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1. INTRODUCTION 

 

1.1 PURPOSE  

The purpose of this guideline is to provide guidance to organisation that conducts 
research or activities involving living modified organisms (LMO)/recombinant DNA 
(rDNA) and other relevant scopes mentioned under section 1.2 on the setting up of an 
Institutional Biosafety Committee (IBC) in compliance with the Malaysian Biosafety 
Act 2007, Biosafety (Approval and Notification) Regulations 2010 and other related 
government regulations and policies to safeguard human health and the environment. 
 
The UCSI University Biosafety Guidelines describe the methods, means, procedures 
and policies that govern the conduct of work by employees and/or facilities that presents 
possible biohazard risks to employees, visitors, the general public or the environment. 
These Guidelines also delineate roles and responsibilities for Principal Investigators (PI), 
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1.3 DEFINITIONS 

For the purpose of this document and for matters pertaining to the IBC, the definitions 
below will apply. 
 
Biosafety refers to the containment principles, technologies and practices, protection, 
control and accountability that are implemented to prevent the loss, theft, misuse, 
diversion of, unauthorized access, intentional or unintentional exposure or release of 
biological agents and toxins as covered in Section 1.2. 

 
Principal Investigator (PI) refers to any person with primary authority over the work 
conducted, whether the work is related to research, clinical/diagnostics or teaching. The 
PI is accountable to the IBC and must comply with the appropriate research guidelines 
and all applicable laws and guidelines related to biosafety. 
 
Head refers to the Head of an organisation involved in modern biotechnology, e.g. Vice 
Chancellor/Rector of a university or other educational institute, Chief Executive Officer 
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rDNA, pathogens and other potentially infectious materials, within 24 hours of 
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1.4 COMPLIANCE WITH THE MALAYSIAN BIOSAFETY ACT 2007 

Any organisation, which undertakes modern biotechnology research and development, 
shall establish an Institutional Biosafety Committee (IBC) to ensure that any 
LMO/rDNA, pathogens and other potentially infectious research, conducted at or 
sponsored by the organisation, irrespective of the source of funding, shall comply with 
the Malaysian Biosafety Act 2007 and the Biosafety (Approval and Notification) 
Regulations 2010, any other related regulations and Malaysian laws relating to import 
and export, human, plant and animal health, environment and biological diversity. The 
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2.0 UCSI INSTITUTIONAL BIOSAFETY COMMITTEE (IBC) 

 

2.1 IBC RESPONSIBILITIES 
 

IBC is established under the Biosafety Act 2007 and Biosafety (Approval and 
Notification) Regulations 2010. The responsibilities of the IBC include, but are not 
limited to the following: 
1. Provide guidance to PI on biosafety policies and issues in the use of LMO/rDNA, 

pathogens and other potentially infectious agents research as mentioned in Section 
1.2, including safety of laboratory personnel and other members of the organisation. 

2. Recommend approval for research projects that involve the use of LMO/rDNA, 
pathogens and other potentially infectious agents as mentioned in Section 1.2, that 
are found to conform to Biosafety Act 2007 and Biosafety (Approval and 
Notification) Regulations 2010 and periodically reviewing these research projects. 

3. Assess and monitor the research facilities, procedures, practices, training and 
expertise of personnel involved in LMO/rDNA, pathogens and other potentially 
infectious agents as mentioned in Section 1.2. 

4. Notify the PI of the results of the IBC’s review, approval, or rejection of their 
application for approval and notification of all activities involving the use of 
LMO/rDNA to the National Biosafety Board (NBB). 

5. Assess and set containment levels for research projects and any activities that 
involve the use of LMO/rDNA, pathogens and other potentially infectious agents 
as mentioned in Section 1.2, and modify containment levels as necessary. 

6. Assess field experiments to ensure that the proposed risk assessment, risk 
management and emergency response plan are sufficient. 

