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Objective and scope

To provide knowledge on the requirement and regulation 
involving in biosafety and biosecurity in Thailand.

PATHOGENS AND ANIMAL TOXINS ACT, B.E. 2558 (2015)

BIOSAFETY GUIDELINES for Modern Biotechnology, 
BIOTEC, 2016
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Laboratory Biosafety vs Biosecurity
in bioscience or biomedical research(2)

3

Å Reduce or eliminate exposure

Å Accidental release

ÅPrevent loss, theft

Å Intentional release

ÅLimit access



Important of Biosafety

ÁLaboratory workers recognize hazards of processing infectious 
agents

ÅLaboratory biosafety aims to reduce or eliminate exposure of 
laboratory workers, or other persons, and the outside 
environment to potentially infectious agents involved in 
bioscience research. 

ÅLaboratory biosafety is achieved by implementing various 
degrees of laboratoryñcontainmentò, or safe methods of 
managing infectious agents.

ÅThrough engineering controls, management policies and 
work practices

ÅLabs must adhere to very specific safety regulations to work 
with organisms that pose a threat to human health
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Recommended National biosafety guidelines for research use 
of microbial agents/pathogens and toxins.

1. Biosafety in Microbiological and Biomedical 
Laboratories (BMBL) 5th Eds
Knowledge sufficient to work safely with hazardous 
microorganisms and the biosafety principles

https://www.cdc.gov/labs/pdf/CDC-
BiosafetyMicrobiologicalBiomedicalLaboratories-2009-P.PDF

2. BIOSAFETY GUIDELINES for Modern Biotechnology. 

http://www.biotec.or.th/biosafety/images/document/G01-
Biosafety%20Guideline.pdf

3. (Draft) Åú¬âøîâóÖäÑóÚÅèóâÜæîÕáòãìîÈÜÐõÛòÖõÂóäÉùæËöèõØãóØóÈÂóäĀßØã°

http://nih.dmsc.moph.go.th/login/filedata/1.pdf
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NATIONAL LAWS AND REGULATION

PATHOGENS AND ANIMAL TOXINS ACT, B.E. 2558 (2015)

http://blqs.dmsc.moph.go.th/assets/Bpat/ACTforBPAT.pdf(English)

http://niah.dld.go.th/th/files/legislation/act_microbe_toxin_2558_2bx.pdf(Thai)

http://blqs.dmsc.moph.go.th/page-view/99(Bureau of Laboratory Quality Standards) 6

http://blqs.dmsc.moph.go.th/assets/Bpat/ACTforBPAT.pdf
http://niah.dld.go.th/th/files/legislation/act_microbe_toxin_2558_2bx.pdf
http://blqs.dmsc.moph.go.th/page-view/99


PATHOGENS AND ANIMAL TOXINS ACT, B.E. 2558 (2015)
Department of Medical Sciences, Ministry of  Public Health)

ÁRegulation is covered on the operation on pathogens and 

animal toxins that effect to humans, animals, livestock and 

beasts of burden (animals that are used as vehicles) 

ÁPathogens that are causing diseases exclusively in plants

are excluded from the Act

Objective: 

To maintain the safety and welfare of public 

from the pathogens and animal toxins
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PATHOGENS AND ANIMAL TOXINS ACT, B.E. 2558 (2015)

Definition (Section 4. In this Act):1

ñPathogenò means: (1) Microorganisms; 

(2) Biological substance (ҬҴҥҌҷҩҢҴҠ); 

(3) other germs listed in the Notifications

issued under section 6 (3).

