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Traditional Drug Law (1996)° are the key laws relating to product safety and liability
for foods and drugs. Section 2 (a) of the National Food Law describes “food” as “edible
things that human beings can readily eat or drink, ingredients included therein and food
additives except for drugs”. It further explains that the expression “food” “includes
things determined as food by the Ministry of Health by notification from time to time”.
As such, the Ministry of Health is the central ministry which has authority to declare
what kind of foods are regulated by the Law.

Further, “drug” is defined in the National Drug Law. Section 2 (b) of the said
Law states that “drug means a substance for use, whether internal or external, in the
diagnosis, prevention and treatment of disease, birth control or for any beneficial effect
in human beings and animals”. In addition, “this expression includes a substance
determined as a drug by the relevant Ministry by notification from time to time.”
Furthermore, the Traditional Drug Law provides, in section 2 (a), that ‘traditional drug
means a local concoction for use either directly or indirectly, whether internally or
externally, in the diagnosis, prevention and treatment of diseases, promotion of health
or for any beneficial effect in human beings and animals.’ Accordingly, not only the
National Drug Law but also the Traditional Drug Law legislates for both human beings

and animals while the National Food Law only regulates human beings.

It is clear that these laws are intended to protect public health and to enhance
product safety and liability. This is evident from the purpose of the laws. The aims of
the National Food Law are :

“to enable consumption of food of genuine quality, free from danger, to prevent
the public from consuming foods that may cause danger or are injurious to
health, to supervise the production of controlled food systemically and to
control and regulate the production, import, export, storage, distribution and
sale of food systematically.’'®

Section 3 of the National Drug Law establishes the Myanmar Food and Drug
Board of Authority with the following aims: (a) to enable the public to use genuine

¢ The Traditional Drug Law was enacted by the State Law and Order Restoration Council on 25

July 1996, pursuant to The State Law and Order Restoration Council Law No. 7/92. This Law is amended by
Pyidaungsu Hluttaw on 28 February 2014, pursuant to Puidaungsu Hluttaw Law No.8/2014.
10 National Food Law (1997), s 3.
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quality, safe and effective drugs ; (b) to register drugs systematically ; (c) to enable the
public to consume genuine quality and safe foods ; and (d) to control and regulate
systematically the manufacture, import, export, storage, distribution and sale of food
and drugs.! Additionally, the aims of the Traditional Drug Law are :

“to promote and develop traditional medicine and traditional drugs ; to en-
able the public to consume genuine quality, safe and efficacious traditional
drugs ; to register traditional drugs systematically ; and to control and regulate
systematically the manufacture of traditional drugs.”"*

In order to establish a sound legal framework to ensure product safety and
liability, the National Food Law provides for quality assurance, labelling and
advertisement. For example, section 18 provides that :

“a person who produces, imports, exports, stores, distributes or sells food
shall strictly abide by the order, directive and conditions issued by the relevant
Government department or organization or Board of Authority in respect of
quality assurance of food, labelling and advertisement.””"?

Likewise, the provisions for quality assurance and for labelling and
advertisement are contained in sections 9 and 10 respectively. In particular, section 9
regulates pharmaceutical raw materials in respect of quality assurances for drugs.
Under the Traditional Drug Law, traditional drugs that are below standard quality shall
be seized by the direction of the Department of Traditional Medicine.

Under the National Food Law, the Myanmar Food and Drug Board of
Authority'* has power to determine “good production practices with respect to quality
assurance of food” ; to lay down “the policy relating to the inspection, control and
laboratory analysis of food” ; and to determine detailed criteria and standards for food."

! National Drug Law (1992), s 3.
2 Traditional Drug Law (1996), s 3.

13 National Food Law, s 18.
14

The Board of Authority is supplemented by the following members : Director-General of the
Development Affairs Department ; the then Ministry of Progress of Border Areas and National Races and
Development Affairs with each representative from Yangon City Development Committee ; Mandalay City
Development Committee ; and experts in Food Science, Food Microbiology, Food Industrial Technology, and
Toxicology : National Food Law, s 4.

