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1. Biosafety Regulatory Approach
• What is the regulatory framework  in your country for Genetically 

Modified Food (GMF)/GMOs?

• Describe the approval process for GMF/GMOs in your country.

• Is your regulatory framework related to GMF/ GMOs publicly 
accessible?

• Has your country made any decisions regarding GMF/ GMOs?

• If yes, how many decisions for GMF/GMOs have you made and are 

these decisions publicly accessible?

• How are GMF/GMOs monitored?



Biosafety Act 2007

National Biosafety Board to
regulate the release, importation,
exportation and contained use of
living modified organisms (LMO*)
& the release of products of such
organisms, with the objectives of
protecting human, plant and
animal health, the environment
and biological diversity

*The term LMO is used 
interchangeably with GMO



Two Regulatory Processes

NOTIFICATION –

PART IV OF ACT
APPROVAL - PART III OF ACT

DEVELOPING LMO- FROM BENCH TO MARKET

• Contained use

• Import for Contained 
use

• Export of LMO

R&D

• Direct introduction to 
environment

• Commercialized 
planting

• Placing in the market

Commercialization
• Field Trial

R&D

DIRECT COMMERCIAL USE – NO R&D

•Export LMO

•Contained use for industrial 

production

•Import LMO/product for placing in the market or 

release



Approval Process - Release

•A technical risk assessment is done by the Genetic Modification Advisory Committee (GMAC) 
and a recommendation is given to the NBB. In addition, in Malaysia public consultation as well as 
review by other relevant agencies are required prior to making a decision



Decision Making of NBB

Scientific/ 

Technical Assessment

Risk Assessment

Risk management

Emergency Response Plan

Public 
Consultation

Risk Communication

Public perception

Policy 
Consideration

National interest

Local priorities

Socio 
economics 
Consideration

Case by case 
basis



Public Disclosure of Decisions
• Public disclosure of decision is mandatory

under the Biosafety Act.
• All decisions by the NBB are made available

in the 3 different sites at the same time:
i) Department of Biosafety Official Website
ii) Biosafety Clearing House (BCH)
iii) FAO GM Foods Platform

• The duplication of information in a few
platforms ensure availability at all times



Department of Biosafety website



GMO Risk Assesmsents

A copy of the Risk 
Assessment report of the 
GMO for release is available 
at the website



Biosafety Clearing House

Screenshot BCH website



FAO GM Foods Platform



Simplified Procedures
• A simplified procedure is embedded for GMOs used as food,

feed and processing (FFP).
• If a GM event or crop is approved to be used for FFP, any

subsequent use of the GM crop for the same purpose is
exempted from any further regulatory requirements.



Enforcement and Monitoring

Development of an
Integrated Enforcement Matrix among
Government Agencies to improve multi-agency
enforcement since the form of LMOs can involve
overlapping regulatory mechanisms with other
agencies



Joint Regulatory Approach

GM FOOD 
OR FEED

APPROVAL OF 

GM EVENT
(eg: Event XX corn)

Food 

Product
Feed 

Product

NBB DECISION

GM Products from NBB approved events are regulated by the 

Food Safety And Quality Division, Ministry of Health Malaysia

Decision by NBB for GM crops to 

be used for 

Food, Feed and Processing



Joint Regulatory Approach  
Enforcement and Monitoring

In Malaysia it is a joint collaboration with the Ministry of Health to
regulate GM food.

• The NBB does an assessment and makes decision on whether
the GMOs and its products is approved for use.

• After a GM event or crop is approved, the Food Safety and
Quality Division under the Ministry of Health regulates the
specific GM products in the market.

• Only approved GM events or crops may be use for food, feed
and processing.



Biosafety Regulatory Approach –
Enforcement and Monitoring
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Farm

Field

Industry/ Warehouse

FIELD

03

Supermarket

Market

Shop

Stall

MARKET
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Land : 12 Entry points

Sea : 29 Entry points

Air : 15 Entry points

ENTRY POINTS



Biosafety Regulatory Approach –
Enforcement and Monitoring



2. Local GMO related innovation 

• Any GMOs developed locally that you wish to highlight? Locally 
developed GMOs highlighted does not necessarily have to be 
related to food or feed

• If yes, please share the details of the GMOs

• Do you have any GMOs field trial in your country (both 
imported or locally developed)?

