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3. Report 

3.1 Proposed Executive Summary 

In recent years, biotechnology has resulted in the development of a number of 

genetically modified organisms (GMOs). However, the introduction GMOs has led to 

wide debate on bioethical concerns. Such issues involved freedom of choice, ethics of 

interfering with nature, Islamic views on GM crops and ethical considerations of 

distributive justice as well as the effects of transgenic pollution to the environment 

(Latifah, 2010). Bioethical issue in biotechnology is an important aspect in the 

research stage, development stage and also the commercilization stage (Ida, 2009). 

The literature suggests that bioethics consideration should be included in the legal 

framework as the current legal regulations addressing GMOs are considerably varied 

less effective in discussing bioethical issues of the subject (Daniel Sperling, 2010). In 

Malaysia, there is no specific law on bioethics, except the Biosafety Act 2007. The law 

addresses all Living Modified Organisms (LMOs) with the objectives of protecting 

human, plant and animal health, the environment and biological diversity, and where 

there are threats of irreversible damage, lack of full scientific evidence may not be 

used as a reason not to take action to prevent such damage; and to provide for 

matters connected therewith. The law also recognizes the inclusion of the bioethical 

issues as part of the socio economic consideration under section 35. However, this 

law is rather vague on the bioethical issue. 

This project proposes to examine the applicability of the Biosafety Act 2007 in 

addressing bioethical issues relating to GMOs in Malaysia. Apart from that, this 

research also seeks to propose recommendations for the amendment to the Biosafety 

Act 2007 for express provision to protect bioethical issues relating to GMOs in 

Malaysia. Based on a qualitative research method, this project employs a case study 

research design in order to propose to examine the applicability of the Biosafety Act 

2007 in addressing bioethical issues relating to GMOs in Malaysia. 

The outcome of this project is to create a legal mechanism in order to improve the 

current legal framework in dealing with bioethical issues in GMOs. It is hoped that the 

findings of this research could assist the industry in guiding them with best practices 

for themselves and the policy makers in formulating and implementing the relevant 

regulations and policies on bioethical issues relating to GMOs. 
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3.3 Introduction 

Modern biotechnology, particularly the use of recombinant-DNA techniques, has 

allowed the introduction of novel or altered traits genes into other organisms, known 

as genetically modified organisms (GMOs)1.These organisms are generated for its 

significant advantages, including enhanced agricultural productions with a desired 

characteristic.2 Worldwide, the development of this biotechnology application has 

generated a number of human health, environment, economic and social concerns on 

the safety of the technology over its immediate and long term effects.3 Many of these 

concerns have legal, policy and ethical aspects to the extent that they are addressed 

by national and global policies and regulations. One of the concerns is bioethical 

issues associated with biotechnology, which arises in all biotechnological stages 

embracing from the research, development as well as at the commercilization stage.4 

Therefore, to ensure that those organisms are safe, it is essential for the biosafety 

regulatory system to review and approve each product for safety before it could be 

released into the environment or ingested by human.5 

This biosafety regulatory system should include not only the scientific procedures 

and principles, but may also consider several socio-economic issues.6 Article 26 of 

the Cartagena Protocol on Biosafety ("Biosafety Protocol") provides that socio

economic considerations can be a part of any decisions at the national level. In 

Malaysia, this biosafety decision-making process is undertaken by the National 

Biosafety Board ("the Board") as laid down in section 5(1) of the Biosafety Act 2007 

("the 2007 Act")7. In performing this function, section 35 of the 2007 Act states that 

the Board may consider socio-economic considerations which includes bioethical 

issues in their decision-making process.8 
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