5 National Food Law, s 6.
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This Board of Authority is chaired by the Minister for the Ministry of Health.'® The
National Drug Law also empowers the Board of Authority to determine “good practices
for quality assurance in respect of the manufacture, clinical tests and laboratory
analyses of the pharmaceutical raw materials or registered drugs and all matters relating
to drugs” ; to determine and cancel “any type of substance as a drug” ; and to stipulate
“terms and conditions relating to food”.!” Pursuant to the Traditional Drug Law, this
Board of Authority is also conferred powers to stipulate ‘terms and conditions relating
to the quality assurance of the registered traditional drug’ ; and to declare ‘substances
determined as traditional pharmaceutical raw materials’.'® Accordingly, the Board of
Authority headed by the Minister for the Ministry of Health is mainly responsible for
ensuring the effective implementation of product safety, in particular for foods and drugs.

According to the National Food Law, a person who wants to produce controlled
food' shall apply for a licence to the government department or organisation concerned
with the approval of the Department of Health.® If a person wants to produce food other
than controlled food, they may apply for a licence to the relevant department or
organisation without needing approval from the Department of Health.”! By the
National Drug Law, a person who wishes to manufacture, store, distribute and sell
pharmaceutical raw materials or registered drugs shall apply for a licence.”” Similarly,
“a person desirous of manufacturing a registered traditional drug shall apply for a licence
to the Board of Authority” under the Traditional Drug Law.” Therefore, anyone who
wishes to produce, distribute or sell any food or drug requires a licence from the relevant
government authority so that product safety and product liability can be monitored.

If a person does not meet any requirement for product safety and breaches any
stipulation of the licence granted to them, they shall be prohibited from conducting their
business and their licence shall be withdrawn. In accordance with the National Food

¢ National Drug Law, s 4.
17 TIbid, s 5.
8 Traditional Drug Law, ss 9 (e), (g).
Controlled Food means food determined as controlled food by the Board of Authority from time
to time : National Food Law, s 2 (c).
20 National Food Law, s 9.
! Ibid, s 11.
? National Drug Law, s 8.
2 Traditional Drug Law, s 17.
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Law, a person who is liable for the “production, storage, transport, distribute or sale of
food under unhygienic conditions™ and ““causing a person who has contracted food-home
infection or who is a carrier of the germs of the said infection to enter or work on the
premises for production, storage or sale of food” may be temporarily or permanently
prohibited.* Furthermore, any person who is involved in producing, importing,
exporting, storing, distributing or selling food that may be poisonous, dangerous or
injurious to the health of the consumer, or food that is under the necessary standards and
quality requirements shall be punished with imprisonment for a term which may extend
to three years or with a fine which may extend to Kyat 30,000, or both.”

Under the National Drug Law, any people who “manufacture, import, export,
store, distribute or sell a fake drug, a drug differing from standards, a deteriorated drug,
an adulterated drug ; or a drug with harmful substances ; or a dangerous drug which is
determined as not fit for utilization by the Ministry of Health by notification”?¢ shall be
punished with fine which may extend from a minimum of Kyat 5,000 to a maximum of
Kyat 50,000 or with imprisonment for a term which may extend to seven years, or
both.”

In addition, the Traditional Drug Law provides that any person who sells “a
deteriorated traditional drug” or “a traditional drug which is determined as unfit for use

228

by the Ministry of Health by notification™* shall be punished with a fine which may
extend to Kyat 30,000 or with imprisonment for a term which may extend to three years
or with both.”” As noted, financial punishment is relatively low compared to the custodial

punishment.

In order to monitor product safety, the Department of Food and Drug
Administration (“FDA”) was formed under the Ministry of Health.’® It has five
divisions: the Food Control Division, Drug Control Division, Medical Device and

Cosmetics Control Division, Laboratory Division, and Administrative Division. The

% National Food Law, s 13.

= Tbid, ss 22, 28.

% National Drug Law, s 15.

7 Tbid, s 18.

2 Traditional Drug Law, s 28.

» Ibid, s 31.

See : <http://www.moh.gov.mm/>.
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organisms and for conducting chemical tests, in order to verify that the GMP and HACCP
systems are effectively implemented in all supply chains. An animal disease diagnosis
laboratory was also established in Yangon and the Ayarwaddy Divisions to control fish
and shrimp diseases.

The Myanmar Marine Fisheries Law (1990) was enacted by the State Law and
Order Restoration Council (‘SLORC’), and was amended in 1993. The Director
General of the Department of Fisheries issues directives, prohibitions and orders
relating to national fishery, including fishery products from time to time in accordance
with the Myanmar Marine Fisheries Law.

The construction of packaging and the material used in packaging for
processed fisheries products must be suitable for use with the food. The construction of

packaging and the materials used in packaging for processed fisheries product must not :

1. cause or permit the food to suffer any undesirable physical, biochemical or
microbiological deterioration ;

2. impart a taint to the food ;

3. contaminate the food ; or

4. contain a substance that could represent a hazard to health.

