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Organisation Structure
of Thai FDA

At present, the Office of Food and Drug
Adiminstration comprises of 10 divisions and
two smaller entities. These divisions are Food
Control, Drug Control, Medical-device Control,
Narcotic and psychotropic substance Controt
Toxic substance Control, Inspection, Public Re-
lation and Advertisement Control, Technical, Of-
fice of Secretariat. The two smaller entities are
Legislation Office and information Centre.

The office is staffed with 541 personnels.
They are classified as -

Number

of positions

1. High level administrators 14
2. Pharmacists and food specialists 325
3. Other heaith related personnel 52
4. Legislative personnel 10
5. Support staft 140

91udu (Number of positions)
350 T

300
250
200 1
150 1
100 1

50 -
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Vision policy

and activities

Vision of Thai FDA is “it is compact in
size, active, efficient, transparent and intema-
tional recognized standard.” Major activities will
be : consumers apptoach to enhance their par-
ticipation, inter-institute networking and promo-
tion of economic development.

Policy will be in accordance with the gov-
ernment policy on the following issues :

© Public relations and education for con-
sumers concerning health products.

© Strengthening safety measures to pro-
tect consumers.

© Prevention and eradication of illegal pro-
duction and trafficking of narcotics and psy-
chotropic. substances.

Plannings are based on the guidelines of
the Ministry of Public Health : unity, transpar-
ency, rapidity, follow-up and efﬁciency: In-
crease consumers’ knowledge and decentralize
authorities to provincial and regional areas. Some
examples of the on-going projects are as

follows :
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1. Strengthening consumers’ potentials
programme.

1.1 Campaign -on reading labels be-
fore purchasing. '

1.2 Encourage consumers’ aware-
ness and participations on protection of
their own rights programme.

1.3 Consumers Hot Lines Telephone
numbers, 202-9333 and 590-7354-5, are avail-
able for public 24 hours a day to call in and
report any frauds, illegal cases, substandard
products, adverse reactions or hazards per-
taining to health products.

1.4 Campaign on eradication of nar-
cotic and psychotropic substance abuses. To
increase awareness in drug abuses among stu-
dents and parents. Persuade them to curb the
widespread of drugs.

2. Diminish Non-compliance cases
programme.

3. Enforcement of Good Manufacturing
Practice (GMP), Good Laboratory Practice
(GLP) and Hazard Analysis Critical Control
Points (HACCP).

4. Drug stores development programme.
To enhance the standard of drug stores nation-
wide and to develop them to become: comimu-
nity public-health service centres in 2001. .

5. Development of drinking - water

quality programme.
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1.0 DIVISIONAL PROFILE
1.1 Divisional Responsibility
The Division of Biological Products, Department of Medical Sciences, Ministry of Public
Health serves as the nétional control laboratory (NCL) for biological products those are available
in Thatland, which include vaccines, foxoids, sera, blood products, immunomodulators and
others.
The responsibilities of Division of Biological Products are as follows:
1. Perdorming the quality control tesls of finished products on licensing process for
biological product registration.
2. Perdorming the quality control tests of biological products to support the cold chain
system monitoring and post-marketing surveifance.
3. Preparation énd standardization of national standard and reference preparation of
relevant biological products

4. Approvement for lot release certification of biclogical products.

&

Research and development on qualily, quality control tests and administration of
biclogical products.
6. Establishment and implement of quality assurance sysiem for biological quality centrol
laboratories.
1.2 Scope of Services
The quality control tests of biclogical products including polency test, safety tesls,
physical and chemical tesis that are regulatory shall be according to the requirements specified in
Thai minimum requirements for biological products or WHO minimum requirements for biological
products or NationalInternational Pharmacopoeia.
The biologica! products requested for testing should meet the criteria below:
1. Lot release products;

2. Suspected cold-chain break down products with large amount of unused;

i
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3. Products request for certificate of analyst on licensing process:
4. Products that testing results will be used in court,

Criteria for products shall be rejected for testing:
1. Missing or inadequate identification;
2. Insufficient quantity;
3. Collected and transported in an inappropriate condition.

When the testing is finished, the report of analysis shall be release to the customer whao

requests for the testing.
1.3 Sectional Responsibilities

There are six sections within this division:
1. Administrative Section ;
2. Quality and Technical Development Section ;
3. Viral Vaccine Section ;
4. Bacterial Vaccine Section ;

Serum and Blood Products Section ;

s_n

6. Biological Standardization Section.
1.3.1 Administrative Section :
- Controlling and managing official documents and financial supports ;
- Managing and procuring office/scientific supplies and equipment ;
- Keeping records of ail official, personnel and scientific information ;
- Sepving as central registry for incoming samples.
1.3.2 Qualily and Technical Development Section :
- Cooperating, setting up and assessing divisional activily plan;
- Ceordinaling quality assurance aclivities to ensure that all aspects of laboratory
activities are pedormed according to divisional QCM ;

- Providing training and technical development.

