1/
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Contained PSE: A

v" Type of activity conducted
v Facility used
v" Nature of LMOs being worked on

v Proposed transport of LMOs
outside stated premises and
precautions taken

v" Disposal of LMOs

/v Location

v LMO characteristics

v Size and scale of trial

v' Survival capabilities of LMO
v Disposal of LMOs

v Decontaminating equipment

v' Actions and precautions taken to

v" Decontaminating equipment minimise risks posed by proposed
v' Actions and precautions taken to activities
minimise risks posed by proposed v Etc...

activities
v Etc... /
-~
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DAL

Formal expert committee of
an organization
undertaking MB R&D which
involves use of any
LMO/rDNA materials - to
monitor & ensure
compliance to the Biosafety
Act 2007 at the institutional
level and safe handling of

MB activities

REGISTERED WITH NBB - FORM G, NO FEES!
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Welcome to BCH Malaysia Website

I was indeed & sigrificart lardmark avert when The Malaysian BiosaTely Act 2007 was passed in e Pariament on The 1100 Juby 2007 and
recefvad the Royal Ascect on 358 Sugust 2007, Ever though &t has Ben = nigged
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What's New

e O MEW ibzsfety Reguistions 2010

Public Consultation / Konsultasi
Approved Field Expadmant

Capacity Building
HNRE-UNDF-GEF Biosalety Projct
——_—

Ugcdsring Everts

Past Evertr

NEB Hiat

=- http://www.biosafety.nre.gov.my

Hmwrimtar

Citpaing the myih

Lestility =nd redress

Labefiing of Genetically MoETed
rgarimmms - and e

Contact

Relabed links
[

Roster of Experts

Rapariz on Asvignmems

& o Biclogics) Divarsity | Carteal Portsl of the Sissafaty Clearing-Houss
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biosafety@nre.gov.my
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