On violation of the any terms or conditions of the Directive, criminal action
may be taken under the Myanmar Marine Fisheries Law and the licence-holder may be

liable for the suspension, revocation, termination and cancellation of their licence.

Thus, under the Law, the Ministry of Livestock and Fisheries, subordinated
organisations such as the Department of Fisheries, and licence-holders all have duties
for product liability. The applicable official control legislation comprises all the
relevant fish and fishery products legislation currently in force in the EU. The Myanmar
Authorities formally adopted EU food control legislation for fish and fishery products
on 3 April 2009 as promulgated in Department of Fisheries Directive 3/2009.

Section 38 of the Myanmar Marine Fisheries Law provides that “no person
shall keep on board the fishing vessel explosive substances, poisons, chemicals and
such other dangerous substances not permitted for use in fishing”. Violation of the
section results in imprisonment for a term which may extend to 10 years or with fine
which may extend to Kyat 500,000, or both.
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Law, the investors have to destroy the perished, unusable or sub-standard medicines
and food stuffs of the investment business in accordance with the stipulations of the
Management Committee at the stipulated place. The responsible persons from the
Quarantine Prevention Department of the Department of Health shall carry out
quarantine inspections and confinement as necessary so as not to spread contagious
diseases in transporting goods which are to be directly imported to the Special
Economic Zone or directly transported from the Special Economic Zone. Further, these
persons shall, carry out quarantine inspections and confinement so as not to spread
contagious disease, as may be necessary, relating to the export or import of items or
investment businesses within the Specific Economic Zone.

The Prevention from Danger of Chemical and Associated Materials Law was
enacted in 2013. According to this Law, if anyone produces, changes and compounds,
uses, keeps, stores, distributes, sells, transports, imports or exports the chemicals and
associated materials, prohibited by the central body, they shall be punished with
imprisonment for a period not exceeding seven years or with a fine of not more than
seven lakhs, or with both, and the relevant materials related with the offense shall be

confiscated as state property.

J. Laws Relating to Forest Products

The Ministry of Environmental Conservation and Forestry is trying to ensure
the conservation of forests, the environment and wildlife. The Ministry mandates
businesses to abide by the law. Regulations of the Ministry provide for the emergence of
ethical business practices by taking care of product safety and liability. The Forest Law
and the Protection of Wildlife and Conservation of Natural Areas Law are prominent

laws relating to this area.

The Forest Law was promulgated in 1992. This Law is concerned with forest
products and provides for the offence of unlawfully selling forest produce and other
related produce. A person who commits these crimes shall be punished with imprisonment
for a term ranging from one year to seven years.

The other prominent law concerned with forest products is the Protection of
Wildlife and Conservation of Natural Areas Law (1994). Whoever commits any of the

following acts shall, on conviction, be punished with imprisonment for a term which
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® protect the consumers and users by guaranteeing that imports and
products are not lower than prescribed standards and safe from health
hazards ;

® support the protection of the environment ;

® protect the manufacture, distribution and importation of the disqualified
goods which do not meet the standards and those which are not safe and
endanger the environment ;

® support the establishment of the ASEAN Free Trade Area ;

® cnable the reduction of technical barriers to trade ; and

® facilitate technological transfer and innovation by using the standards
for the development of national economic and social activities in accordance
with the national development programme.

Any person who issues quality recommendations without an accreditation
certificate shall be punished with imprisonment for a term not exceeding three years or
with a fine of not more than Kyat 3,000,000, or both. Any person who counterfeits any
standardisation mark, or uses a standardisation mark, which they are not allowed to use
or which is not confirmed by the Council, in any advertisement, sale or possession, shall
be punished with imprisonment for a term not exceeding three years, a fine of not more
than Kay 3,000,000, or both.

In addition, if any person with a certificate of certification uses a standardisation
mark on a product that is not in conformity with the relevant standard shall be punished

with imprisonment for a term not exceeding one year, a fine of not more than Kyat
1,000,000, or both.

O. Challenges and Constructive Proposals

The Government has been aiming to bring about the macroeconomic development
of the country while reducing poverty and ensuring product safety and security for the
people. To implement an effective product safety and monitoring system in the country,
the government has been working in collaboration with international organisations as
well as regional organisations. Nevertheless, there are issues still to be addressed in the
development of product safety.
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