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PREAMBLE

WHEREAS, the Constitution of the Kingdom of Bhutan provides
for the protection, conservation and safeguarding of biodiversity
in the country;

WHEREAS, the Royal Government of Bhutan has a precautionary
policy concerning genetically modified organisms;

WHEREAS, such policy was adopted to protect the rich domestic
and wild biodiversity of Bhutan, promote the nation’s food and
nutrition security and safeguard the animals and human health,
and

AND WHEREAS, Bhutan is a party to the Cartagena Protocol
on Biosafety to the Convention on Biological Diversity;

Parliament of Bhutan hereby enacts the Biosafety Act of Bhutan
2015 on the 24" day of the 3™ month of the Wood Female Sheep
year of the Bhutanese calendar, corresponding to the 12" day of
May, 2015 as follows:
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CHAPTER 1
PRELIMINARY

Title, Extent and Commencement
1. This Act shall:
1. Be called the Biosafety Act of Bhutan 2015;

2. Come into force on the 4™ day of the 6™ month of the
Wood Female Sheep Year of the Bhutanese calendar,
corresponding to the 20" day of July 2015; and

3. Extend to the whole of Bhutan.

Scope
2. This Act shall apply to:
1. All genetically modified organisms;

2. Products derived from genetically modified
organisms;

3. All stages of import, export, and direct use of products
that have genetically modified content within the
Kingdom.

3. This Act shall not apply to:
1. Traditional and domestic methods of animal and plant
breeding;

2. Traditional and domestic exchange and sale of local
seeds, plants, and livestock;

Biosafety Act of Bhutan 2015 2
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3. Gene sequencing, tissue culture, and other similar
methods, which do not involve the use of modern
biotechnology; and

4.  Products derived from genetically modified organisms
for pharmaceuticals for human and veterinary
use.

Repeal

4. Any provision of law, rule or regulation, government
directive, circular or announcement related to biosafety
that is inconsistent with this Act is hereby superseded.

CHAPTER IT
ORGANIZATION OF BIOSAFETY ADMINISTRATION

National Biosafety Board
5. This Act hereby establishes a Board, to be known as
the National Biosafety Board which shall consist of the
following members:
1. the Minister responsible for Ministry of Agriculture
and Forests, who shall serve as the Chairperson;

2. The head of:
a. relevant departments and agencies under the
Ministry of Agriculture and Forests;

b. the Department of Public Health, Ministry of
Health;

c. the Department of Trade, Ministry of Economic
Affairs;
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d. the Department of Revenue and Customs,
Ministry of Finance;

e. the Bureau of Law and Order, Ministry of Home
and Cultural Affairs;

3. One high-level representative from the National
Environment Commission; and

4. One high-level representative from the Bhutan
Chamber of Commerce and Industry.

6. The Board is the highest decision making body for
issues related to biosafety. The Board shall exercise the
jurisdiction and powers and discharge the mandates
conferred or imposed by or under this Act.

7. The Head of the Bhutan Agriculture and Food Regulatory
Authority shall serve as the Member Secretary of the
Board.

Mandate of the Board

8.  The Board shall:
1. Periodically review and recommend to the Royal
Government on the national biosafety policy;

2. Endorse rules and regulations pertaining to the
implementation of this Act;

3. Approve overall plans and programmes of the agencies
involved in the administration of the biosafety related
activities;
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Ensure smooth coordination among the stakeholder
agencies in the implementation of the provisions of
this Act;

Approve mechanisms and procedures to address any
intentional or unintentional transboundary movement
of genetically modified organism into the Kingdom;

Serve as an appellate body to address grievances
expressed by any person or corporation against the
decision of the Authority;

Make decisions on the approval of genetically
modified organisms and/or products derived from
genetically modified organisms; and

Oversee the performance of the Authority on matters
related to administration of biosafety activities.

Meetings of the Board

9.

The Board may make procedure for the scheduling and
conduct of its meeting and the procedures to be followed
at its meetings; it shall meet at least twice a year, and as
and when required.
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10.

I1.

12.

13.

Where the Board so authorizes, the representatives of
government organizations and agencies, as well as industry
and consumer groups, may attend meetings of the Board
but may not vote.

The quorum for holding meeting of the Board shall be
two-third of its total members.

Any decisions taken by the Board shall be based on simple
majority.

In case of equal votes, the Chair shall cast the deciding
vote.

Bhutan Agriculture and Food Regulatory Authority

14.  The Bhutan Agriculture and Food Regulatory Authority is
the national competent authority for the implementation
and enforcement of this Act and all other biosafety related
activities in the Kingdom.

