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Biosafety Legislations

Pathogens and Animal Toxins Act
B.E. 2525

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

Article 5: No one may produce, possess, distribute,
Import, export, or transit pathogens* or animal toxins
without a permit from the Director General of the
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: Anyone who violates Item 5 shall be subjected
to a prison sentence not to exceed 10 years or a fine not
In excess of 100,000 bahts (~2,500 US$), or both.



The Pathogens and Animal Toxins Act

Article 13: A permit holder may not,
(1) produce, possess, distribute, import, export,
or transit pathogens or animal toxins other than
that specified in the permit;

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



The Pathogens and Animal Toxins Act

Article 14 Permit holders must

(1) keep monthly records of quantities of pathogens
or animal toxins produced, possessed, distributed,
iImported, exported, or transhiped. These recorded
to the criteria, methods and conditions specified by
ministrial regulation.

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

(3) implement controls over production, possession,
distribution, import, export, or transport of pathogens or
animal toxins to prevent them from spreading, These
controls shall conform to specifications set by ministerial

regulation.

(4) comply with all other requirements specified by ministerial

regulation.



The Pathogens 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 or other evidence

(4) to seize 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 guestioning 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 Nol

Ministrial Regulation No2:
Ministrial Regulation No3:
Ministrial Regulation No4:
Ministrial Regulation No5:

Ministrial Regulation NoG6:
Ministrial Regulation No7:

Ministrial Regulation No8:

. production regulation includes

-map of location, structure, and rooms,
-area/room requirement,

-waste water and ventilation facility,
-equipment,

-storage of microorganisms,
-documentation

-responsible personnel,

-licensing.

possession regulation
import regulation includes packaging and transportatic
distribution regulation
export regulation includes packaging and transportatic

transhipment regulation
control official

license fee



License required for production, possession,
distribution, import, export and transhipment
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



Biosafety Containments

DC » NIH 4th Edition

Biosafety in Microbiological
and Biomedical Laboratories

WHO
Biosafety Manual




Biosafety Level 1




Biosafety Containments

% For routine diagnostic testing of serum and blood
samples, PCR, examination of mycotic and bacterial
cultures, BSL-2 facilities with appropriate BSL-2
work practices are deemed sufficient.

Any procedure that may generate aerosols should be
preformed in a biological safety cabinet (BSC), and
laboratory workers should wear eye protection and

a surgical mask in addition to standard protective
equipment.

In vitro cell culture of the etiologic agent and
manipulations involving growth or concentration of
the etiologic agent require BSL-3 facilities and

BSL-3 work practices.




BIOSAFETY

Institutional
Laboratory Safety Guideline




Biosafety level 2




Bacillus anthracis
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Biosafety level 3
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Biosafety level 3
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Personnel




Packing and labelling of Infectious Substances




Packing and transportation
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Packing and transportation

» Postal regulation
* |ATA regulation

« Guarantine regulation
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Packaging box

Quality control strians k
INn gelatin discs




Laboratory Animal
National Institute of Health

Thailand




Animal preparation
room in ABSL 2
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Pass box in ABSL 2




Animal Biosafety Level 3




Ailr Handling unit Control




Laminar flow rack for mice breeding
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Animal Testing rooms & Clean Corridor




Sterilizing room




Checking the environment
for animal raising room




Cage washing room




Training Program on Laboratory Animal




d Control

10N an

b ]

9
e
()
)

=

ining on

=

Tra




raining







Biosecurity

Information security
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Biosecurity




Material Transfer Agreement

MATERIAL TRAMSE FER AGREENENT
TMTA Ho.

1. The paties tothis agresment are:

1.1. Departmert of Med.v:al Scierices, M.mm:ry of Public Health, 887 Moo 4 Timepon Road.
Iy 11000, Thailmd ( refurredto as DIS):

13,

(heremafter refirred to as the RECIPTENT) and ;

13. The RECIPIENT inchades REGTRIENT Sciertists as well as  Princple Fwestigator /
Laboratory Superrisor! hetmdor

DIES: agre es to provide the RECTPIENT with MATERIAL  as hereirater defined, for use in
arcorduce withithe tems wnd conditians ofthis agreemat.

2. huthis agreament:
Material: me me original material progever, wd mhmodified deriratires.

Frogeny mems urmodified descendunt fom the MATERLAL, fir exanple, virs fom vins,
cellfrom cell, or orgarism fom orgamiam .

Vamnedified Derivatives memn  substances qeated by RECIPIEHT, which conwtinge am

ified fimctioral sub-uit oran jon procurt of the original MATERIAL, such as
uified qrifpctioroted sub-cets of the original MATERIAL  sub-clomes of urmodified cell
Iines, monoclwal atibodies seceted by  bbricoma cell lie, proteins epressed by
DHABHA supplied by TiiEe, sub-sets of the original BATERLAL, for eample, novel
Tlasmids or Tectors .

Modifications mean substarwces eated by Recipiert, which coptadn or iwcorporats fhe

sbtairing or tomsfring tellectual
Tights by sale of license, product demelopmers

Lopanerdal, popeses mean the sale, paterding,
property rights or other tangble or intangihle:
ad seek ing premariet approTal.

