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Biosafety LegislationsBiosafety Legislations

Pathogens and Animal Toxins Act Pathogens and Animal Toxins Act 
B.E. 2525B.E. 2525

Pathogens and Animal Toxins Act Pathogens and Animal Toxins Act 
(No. 2) B.E. 2544(No. 2) B.E. 2544

1982 2001



The Pathogens and Animal Toxins ActPathogens and Animal Toxins Act

Article 5:  Article 5:  No one may produce, possess, distribute, No one may produce, possess, distribute, 
import, export, or transit import, export, or transit pathogens*pathogens* or animal toxinsor animal toxins
without a permit from the Director General of thewithout a permit from the Director General of the
Medical Sciences Department, Ministry of Public Health.Medical Sciences Department, Ministry of Public Health.

Article 4: “Pathogens” means:
(1) microorganisms,
(2) other pathogens specified by ministerial regulation,
(3) products from (1) or (2),
capable of causing disease in humans, livestock, animal 
carriers, or other animals specified by ministerial regulation.

Article 18: Article 18: Anyone who violates Item 5 shall be subjected Anyone who violates Item 5 shall be subjected 
to a prison sentence not to exceed 10 years or a fine not to a prison sentence not to exceed 10 years or a fine not 
in excess of 100,000in excess of 100,000 bahtsbahts (~2,500 US$), or both.(~2,500 US$), or both.



The Pathogens and Animal Toxins ActPathogens and Animal Toxins Act

Article 13Article 13: A permit holder may not,: A permit holder may not,
(1) produce, possess, distribute, import, export,(1) produce, possess, distribute, import, export,

or transit pathogens or animal toxins other tor transit pathogens or animal toxins other thanhan
that specified in the permit;that specified in the permit;

(2) produce, possess, distribute, import, export,(2) produce, possess, distribute, import, export,
or transit pathogens or animal toxins in any or transit pathogens or animal toxins in any 
location other than that specified in the permitlocation other than that specified in the permit
except when distributing pathogens or animal except when distributing pathogens or animal 
toxin directly to another permit holder.toxin directly to another permit holder.



The Pathogens and Animal Toxins ActPathogens and Animal Toxins Act

Article 14 Article 14 Permit holders mustPermit holders must
(1) (1) keep monthly recordskeep monthly records of quantities of pathogensof quantities of pathogens

or animal toxins produced, possessed, distributed, or animal toxins produced, possessed, distributed, 
imported, exported, or imported, exported, or transhipedtranshiped. These recorded. These recorded
to the criteria, methods and conditions specified byto the criteria, methods and conditions specified by
ministrial ministrial regulation.regulation.

(2) (2) labellabel outer packing of the pathogens or animal toxins outer packing of the pathogens or animal toxins 
with its with its namename in English, the amount, and date and place in English, the amount, and date and place 
of production. Labels on containers must indicate, as a of production. Labels on containers must indicate, as a 
minimum, the name of the pathogen or animal toxin.minimum, the name of the pathogen or animal toxin.

(3) implement (3) implement controlscontrols over production, possession, over production, possession, 
distribution, import, export, or transport of pathogens ordistribution, import, export, or transport of pathogens or
animal toxins animal toxins to prevent them from spreadingto prevent them from spreading, These , These 
controls shall conform to specifications set by ministeriacontrols shall conform to specifications set by ministeriall
regulation.regulation.

(4) comply with all other requirements specified by ministerial(4) comply with all other requirements specified by ministerial
regulation.regulation.



The Pathogens and Animal Toxins ActPathogens and Animal Toxins Act
Article 11. Inspectors appointed by the Minister of Health are granted the 
following power:

(1) to enter the facilities where pathogens of animals toxins are 
produced possessed, distributed or stored at anytime during 
working hour for the purpose of  inspecting and ensuring 
compliance with the provisions contained in this act;

(2) to take samples of pathogens for the purpose of 
inspection and analysis;

(3) to demand the relevant documents documents or other evidence

(4) to seize or confiscateseize or confiscate pathogens or animal toxins as well as 
container or packaging proceedings arising from suspect 
violation of this act;

(5) to summon individuals for questioning or to order the handing 
over of records, documents or other evidence when there is 
sufficient reason to believe that such may aid in substantiating
suspected violations of this act.