The Authority shall:

1. Develop and review periodically the rules and
regulations for effective implementation of this Act;

2. Develop and adopt standards, forms, codes of practice,
and other tools as necessary, for the administrative

Biosafety Act of Bhutan 2015 6
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processes required to implement this Act and its Rules
and Regulations;

3. Establish technical working groups from relevant
agencies to advice on technical and scientific aspects
of issues related to biosafety as and when needed;

4. Establish emergency response system for biosafety
related emergency preparedness and response;

5. Coordinate planning and implementation of overall
plans and programmes on biosafety among various
stakeholder agencies;

6. Maintain records of the Board meetings and the
decisions made;

7. Implement decisions of the Board;

8.  Collect fines under this Act and keep detailed records
regarding all warnings and penalties imposed,
including whether the level of penalties is linked to
the seriousness of the offence;

9. Resolve administrative appeals lodged against official
decisions and actions taken under this Act;

10. Manage information in the Bhutan Biosafety Clearing
House and ensure that mechanisms are in place
to communicate matter related to biosafety in the
Kingdom;

Biosafety Act of Bhutan 2015 7
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11.

12.

13.

Advise the Board and the Government and inform
the general public about initiatives, conditions
and developments in the field of the use of modern
biotechnology as well as the social, ethical, technical
and technological, scientific and other aspects on
genetically modified organisms and products derived
from genetically modified organisms;

Advocate and create public awareness activities on
biosafety; and

Assess the implementation of the Act on a regular basis
and as and when necessary recommend amendments
to the Board.

CHAPTER III
PRINCIPLE AND PROHIBITIONS

Precautionary principle

16.

All persons exercising functions, powers and duties under
this Act shall take into account the need for caution in
managing the risks of adverse effects to biological diversity,
the environment, human and animal health, particularly
where there is scientific or technical uncertainty about
those effects.

Biosafety Act of Bhutan 2015 8
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17. Persons responsible for handling, transport, use and
import of products derived from genetically modified
organisms shall ensure that the conditions stated in this
Act and in Rules and Regulations prescribed under this
Act are complied with, and otherwise show due care and
take reasonable measures to ensure that such activities are
carried out without adverse effects on biological diversity,
the environment, human and animal health.

18. In the event of potential damage caused to biological
diversity, the environment, human and animal health, lack
of full scientific certainty shall not be used as a reason for
postponing cost-effective measures to avoid or mitigate
such damage.

Prohibitions
19. The following activities are prohibited in the Kingdom:
1. Import of any genetically modified organism capable
of reproducing;

2. Import any genetically modified biological material
capable of reproducing;

3. Transit of genetically modified organisms capable of
reproducing;

4. Intentionalintroductionintoenvironmentofgenetically
modified organisms capable of reproducing;
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20.

21.

22.

5. Any use, including contained use, of genetically
modified organisms capable of reproducing; and

6. Research and development that involves genetically
modified organisms capable of reproducing.

CHAPTER 1V
RISK ASSESSMENT, MANAGEMENT AND
COMMUNICATION

Genetically modified organisms and products derived
from genetically modified organisms for introduction
into the Kingdom shall be subjected to risk analysis
which comprises of risk assessment, management and
communication.

Risk assessment, management and communication shall
be conducted according to the standards, procedures and
guidelines for risk analysis as prescribed in the Rules and
Regulations.

Public consultation, as a component under risk
communication may be conducted as deemed appropriate
by the Authority.
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CHAPTER V
LABELING AND COMPLIANCE MONITORING

Labeling

23. The labeling requirements of all approved commercial
products derived from genetically modified organisms
placed in the market shall be regulated according to the
threshold level as prescribed in the Rules and Regulations.

Import and Export

24. Import of products derived from genetically modified
organisms shall be regulated as prescribed in the Rules and
Regulations.

25. The Authority may issue approval as per the applicable
procedures to:

1. Import and to carry out within the Kingdom any
activity thatinvolves products derived from genetically
modified organisms, including establishment and
operation of any commercial venture; or

2. Export or re-export of products derived from
genetically modified organisms from the Kingdom.
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26.

27.

28.

29.

In issuing the approval, the Authority may impose specific
risk management measures, labeling requirements, and
other conditions.

The Authority may suspend or revoke any approval for
import and export of products derived from genetically
modified organisms based on the conditions for approval
as prescribed in the Rules and Regulations.

Any person who exports or re-exports products derived
from genetically modified organisms from the Kingdom
must inform the Authority of any inspection, analysis
or documentation required by the importing country or
countries that may be required prior to export. Fees for
such inspections shall be levied by the Authority and
revised from time to time.

Products derived from genetically modified organisms
shall be imported or exported only through the officially
designated points of entry and exit as prescribed in the
Rules and Regulations.

Inspections

30.

Import or export of products that is suspected of being a
genetically modified organism or products derived from
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genetically modified organisms are subject to inspection
by the Authority at points of entry and exit.