7. Adopt and implement emergency response plan covering accidental spills and 
personnel contamination, resulting from research projects and any activities that 
involve LMO/rDNA, pathogens and other potentially infectious agents as 
mentioned in Section 1.2. 

8. Review and report to the UCSI University President/Vice-Chancellor and to the 
NBB any significant problems with non-compliance of the Biosafety Act 2007 and 
Biosafety (Approval and Notification) Regu Snin
f pao  4iCc4 Vp 7T Sf pvono Sipto 0i pto 1SfDl p0i pto  Sf pvonom T] 3TTt pto n p o Snin
pao Sm T] 3TTt pto  Si pfo Sn peo S4 Vp 7T Si pyo Si to Si pto p o Snin pNoo Sf pto Sn pio Sn pfo Sn athe 
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2.2 IBC MEMBERSHIP 

The IBC is registered with the NBB for the purpose of LMO/rDNA, pathogens and other 
potentially infectious agents as mentioned in Section 1.2. The IBC is comprised of 
members who are appointed by UCSI University President/Vice-Chancellor. Members 
should represent the organisation and may include representatives from the community 
at large. Members will collectively have experience and expertise in research or 
activities related to LMO/rDNA, pathogens and other potentially infectious agents as 
stated in Section 1.2, and the capability to assess the safety of the related research 
activities, and identify any potential risk to human, animal and plant health or the 
environment posed by such research or activities. 

 
The IBC should have the following minimum composition: 
1. Chair 
2. BSO 
3. Committee members 

It is also recommended that IBC include: 

1. Experts in Biosafety and containment 
2. Persons knowledgeable in institutional policies and applicable laws 
3. Individuals reflecting community attitudes 
4. At least one representative from the laboratory staff 

The IBC may consult with NBB to address issues pertaining to the organisation’s IBC, 
policies, applicable laws (State and Federal), and standards of conduct and practice. 
 
 

2.3 IBC CHAIR 

Ø Appointment 
The President/Vice Chancellor of UCSI University or his designate (a suitable 
senior officer) should chair the IBC. The Chair should represent the organisation 
and have knowledge and experience in scientific research pertaining to LMO/rDNA,
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2.4 BIOLOGICAL SAFETY OFFICER (BSO) 

Ø Appointment 
The BSO should be appointed by the President/Vice Chancellor of UCSI University. 
The BSO is a member of IBC and must be affiliated with the organisation. The 
appointed person is recommended to be a permanent BSO of the IBC. The 
appointment will serve a 2 year term and may be re-appointed. 
 
 

Ø Responsibilities 
The BSO is responsible for submitting all applications for approval and 
notifications and the annual report of IBC to the NBB, on behalf of the organisation. 

 

2.5  IBC MEMBERS 

Ø Appointment 
IBC members are appointed by the President/Vice-Chancellor of UCSI University 
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b) The status of the IBC’s review on all applications and notifications to be 
submitted to the NBB. 

c) IBC actions taken on each project reviewed and any required modifications for 
IBC approval. 

d)  Remarks and plan of action to be taken by PI after inspection of facilities 
required to conduct activities related to LMO/rDNA, pathogens and other 
potentially infectious agents as stated in Section 1.2. 

e) Notation of members who were not present during deliberations and voting, on 
projects where they had a conflict of interest. 

f) The basis for disapproving any projects on possession and/or use of 
LMO/rDNA materials, pathogens and other potentially infectious agents as 
stated in Section 1.2. 