!
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1.3.3 Viral Vaccine Section

Performing the quality control tests of viral vaccine;

Researching and developing the quality, control tests (i.e. tests for potency,
safety, chemical and physical properties) and administration of viral vaccines;
Developing and implementing the quality assurance system for viral vaccine

quality control laboralories.

1.3.4 Bacterial Vaccine Section :

Performing the quality controt tests of bacteriat vaccine;

Researching and developing the quality, control tests (i.e. tests for potency,
safely, chemical and physical properties) and administration of bacterial
vaccines;

Devefoping and implementing the quality assurance system for bacterial vaccine

quality control laboratories.

1.3.5 Serurm and Blood Products Section ;

Performing the guality control tests of serum and blood products;

Researching and developing the quality, control tests {i.e. tests for potency,
safely, chemical and physical properies} and administration of serum and blood
products;

Developing and implementing the quality assurance system for serum and blood

product quality control laboratories.

1.3.6 Biological Standardization Section ;

Preparing and standardizing national bioclogical standards, reference
preparations and controls for used in the gquality control tests of hiological
products;

Researching and developing the preparation of biological reference ;
Ceveloping and implementing the qualily assurance system for preparation and

standardization of biological standards, reference preparations and controls.
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TABLE 2-1  RESPONSIBILITIES OF KEY PERSONNEL WITHIN BIOLOGICAL
PRODUCTS DIVISION

Position Responsibilities Person Phone

number

Divisional - Responsible for all activities within | Ms. Teeranart Jivapaisarnpong 5915448
Director Division of Biological Products

- Signs repoit of analysis and lot release

“certificate
Laboratory | - Responsible for quality and timeliness 5899850-8
Supervisor of aII data wilhin their laboratory Mr. Teerapon Kachacheewa Ext. 9307
- ldentifies and initiates activities for { Mr. Chawalit Yingpatana Ext. 9306
quality improvement Ms. Wichuda Jariyaphan Ext. @310
- Advises and trains technical staff Mr. Arangj] Tapjula 2xt. 9307
- Reviews dala, approves and signs { Ms. Sakalin Trisiriwanich Ext. 9304

analytical report

Quality - Reviews peirformance of laboratories | Ms. Wichuda Jariyaphan 5899850-8

Contro! QA program . £xt. 9310

Coordinator | - Gives QA advice and guidance

- Reviews SOPs

- Repaorts to divisional difector regarding
progress on quality issues

- Communicates QA issues to QAC and

Bureau of Laboratory Quality Standards

< Q.
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ANTISERA

Antisera are preparations containing the specific
immunoglobulins obtained from serum of animals by
purification. Antisera have the specific power of com-
bining with venins or with the toxins formed by bacteria,
or of combining with the bacterium, virus or other
antigen used for their preparation.

Antisera are obtained from healthy animals immun-
ized by injections of the appropriate toxins or toxoids,
venins or suspensions of micro-organisms or ather
antigens. During the immunization the animals must
not be treated with penicillin. The specific immuno-
.globulins may be obtained from the immune serum by
fractional precipitation and enzyme treatment or by
other chemical or physical methods.

A suitable antimicrobial preservative may be added
and is invariably added if the preparations are issued in
multidose containers. The final sterile product is distrib-
uted aseptically in sterile containers that are then sealed
s0 as to exclude contamination.. Altermatively, the final
product, after distribution in the sterile containers, may
be freeze-dried by a procedure that reduces the water
content of the finished product to not more than 3.0 per
cent w/w. The containers may then be sealed under
vacuum or they may be filled with oxygen-free nitrogen
or another suitable inert gas before being sealed; in
either case fhey are sealed so as to exclude contamina-
tion. The antiserum is reconstituted immediately before
use.

Antisera prepared by enzyme treatment and frac-
tional precipitation are most stable at about pH 6. The
method of preparation of antisera is such that the
product loses not more than 5 per cent of its activity per
year at this pH when stored at 20° and not more than 20
per cent per year when stored at 37°.

Antisera are almost colourless or very faintly yellow
liquids free from turbidity and almost odourless except
for the odour of any added antimicrobial preservative.
Dried antisera consist of white or pale yellow crusts or
powders, freely soluble in water to form colourless or
pale yellow liquids having the same characteristics as
the corresponding liquid preparations.

The antiserum, reconstituted where necessary as
stated on the label, complie$ with the following require-
ments.

Packaging and storage Antisera shall be stored ata
temperature of 2° to 8°, protected from light; avoid
freezing. Dried Antisera shall be stored at a temperature
of 2° to 8°, protected from light.

ANTISERA 1437

pH 6.0 to 7.0 (Appendix 4.11), when diluted with saline
TS to give a sofution containing 1 per cent of protein.

Albumin Unless otherwise stated in the monograph,
when examined by electrophoresis, the antiserum shows
not more than a trace of protein having the mobility of
albumin.

Foreign proteins When examined by precipitation tests
with specific antisera, consists exclusively of protein of
the declared animal species. -

Phenol For an antiserum containing phenol as a pre-
servative, not more than 0.25 per cent w/v when deter-
mined by the method described under the "Determina-
tion of Phenol", page 1417.