31. Activities carried out at any place within the Kingdom
which use genetically modified organisms and/or products
derived from genetically modified organisms are subject to
inspection by the Authority.

32. The Authority shall stipulate procedures and guidelines for
biosafety inspections in the Rules and Regulations.

Monitoring

33. The Authority shall perform monitoring activities as
prescribed in the Rules and Regulations.

CHAPTER VI
PUBLIC AWARENESS AND ACCESS TO
INFORMATION
Public Awareness
34. The Authority and all relevant stakeholders may ensure

public, School, Institute and College to participate in
awareness programs on issues related to genetically
modified organisms and products derived from genetically
modified organisms.
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Access to Information

35.

The Authority shall ensure public access to information
relevant to genetically modified organisms and to the
regulation and use of products derived from genetically
modified organisms in the Kingdom.

CHAPTER VII

LIABILITY, COMPENSATION, ENFORCEMENT AND

PENALTIES

Liability

36.

37.

Any person who intentionally or negligently commits any
act or is responsible for an omission involving genetically
modified organisms or products derived from genetically
modified organisms which causes damage or has potential
to cause damage to human or animal health and the
environment shall be liable for the costs of restoration and
remediation.

Any unapproved genetically modified organisms or
products derived from genetically modified organisms
introduced into the Kingdom shall be subjected to
destruction and no liability may be attached to the Authority
for the destruction.

Biosafety Act of Bhutan 2015 14



aN gy e Es|

A4 ﬁn:'qﬁq@w Eqmgqagxﬁfmgx'na'iz]’q'gq@'iq«'ﬁ:
@u’mqqR‘?ﬂ&'ﬂgﬁ'qgx’m&fw%:ﬂa‘ﬁﬂ"gqém&'g@nﬁ’éﬁ%ﬁ'
g:m'q‘é'q'ﬁ:' mn]'o\qqq:‘qﬁm‘n’&’ﬁ'n&qqméw@&g&:@ﬁw

@q«ui«ﬂ]%’qé"ﬁiﬂ

AGGH|
Svalins gagy Sy<EN v

Akl

a6 & w:q&&wsq@a‘sﬁnéqﬁ: &aa'qﬁx'g'n]\q’ﬁ'n'ﬂgn'%' WRE
qiﬁ’ngm%ﬁ\@q‘mm’ﬁn& ?;n]mgq'agxn%’«ngma'&]’n]'
¥E WKy iqmgqagxn%’«'nc;:'m&'ﬁ’n]'gqmzxrgmnaﬁqgﬁ'
g s@q"naq'nmwnaq'ﬁ' WRE g:‘&ﬁ@'ﬁqmw m«’{qﬂaq‘%’
wRg gm‘@xanﬁﬁ' a?’f’:"q:'z\gs%q'@ RERARR ¥ gy
g Mg A

49, gm'qu:'qqtm'a\ﬁua' Eqk\lgqagxﬂ“é«'q';:'ma'%]’n]'gq'
WRE iﬂk\x'agq'qgx'n“émny:n&'ﬁﬂ'fgqmmgn'na'ﬁq'gﬁ'é' ay
%’x:qm;’q“éﬁ'qnﬁsf Rlﬁn'né‘%'ﬁ'ﬁn:‘@'aﬁ'ﬁ?ﬁnﬁ: a\ﬁn'

SN N 28 a N
’:15'3\1'4"' %N'QEKQ‘(’QQX%&"&“

A RFIA TSR o 7 <

N



38.

39.

40.

The Authority shall not be liable for damage done, or
delays incurred, by testing, quarantine, seizure and/or
destruction of genetically modified organisms or products
derived from genetically modified organisms, revocation
of approval, or any other action deemed necessary in the
Rules and Regulations.

An inspector authorized by Authority who wrongfully
and without good cause seizes any property, detains any
person, discloses the entrusted official information without
authorization, or in any way violates the basic civil rights
of'individuals, is punishable in accordance with the Bhutan
Civil Service Rules and shall not preclude liability under
the Penal Code of Bhutan.

An inspector authorized by the Authority shall not be
jointly or severally liable in respect of anything done in
good faith.

Compensation

41.

Any person suffering damages or losses as a result of a
civil or criminal offense under this Act will be entitled to
payment of compensation.
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42.

The Authority shall, in collaboration with the concerned
agencies, prepare guidelines for valuation of damage
and for assigning appropriate levels of compensation for
damage caused by violations of this Act.

Legal action

43.

Legal action may be initiated by any person affected by
damage or threatened by potential damage to human or
animal health and the environment caused by violations
of this Act, on that person’s own behalf or on behalf of
that person and other affected persons having similar or
common interests in the proceedings.

Administrative review and appeal

44,

45.