 
For each project reviewed, IBC meeting minutes will include references to each of the 





%
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3.0 SPECIFIC RESPONSIBILITIES OF PRINCIPAL INVESTIGATORS 

 

3.1 SELECTION OF APPROPRIATE BIOSAFETY LEVEL 
 

The PI seeking approval for a project or any activity which involves the use of 
LMO/rDNA materials, pathogens and other potentially infectious agents as stated in 
Section 1.2, must make an initial risk assessment of the said materials/agents. The 
primary focus of a risk assessment is to prevent or reduce the risk of laboratory 
associated infections or intentional or unintentional release of LMO/rDNA materials, 
pathogens and other potentially infectious agents as stated in Section 1.2 into the 
environment. The assessment of risk is based on the organis
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3.2.2  Performing Research Involving LMOs/rDNA Materials,
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4.3  NOTICE OF IBC ACTION 
 

The IBC Chair should provide written notification of the IBC’s decision to the PI. 
Decision of IBC can be one of the following: 

Approved: this status is given to NOI that satisfactorily addresses all issues pertaining 
to biosafety and biosecurity. No additional amendments or changes to the NOI are 
required. The approved NOI is valid for a maximum of three (3) years, unless a shorter 
time is specified by the IBC.  

Approved pending minor modifications: Minor revisions are required to the NOI. 
Work under the NOI can only be initiated when the PI addresses all issues raised by the 
IBC within one (1) month of the latest review outcome and an “Approved” status is 
granted for the NOI by the IBC.  

Deferred: The NOI is deferred when consultation from an external body is required due 
to the IBC mem
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(UCSI/IBC/ANNEX 3). The members of the RRT may include additional information 
that might be necessary to review the reported incident. Further discussion and action 
pertaining to the incident should be captured in the minutes of the IBC meeting. The 
NBB may request for a detailed report of the incident if necessary. 

 

4.6  MODIFICATIONS TO APPROVED PROJECTS 
 

The PI should not initiate or implement any significant change or modification to IBC 
approved projects without the prior review and approval of the IBC and NBB. This 
includes, but is not limited to, modification of LMO/rDNA materials, procedural 
changes, changes in laboratory personnel, including adding on new personnel and a 
change in laboratory location, any or all of which may change or increase the Risk 
Group of the project and/or its BSL. Applicants must submit relevant form 
(UCSI/IBC/FORM C) to NBB through IBC for approval before making any of these 
changes. 

 

4.7 PROJECT EXTENSION REVIEW OF APPROVED PROJECTS AND NOTICE OF 
TERMINATION 

 

4.7.1  Project Extension Review of Approved Projects 
 

The PI who wishes to extend the time period of the activity with LMO/ rDNA materials, 
pathogens and other potentially infectious agents as stated in Section 1.2, must complete 
and submit the IBC Project Extension Review/ Notice of Termination 
(UCSI/IBC/FORM D) Form to the IBC Chair at least one month prior to the next 
scheduled IBC meeting. The IBC Project Extension Review/ Notice of Termination 
Form should be submitted at appropriate time intervals as stipulated by the IBC. Review 
is conducted by the full committee at its regular meetings. The IBC Chair should notify 
the PI in writing of the IBC’s decision. 
 
PIs are required to submit the form (UCSI/IBC/FORM D) for application of NOI 
extension at least three (3) months before the expiry date. NOI extension applications 
will be reviewed by the IBC before it is approved. The maximum period of extension is 
one (1) year only. 
 
 

4.7.2 Notice of Termination 
 

The PI must complete an IBC Continuation Review/ Notice of Termination Form 
(UCSI/IBC/FORM D) and file it with the IBC Chair when a research project involving 
registered LMO/rDNA materials, pathogens and ot
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8.0 LABORATORY INSPECTIONS AND BIOSAFETY MANUALS 
 
8.1  LABORATORY INSPECTIONS 
 

The IBC will inspect laboratories using checklists. Any issues arising are to be reported 
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14.0 INSTITUTIONAL BIOSAFETY COMMITTEE RELATED FORMS 

 

No.  Form  Code  

1 Submission Checklist - 

2 Preliminary Assessment Form UCSI/IBC/FORM A 

3 Notice of Intent (NOI) Form UCSI/IBC/FORM B 

4 Amendments of Approved NOI Form  UCSI/IBC/FORM C 

5 Project Extension and Notice of Termination UCSI/IBC/FORM D 
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The Biosafety Act 2007 
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