3. The MATERIAL cowered by this sgresmant inchades:

3.1 Mhiclogical materials, g or dead, originated from within the Eigdom of Thailand £ or
elee whire as listed in Attackmert &

32 Ay associated bnow-how, data and iformation.
33ty Progay, Ukmodified Darivatives wd Modifications
34ty cells or DH.A molecules replicated ot derired thereffom

mew

hold IS and its emplorrees fom awey claime or Libilities which may arice as a Teauht of the use
ofthe MATERLAL by the RECIPTEHT.

RECIPIENT agrees that:

The DLATEEIAL i the property of DS : amd & 1o be used by the EECIPIENT solely for
{chuech omby ome thot applies )

[ 1 msarchpurposes

[ ]test. refzemce, blowsuy d ool ((wmng oy their use within the famewed
of corTesponds hiousery and %)

11 Wzmnm&mm

at the RECTPTENT s institution md ok imder the direction ofthe RECTPIERT.

The Tese arch / test to be condurted by the RECIFIENT is mestricted to the project’ test

2 Berestigrtor ¢ Laboratory Supervisos ¢ hustructer

)
altriale ool ing boman

42, The MATERIAL will ot beaced inbomam sujects o in
- withont the wrtten pemission of BSs -

EE CIPIENT agrees not to tansfer the M TERTAL to arcrorie v does not work: wder bk or
direct superricion at the RECTRIENT s istination wihox the prior writen consent. of DMSC.
RE CIPTENT shallrefir areyrequest for the MATERTAT to DRS:.

RECIPIENT agress to use the HMATERIAL i appropriste cordabment facilities by fally
e il compet et ctaff

RE CIPIENT will notify Dif5c of all research results Telated 1o the MATERIAL i writing
sl ot year after completion ofthe research project.

EE CIPIENT agrees to achmwweledge TS as the source ofthe MATERIAL md data, o, ay
all publicaricrs ad patert spplicatiove based on or relaing to the MATERLAL, replicas, or
matores thereofand arvyresearch thereon.

RECIPIENT achnowledges that the MATERLAL is or may be the subject of a patent
Tication. Except provided in this agpeement, rio expressed or implied lirenses or other rights are
rided to the EECIPIENT wmider arcy paterds, paterd applicatiors, tade seqets or other
orietaryrights of DREC, Bchiding sy attered forme of the MATERLAL made by DRS:. |
ol mo expessed or implied licemses or othur rights are provided to 1z the MATERIAL,
Lificatione, or aeyTelited patevte ofthe MATERLAL for commersial PAIRases.

e RECIPIENT desires to use or license the MATERIAT or Modifications for commercial
soses. DS 4 GRERS, IH AD VANCE OF STCH USE, TO NEGOTIATE T 3000 FAITH
[HERECIPIENT T0 ES TABLISH THE TERMS OF A COMMERCIAL LICEMEE.

BECIPIEMT will use the KMATERIAL i complimce with all hicher natiomal and
ot ol T and regnltions, nchiding Pathogims md Awimal Toins 4t BE. 2525 as
nided by Dathogers and deimal Toxdns Act (Hol) BE. 2544, The MATERIAL is
srimerta] in votre wnd i, i Fronided iy, TS withot Wy of gy sort, expressed o
T:iSs. makes 1o Tepeseniation thit the use of the MATERLAL will not g
Tigt. The RECIPIENT will idemmify QRS ad ite emplovyees amd

A

A

4 it e cost; hawewer, fre is Tequested solely Ror its prepuration wd
t shall be ndicated in Aftackment £

iy retm o destroy all ML, md the MATERLAL wpon

memﬂmmofnﬂsmbew Aapphyto all kformation md the
TS, md termirate on conpletion of the REGIPIENT . cumTert
AL ( withit.........ears after the effective date Jimdess the parties
& ngeement

shalluse theirbest efforts to settls afir amdreasorable marmer wey
womrth this Agreement Tfuck disprate carmot he setfled by the parties
Lhe first aubmitted to medistion ey o mediator chosen jodraly ter the

ion does not trbg o resolution of the dispute weibin 30 days, the
 whitration before 1 single arhitrator prazes to the Abitrtion Rale
Atior Al e auibject to sach males.

1e RECIFIENT Signed for and on hehalf of the DTSC

— Ham,

—— ( 1
Positim:  Directar General

— Date
Signature of Wiiness

Lnrinsrs)

—_— Date

Recipient agrees to use the material in
appropriated containment facilities.

Recipient agrees not to transfer the material to
anyone who does work under his/her supervision.
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Material Transfer Agreement
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Biosafety of GMOs Iin Thailand

» Ministry of Science of Technology and

* Has adopted the biosafety guidelines 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 Law 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 Needs

e Training for the trainers on standard of
biosafety/biosecurity practice in order to extend the
knowledge to all lab technicians country-wide.

e Logistical: update laws and regulations on
biosafety/biosecurity

e Guidelines: establishing standard guideline at
different health care levels (ie. community, provincial,
regional, university hospital) and research lab.

* Regional collaboration in disease surveillance or
outbreak investigation e.g. technical, financial support
for establish networks and ensuring quality control.

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




Thank you
for your attention !

ZATERSS-Y mmm=mmme Ministry of Public Health, Thailand



