BIOLOGICAL SAFETY MANUAL

I. INTRODUCTION
A. Scope 

The Chulabhorn Research Institute (CRI) has gained recognition as an excellent research institute in the country. This is a highly commendable achievement and one that could not have been realized without the continued support and dedication of researchers, staff members, and employees. Similar unfailing cooperation and support is necessary for the institution to be equally successful in its development of a comprehensive occupational health and safety program for protection of CRI personnel, students, and visitors. An important part of this program is concerned with safety in research studies and safe disposal of laboratory biohazardous wastes in compliance with relevant legislation and standard practices.
The purpose of this manual is to describe the operation of the biological safety program and to provide guidelines for all CRI personnel for the safe operation of laboratories and performance of experiments involving biological agents. 
Activities which are those specifically addressed are those involving:

· work with recombinant DNA (rDNA)

· various bacterial, fungal, and parasitic agents 

· Live viruses 

· experimentally infected research animals, animal fluids and tissues 

· Human blood, other body fluids and tissues 

· Receipt, handling, and disposal of biological materials 

The Manual does not address issues of radiation or chemical safety. For radiation and chemical safety issues please refer to radiation and chemical safety manuals.

B. Regulation of Biological Agents at the Chulabhorn Research Institute

The CRI Safety Committee has responsibility for the approval of CRI regulations and other actions to ensure regulatory compliance, safe working conditions, and a professional laboratory environment which is conducive to research and teaching activities, as it relates to the management of Biological Agents in the institute premises.

The CRI Biological Safety Sub-committee has responsibility for providing guidance and advice to the Safety Committee for the development and promulgation of safety standards for the conduct of research and teaching activities involving potentially hazardous biological agents by CRI personnel.

The Safety officer, under the direction of the Safety Committee, is responsible for administering the Biosafety program on a day‐to‐day basis, for providing technical advice on safety procedures and equipment, conducting laboratory compliance reviews, providing biological safety training, and providing guidance and information related to compliance with pertinent regulations.

C. The Biological Safety Program at the Chulabhorn Research Institute

The Biosafety program at CRI developed from the Institute’s commitment to employee safety with regard to biohazardous materials and to address and comply with the Biosafety Guidelines developed by the National Center for Genetics Engineering and Biotechnology regarding safe research with rDNA and biotechnology, and based on internationally accepted standard practices regarding safe research with associated viral materials, human blood, body fluids and tissues and other potentially biohazardous materials. In order for these rules and procedures to be effective, it is important to have a structured administrative format in place that defines the roles and responsibilities of each person or administrative office. 
The Biological Safety Sub-committee provides technical 

The key components of the program are:
· The Safety Committee

· The Biological Safety Sub-committee  

· Office of Research 

· The Laboratory head 

· The Principal Investigator (PI)
· The Researcher or User 

· Safety officer

The roles and responsibilities of each are described below:

1.
The Safety Committee

· Oversee CRI’s biological, chemical, and radiation safety programs

· Respond to and review employee complaints related to safety issues including health hazards

· Review safety training plans to ensure compliance with any national or international safety practices and CRI safety policies

· Report progress in the area of safety management at CRI to the Vice-president for Research annually

· Investigate work-related incidents such as injuries, including reviewing the incident report and determining a strategy for abatement for submission to the Vice-president for Research

· Coordinate with the Occupational Health and Safety unit on occupational health and safety issues directly relating to biosafety

2. The Biological Safety Sub-committee

The Biological Safety Sub-committee is one of the CRI Safety Sub-committees with memberships appointed by the CRI President. The Sub-committee shall be made up of 6 voting members, including the chairperson. There should be representative(s) from laboratory in the biological sciences. Collectively, the membership shall have expertise in research with microbial pathogens, chemical toxicology, and rDNA, and be cognizant of any potential risks to public health and the environment.  

· Review all projects/protocols involving the use of rDNA, infectious disease agents, and other potentially biohazardous materials

· Recommend approvals to the Safety Committee in accordance with CRI biosafety guidelines
· Monitor the progress of the work through safety officer to ensure that this is conducted under safety guidelines and report non-compliance to the Safety Committee

· Recommend training for PI and laboratory personnel as required for compliance with safety guidelines corresponding to the biohazard level involved

· The Biological Safety Sub-committee will meet twice a year or more often as necessary or as directed by the committee chairperson, to review related projects/protocols or other issues related to biosafety

It is important for personnel to understand that certain information in Committee files may be subjected to public scrutiny under a disclosure provision of the current National Center for Genetics Engineering and Biotechnology guidelines. These may include documents such as project registration documents, research related accidents, and facilities inspection reports.
3. Office of Research

The Office of Research is responsible for

• Promoting the importance of safety in all activities

• Supporting a broad-based research safety program that will protect CRI laboratory personnel, visitors, and students from ill-health effects and injuries associated with the use of hazardous agents in use in CRI facilities

• Assigning responsibility for the program components to appropriate individuals, task forces or committees and identifying and implementing clear lines of authority 
• Providing facilities that meet the Institute requirements for working with hazardous materials
4. The Laboratory Head

Laboratory Head is responsible for

• Receives from Office of Research the material for registration of biological research

• Ensures that the Application for Biosafety Approval (ABA) form is completed by each PI conducting applicable research 

• Submits completed ABA and annual registration forms to Office of Research

• Taking appropriate measures to assure that their laboratory activities comply with all relevant CRI research safety policies and guidelines.
• Ensuring that personnel, students and visitors have had training and instruction in laboratory safety and security procedures appropriate for their assignments.