(1) Microorganisms = Parasites, protozoa, molds/yeast, bacteria,                            

and viruses

2) Biological substance means:

2.1) a culture/ any part/product of microorganisms or  

animal toxin e. g. DNA, RNA , their toxin and protein 

2.2) Proteinaceous infectious particle (Prion)
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ÁñAnimal toxinòmeans 

Toxin from animals that causes a condition that 

prevents the body from working normally in humans, 

livestock, beasts of burden or other animals prescribed in the 

Notifications issued under section 6 (3)

PATHOGENS AND ANIMAL TOXINS ACT, B.E. 2558 (2015) 

Definition (Section 4. In this Act): 2
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P
o

s
e

s
s ÅPossess = 

To have in 
possession 
for the 
possessor 
himself or 
herself or for 
other person

P
ro

d
u

c
e ÅProduce = 

To cultivate, 
mix, aliquot, 
transform, 
add volume, 
synthesize, 
repacking  
and infect 
animals

S
e

ll ÅSell =  To 
dispose of, 
distribute, 
dispense or 
exchange
for trade

ÅImport , 
export, 
transit

PATHOGENS AND ANIMAL TOXINS ACT, B.E. 2558 (2015) 

The scope : regulated activities:

ÅAny Institute/unit who intends to carry out these activity for Risk Groups 1 and  2 

Pathogensunder section 18 or Group 1 Animal Toxinsunder section 19 shall notify the 

Director-General in writing in order to obtain acertificate of notification(Section 20 and 

21).

ÅCarry out these activity for Risk Groups 3 Pathogensor Group 2  Animal Toxins

shall file an application for alicensewith the Director-General (Section 22). 10
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ÁFor the purpose of pathogens control, the Notified 

pathogen list are classified into 4 groups (Section 18)

ÁBased on prevention and treatment methods, spreading and 

quantities or amount of pathogens, and the degree of risk 

of causing diseases to humans, the community, livestock, 

beasts of burden or other animals.

PATHOGENS AND ANIMAL TOXINS ACT, B.E. 2558 (2015)
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Rarely cause infectionin healthy hosts. 
Examples: specific laboratory strainsE. coli, S. cerevisiae, P. pastoris 
and some lactobacilli

Agents may cause disease in a healthy hostbut aredifficult to 
transmit, do notusually cause serious or life-threatening illnessand 
are readily treated or prevented.

Examples: pathogenicE. coli, Shigellaspp, Plasmodium spp

Agents usually cause serious disease/serious risk to laboratory 
workers/ present significant community risk if spread in the 
environment, but there are usually effective measures for treatment 
and/or prevention. Examples:B. anthracis, hantavirus, yellow fever, HIV 
(cultures), SARS-CoV-2

Agents are those that presentsignificant individual and community 
risks and usually produce life-threatening disease, are readily 
transmissible and effectiveprevention and/or treatment is not usually 
available. Examples: Ebola, Hendra and Nipahviruses.

Group 1 

(RG1)

Low risk

Group 2 

(RG2)

Moderate risk

Group 3 

(RG3)

High risk

Group 4

(RG4)

Very high risk
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For the purpose of Animal toxin control, the Notified 
pathogen list are classified into 3 groups (Section 19)) 

Based on treatment methods and quantities or amount

of animal toxins, in consistence with the degree of risk of 

causing a condition that prevents the body from working normallywhich 

may occur in humans, livestock, beasts of burden or other animals

Group 1 Animal Toxins Ą cause a condition that prevents the body from 
working normally, but not at a serious leveland effective 
treatment is available;

Group 2 Animal Toxins Ącause a condition that prevents the body from 
working normally at a serious leveland effective treatment is 
available

Group 3 Animal Toxins Ą cause a condition that prevents the body from 
working normally at a serious leveland effective treatmentis not 
available
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Notification of the Ministry of Health

Entitle  òthe list of pathogens intended to be 
under the control under section 18ó

B.E 2561 (2018)

http://blqs.dmsc.moph.go.th/assets/Bpat/PATratchakitcha182561.pdf

ĄAbbreviation

B = bacteria

F = fungi, mold yeast

V = virus

P = parasite (helminth, protozoa)

T = toxin/  Non-Proteinaceousinfectious

particlebiological substance

R = Proteinaceousinfectiousparticle(Prion)
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Code Scientificname of 

controlled pathogen

Group

(RG)

Affected 

host

Additional information

2

1

1

3*

3* is the RG3 agents that the Notification allows some of the 

activities (without cultivate) to carried out in BSL-2-enhance

BSL-2-enhance = BSL-2 facility (isolated room + BSL-3 �±type 

personal protective equipment  

Human + animal

Bacteria
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