Protein content Not more than 17 per cent w/v. Carry
out the determination as described in the "Determination
of Nitrogen” (Method IV, Appendix 6.7).

Potency Determine the potency by comparison with an
established reference preparation, using the method
described in the individual monograph, and express the
result in U per ml, where appropriate.

Pyrogens Complies with the "Pyrogen Test” (Appendix
8.2), using not less than 1 ml of Antisenuun per kg of the
rabbit's weight. -

Sterility Complies with the "Sterility Test" (Appendix
10.1).

Undue toxicity Complies with the "Test for Undue
Toxidity of Vaccines and Sera” (Appendix 8.1}

Moisture content of freeze-dried antisera Not more
than 3.0 per cent w/w. Carry out the test as described
under the "Determination of Moisture Content”, page
1418.

The provisions of this monograph apply to the
following antisera:

Diphtheria Antitoxin

Gas-gangrene Antitoxin (Oedematiens}

Gas-gangrene Antitoxin (Perfringens)

Gas-gangrene Antitoxin (Septicum)

Mixed Gas-gangrene Antitoxin

Tetanus Antitoxin

Rabies Antiserum

Banded Krait Antivenin

Cobra Antivenin

Green Pit Viper Antivenin

King Cobra Antivenin

Malayan Pit Viper Antivenin

Russell's Viper Antivenin (Vipera russelli)



1438 DIPHTHERIA ANTITOXIN

DIPHTHERIA ANTITOXIN
Catepory Passive immunizing agent.

Diphtheria Antitoxin is a preparation containing
the specific antitoxic globulins from immunized
animals. 1t has the power of neutralizing the toxin
formed by Coryncebacterium diphtheriae.

The anlitoxin complies with the requirements
stated under Antisera, with the following modifications.

Pescription Transparent or slightly opalescent, practic-
ally colourless liquid; odour, practically odourless or of
the antimicrobial agent.

Expiration date When stored under the prescribed
conditions, the expiration dale is not later than 3 years
for Diphtheria Antitoxin with an excess of 5 to 10 per
cent of antibody and is not later than 5 years with an
excess of 20 per cent of antibody from the date of the last
satisfactory test for potency.

Warning Reactions to Diphtheria Antitoxin are rather
common and often severe. In sensitized persons the
administration of a heterologous serum may trigger an
anaphylactic reaction. Therefore, it is recommended to
take a precise anamnesis and to perform an intradermal
test in every case (eventually to begin with a high serum
dilution). Before the application of a heterologous serum
all the preparations for the treatment of cardiovascular
and respiratory complications which may accompany
such anaphylactic reactions have to be made. A few
days after the injection of a heterologous serum, serum
sickness may also occur.

Labelling Complies with the "General Infermation for
Biological Products”, page 1416. In addition the label on
the container states (1) the number of IU per ml; (2} the
recommended human dose for the various prophylactic
and therapeutic uses; (3} the major precautions to be
employed in administering animal serum; (4) the animal
source of the preparation.

Identification Specifically neutralizes the toxin of
Corynebacterium diphtherine making it harmless to sus-
ceptible animals. The potency test may serve as an
identification test,

Potency For antitoxin obtained from horse serum, not
less than 1000 TU per ml; for antitoxin obtained from
other species, not less than 500 1U per m], determined by
the "Biological Assay of Diphtheria Antitoxin" (Ap-
pendix 15.2.1).

TP

Usual dose Prophylactic: subctdtancous or intramuyscy-

lar, 500 to 2000 1U.
Therapeutic: intramuscular or intravenous,
10,000 to 100,000 IU.

GAS-GANGRENE ANTITOXIN
(OEDEMATIENS)
Gas-gangrene Antitoxin (Novyi)

Category Passive immunizing agent.

Gas-gangrene Antitoxin (Oedematiens) is a
preparation containing the specific antitoxic globulins
from immunized animals. It has the power of neutral-
izing the alpha toxin formed by Clostridium
ocdematiens.

The antitoxin complies with the requirements
stated under Antisera, with the following modifications.

Description Clear, colourless or very faintly yellow
liquid; odour, almost odourless or of the antimicrobial
agent.

Expiration date; Warning; Labelling See under Diphthe-
ria Anfitoxin, page 1438,

Identification Specifically neutralizes the alpha toxin of
Clostridium cedemaltiens making it harmless to susceptible
antmals. The potency test may serve as an identification
test.

Potency Not less than 3750 U per ml, determined by
the "Biological Assay of Gas-gangrene Antitoxin
(Oedematiens)" (Appendix 15.2.2).

Usual dose Prophylactic: intramuscular or intravenous,
10,000 10,
Therapeutic: intramuscular or intraverous,
not less than 30,000 U,

GAS-GANGRENE ANTITOXIN
(PERFRINGENS)

Category Passive immunizing agent.

Gas-gangrene Antitoxin (Perfringens) is a
preparation containing the specific antitoxic globulins
from immunized animals. thas the power of neutral-
izing the alpha toxin formed by Clostridium perfringens
(Clostridium welchii, type A).,

The antitoxin complies with the requirements
stated under Antisera, with the following modifications.