• Ensuring that emergency response plans are in place for their areas and facilities of responsibility.

• Providing Safety officer with the name of the designated laboratory safety coordinator for their respective unit(s)

• Ensures that laboratory personnel receive any necessary medical surveillance
5. The Principal Investigator 
The Principal Investigator (PI) is directly and primarily responsible for full compliance with the policies and procedures described in the Biosafety Manual.
• Completes an ABA form for all research proposals involving the use of biological materials or agents

• Accepts direct responsibility for the health and safety of those working with biological materials in his/her project(s) 

• Ensures proper lab orientation, training, and instruction for laboratory personnel in safe practices and protocols, including, instruction in good microbiological techniques and practices needed to work safely with the biological agents and materials involved

• Ensures compliance by laboratory personnel with the relevant CRI regulations, guidelines, and policies 

• Ensures biosafety cabinets are certified as needed and personal protective equipment is provided and used

• Reports immediately to Safety Officer and Laboratory Head any violations of the National Center for Genetics Engineering and Biotechnology Guidelines, problems with containment and any significant research - related accidents or illnesses

6. The Researcher or User
The researcher or user includes researchers, assistant researchers, students, visiting scholars, and laboratory aids. Laboratory staff members are the most critical element in maintaining a safe working environment. Each person must consider their own safety and that of their co-workers. The laboratory staff’s responsibilities include, but are not limited to the following:
• Conscientiously follow lab-specific biosafety and security practices and procedures
• Becomes familiar with all biological agents being used in the lab and the potential risks associated with exposure
• Know all emergency procedures established by the laboratory head or PI 
• Participates in appropriate training and instruction
• Follows all laboratory practices guidelines provided in this manual and complies with all CRI safe research policies
• Report violations in procedure to safety officer and the laboratory head or PI.

• Notify the Safety Officer and the laboratory head or PI of major exposure events, or spills as soon as they occur 
7. Safety officer

· Collaborates with the Biological safety Sub-committee in implementation of the CRI biosafety program

· Oversees periodic inspections to ensure that all CRI activities related to biological agents are complied with the biosafety manual or best standard practices 

· Provides general biosafety training

· Coordinates with Office of Research to arrange and ensure periodic updates to biohazardous agents inventory and the certification of equipment (such as biosafety cabinets) and the training of personnel as required

· Conducts a biosafety assessment and prepares an annual report. Reviews, investigates and maintains a file on biosafety assessments, all accident reports, and complaints, and reports to the biological safety sub-committee and office of research 

· Maintains such files of reports, biosafety inspections, reviews and certifications as may be necessary to document compliance with safety standards as imposed

II. BIOHAZARDOUS RESEARCH PROJECT REGISTRATION AND REVIEW
A. Introduction

Each Principal Investigator (PI) is responsible for the completion of an ABA form (Appendix__ and also available at www.cri.or.th/...//) for all research involving biological materials or agents including the assignment of the required Biosafety Level to the proposed research. This includes research involving: 

· rDNA, including experiments that are specifically exempt under the National Center for Genetics Engineering and Biotechnology and CDC-NIH, USA  Guidelines 
· Bacterial, fungal, parasitic, or other potentially infectious agents 

· Live viruses 

· Human blood, other body fluids and tissue 

The Biological Safety Sub-committee will review all submitted ABA form; confirm, where applicable, that exempt status is appropriate for certain rDNA work; and recommend approval for those applications, that are complete and which provide for safe handling of potentially biohazardous materials under the appropriate Biosafety Level, to the Safety Committee. 

B. Registration and Review Process

The registration and review process begins with submission of the complete application for ABA form by PI through laboratory head to Office of Research. Office of Research distributes the applications to members of the Biological Safety Sub-committee. Once a month the Biological Safety Sub-committee meets and reviews the applications submitted within the last month. At this time the application will either be recommended to the Safety Committee for consideration of approval, or will be sent back with comments and/or questions to Office of Research to be given back to the PI. The PI can submit the same application after revision as suggested by the Sub-committee or made scientifically argument for review. 

The renewal or amendment of the approved application shall be submitted to the biological safety sub-committee for recommendation to the Safety committee for final consideration of approval.

The chart provided below indicates the steps involved in this process:

Note: We will have to draw a new chart according to our process
C. List of Select Agents and Toxins 

1. Genetic Elements, Recombinant Nucleic Acids, and Recombinant Organisms
· Nucleic acids that can produce infectious forms of any of the select agent viruses. 

· Recombinant nucleic acids that encode for the functional form(s) of any of the select agent toxins if the nucleic acids: 

· can be expressed in vivo or in vitro, or 

· are in a vector or recombinant host genome and can be expressed in vivo or in vitro. 

· Select agents that have been genetically modified. 

2. Human blood, other fluids, and tissue

3. Animal blood, other fluids, and tissue

More of selected agents are listed in Appendix--.