• Any local GMO products that are due to be commercialized, 
already commercialized?



2. Local GMO related innovation 
• Confined Field Trial GM Crop

Confined Field Evaluation of Delayed Ripening     

Transgenic Eksotika Papaya

MARDI (2013)

Confined Fied Trial of Genetically Modified Rubber 

(Hevea brasiliensis) Trees for Research and 

Development Purpose

Malaysian Rubber Board (2015)



2. Local GMO related innovation 

• GM rice for quality improvement

Transgenic rice resistance to:

 Sheath blight

 Bacterial leaf blight

 Herbicide tolerance

3

4

Transgenic rice :

 Sheath blight resistance

 Bacterial leaf blight resistance

 Herbicide tolerance

 Drought resistance

 High yield

Picture from MARDI



2. Local GMO related innovation 
E.g:

Genetic Engineering of Malaysia Rice

Cultivar MR 219 towards Xanthomonas

Oryzae PV Oryzae (XOO) Bacterial (BLB)

and Glyphosate Herbicide Resistance

using Transgene Stacking

Picture from MARDI



2. Local GMO related innovation 

• GM Papaya: 

 Extended shelf life

 Disease resistance



2. Local GMO related innovation 
Confined Field Trial of 

Antisense Transgenic Papaya

The ethylene production which 

causes   early  ripening is greatly 

reduced.

2 Days

8 Days

Ripening Index 2 Ripening Index 6
Fruit softening 

phase

Picture from MARDI



2. Local GMO related innovation 
Development of Eksotika Papaya Resistant to Papaya Dieback Disease

Picture from MARDI



2. Local GMO related innovation 

• Way forward in innovation : New Plant Breeding Techniques, e.g.
genome editing.

• Genome editing is a game changer for crop improvement.

• GM crops have been largely targeted for resistance against
herbicides/pesticides or insects.

• Time to turn research focus towards GM crops tolerant to
climate change, high nutrient content and increased crop yield
in order to withstand the effect of global warming and meet the
raising demand for food security.



2. Local GMO related innovation 
• Regulatory status of Genome editing in Malaysia:

GENOME EDITING

CONTAINED USE ACTIVITY (R&D) FOR PLANTS

SDN1 SDN2 SDN3

20 

BASE 

PAIRS

EXEMPTED FROM NOTIFICATION REGULATED AS GMO



3. Public engagement/ public 
awareness 

• What is the level of public awareness about GMOs in your country?

• Share your country experience in conducting public 
engagement/consultation related to GMOs (it may be consultation on 
an application or policy etc.)

• What are the public awareness activities related to GMOs in your 
country?

• Do you have any Communications, Education and Public Awareness 
materials that you can share? Please mention details of the material 
and who is the target group



Public Consultation
 Independent process

 4 national newspapers (Malay, English,
Mandarin & Tamil)

 2 announcements in each newspaper

 Cost borne by applicant

 The applicant will submit the draft fact
sheet (in Malay and English) about the
application and announcement to be
approved by Dept. of Biosafety

 Guidelines and templates will be provided
by Dept. of Biosafety)



Public Consultation

Besides newspaper notices,
the invitation for public
consultation of an application
is also communicated via the
Department’s website and
social media platforms such as
X, Facebook and Instagram



Public Consultation



Public Consultation

Information regarding the activities proposed by the applicant will 
be included in the Fact Sheet (in Malay and English) as a public 
announcement. Information provided includes:

a. Purpose and description of activities in the application
b. Description of how living organisms are modified
c. Characteristics of modified living organisms
d. Risk assessment to human health
e. Assessment of risks to the environment and biodiversity
f. Description of the emergency response plan



Public Consultation



3. Public engagement/ public 
awareness 

• Public awareness is generally low but some initial work has been
done through the GEF project and Department of Biosafety as
well as Ministry’s activities to increase public awareness and
knowledge on GMO through educational programs and social
media interaction.

• Awareness level is reasonably good among regulatory bodies
and research institutions group

• Awareness level has to be intensified in NGOs, industry players,
media, educators and consumers group



Publications



Awareness activities



Social Media Posts



THANK YOU