Regulations:

Ministrial Regulation No1-8

issued in 1986 under 

Pathogen and Animal Toxins Act BE 2525



Ministrial Regulation No1: production regulationproduction regulation includes
-map of location, structure, and rooms,
-area/room requirement,
-waste water and ventilation facility, 
-equipment, 
-storage of microorganisms,
-documentation
-responsible personnel, 
-licensing.

Ministrial Regulation No2: possession  regulationpossession  regulation

Ministrial Regulation No3: import regulationimport regulation includes packaging and transportatio

Ministrial Regulation No4: distributiondistribution regulation

Ministrial Regulation No5: exportexport regulation includes packaging and transportatio

Ministrial Regulation No6: transhipmenttranshipment regulation 

Ministrial Regulation No7: control officialcontrol official

Ministrial Regulation No8: license feelicense fee



LicenseLicense required for production, possession, required for production, possession, 
distribution, import, export and distribution, import, export and transhipmenttranshipment
of microorganisms depend on risk group.of microorganisms depend on risk group.

No license required for
Hazard risk group 1

License required for
Hazard risk group 2
Hazard risk group 3
Hazard risk group 4



WHO 
Biosafety Manual

Biosafety Containments



Biosafety Level 2Biosafety Level 1

Biosafety Level 3
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Biosafety level 2
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Change cloth and shoe Corridor to BSL 3

Biosafety level 3



Biosafety level 3



Biosafety Level 3



Biosafety Biosafety level 3level 3



Quality control of equipmentQuality control of equipment



PersonnelPersonnel



Culture

Packing and labelling of Infectious Substances



Packing and transportation



Packing and transportation

• Postal regulation

• IATA regulation

• Guarantine regulation

พระราชบัญญตัิเชือ้โรคและพษิจากสัตว พ.ศ. 2525
พระราชบัญญตัิเชือ้โรคและพษิจากสัตว(ฉบับที่ 2) พ.ศ. 2544
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Animal preparation 
room  in ABSL 2

Animal preparation 
room  in ABSL 2

Pass box in ABSL 2Pass box in ABSL 2



Animal Animal BiosafetyBiosafety Level  3Level  3



Air Handling unit  ControlAir Handling unit  Control



Laminar flow rack for mice breedingLaminar flow rack for mice breeding



Animal Testing rooms & Clean CorridorAnimal Testing rooms & Clean Corridor



Sterilizing roomSterilizing room



Checking the environment
for animal raising room

Checking the environment
for animal raising room



Cage washing roomCage washing room



Training Program on Laboratory AnimalTraining Program on Laboratory Animal



Training on Detection and ControlTraining on Detection and Control



Training



BiosecurityBiosecurity



BiosecurityBiosecurity
Information securityInformation security



BiosecurityBiosecurity



Material Transfer AgreementMaterial Transfer Agreement

- Recipient agrees not to transfer the material to 
anyone who does work under his/her supervision.

- Recipient agrees to use the material in 
appropriated containment facilities.



Material Transfer AgreementMaterial Transfer Agreement



BiosafetyBiosafety of of GMOs GMOs in Thailandin Thailand

• Ministry of Science of Technology and 

• Has adopted the biosafetybiosafety guidelinesguidelines in 1992 
both for laboratory work and field work. 
These guidelines was updated in 2004.

• National Biosafety Committee was established
in 1993 to ensure the guideline are effectively 
implement at the institution level.

• 24 Institution Biosafety Committee were assigned

• In 2005 Ministry of Natural Resources and Environment 
is drafting Biosafety Biosafety Law for GMOLaw for GMO



• Quarantine for the importation of biological
product

• Clinical-based Notifiable Disease Surveillance

• Laboratory-based Surveillance of Emerging 
and Re-emerging Diseases

• National Antimicrobial Resistant Surveillance



Major NeedsMajor Needs
•• TrainingTraining for the trainers on standard of

biosafety/biosecurity practice in order to extend the 
knowledge to all lab technicians country-wide. 

•• LogisticalLogistical: update laws and regulations on 
biosafety/biosecurity 

•• GuidelinesGuidelines: establishing standard guideline at 
different health care levels (ie. community, provincial,  

regional, university hospital) and research lab.

•• RegionalRegional collaborationcollaboration in disease surveillance or 
outbreak investigation e.g. technical, financial support 
for establish networks and ensuring quality control.

•• InformationInformation: Set up information system and 
Information center of lab-based surveillance. 
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