Any decision by the Authority to issue, impose conditions
on, deny, or revoke an approval may be appealed to the
National Biosafety Board within ten working days.

Any decision of the National Biosafety Board may be
appealed to the Court within ten working days from the
date of decision or order.
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Penalties
46. The

following violations of this Act shall be subject to

fines as specified in the Rules and Regulations:

1.

Making a statement that is false or misleading:
a. for the purposes of obtaining an approval; or

b. to an inspector authorized by the Authority in the
exercise or performance of his or her powers or
duties;

Import, export or re-export of products derived from
genetically modified organisms which is not approved
by the Authority;

Any activity carried out within the Kingdom with
products derived from genetically modified organisms
which is not approved by the Authority;

Breaching the conditions of an approval issued under
this Act;

Failure to comply with an order issued under this Act;
and

Not labeling or falsely labeling of products derived
from genetically modified organisms.

47. If any of the violations set out in Section 46 are committed
by a corporation, the corporation shall be liable.
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48. For any civil offence under this Act, the penalty may
additionally include one or more of the following:

1. an order to take mitigating, corrective or restorative
measures as the Authority deems necessary to prevent
further damage to human or animal health and
environment; and/or

2. reimbursement of any costs incurred by the authority
due to the offender’s failure to take any required
measure in a timely manner.

49. Any offence under this Act which is also an offence under
the Penal Code of Bhutan shall be punishable with the
same penalty prescribed under the Penal Code.

50. Under this Act:
1. an offence under sections 19(1), 19 (2) and 19 (3)
shall be punishable with a fine;

2. repeat of an offence under sections 19 (1), 19 (2) and
19 (3) shall be punishable for violation;

3. an offence under section 19 (4) shall be punishable for
violation;
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51.

52.

53.

54.

4. an offence under section 19 (5) shall be punishable for

petty misdemeanor; and
5. an offence under section 19 (6) shall be punishable for
misdemeanor.

Any act of obstruction to an inspector authorized by
the Authority for execution of lawful duties, shall be
punishable for petty misdemeanor.

Any act of assault to an inspector authorized by the
Authority, for execution of lawful duties, shall be
punishable for violation.

For any criminal offence under this Act, the penalty shall
additionally include the cost to rectify and restore any
damage to persons and/or property caused by the offence.

The penalty for repeated offence shall be enhanced as
provided in the Penal Code of Bhutan.
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CHAPTER VIII
MISCELLANEOUS

Amendment

55. The amendment of this Act by way of addition, variation
or repeal shall be effected by a simple majority of the
respective Houses or by a vote of no less than two-thirds
of the total members of Parliament present and voting on
a motion submitted by one-third of the members of either
House.

Rule Making Power
56. The Board shall adopt or amend Rules and Regulations to
implement the provisions of this Act.

Authoritative Text

57. The Dzongkha text shall be the authoritative text, if there
exists any difference in the meaning between the Dzongkha
and the English Text.

Definitions
58. In this Act, unless the context indicates otherwise, the
following definitions shall apply throughout the Act:
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1. “Activity” means any undertaking, authorized or
unauthorized, commercial or non-commercial, and
including but not limited to national public and
private sector research, projects, enterprises, and
undertakings funded through overseas development
assistance and foreign direct investment that involve
the import, export, transit through, and/or any use of
genetically modified organisms and products derived
from genetically modified organisms in the Kingdom.

2. “Applicant” means a person or agency, national or
non-national that notifies its intent and/or applies
for an approval to carry out any activity involving
genetically modified organisms and products derived
from genetically modified organisms.

3. “Application” means the documentation that must
be submitted to apply for an approval to conduct any
activity involving genetically modified organisms and
products derived from genetically modified organisms.

4. “Authority” means the Bhutan Agriculture and Food
Regulatory Authority.

5. “Assault” means an act where the defendant
purposely, knowingly, recklessly, or negligently,
causes apprehension of bodily injury to another
person.
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6. “Biosafety” means the avoidance of potential risk
to human and animal health and safety and to the
conservation of the environment, as a result of the
use of genetically modified organisms and products
derived from genetically modified organisms.

7. “Biosafety Clearing House” means the information
exchange mechanisms established to facilitate the
sharing of scientific, technical, environmental and
legal information on, and experience with, genetically
modified organisms.

8. “Biotechnology” means any technological application
that uses biological systems, living organisms, or
derivatives thereof, to make or modify products or
processes for specific use.

9. “Board” means the National Biosafety Board.

10. “Contained use” means any operation within a secure
facility, installation or other physical structure, which
involves genetically modified organisms that are
controlled by specific measures that effectively limit
their contact with, and their impact on, the external
environment.
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11. “Corporation” means any organization, agencies,
non-governmental organization (NGO) or any public
or private entities.

12. “Damage” means a significant adverse effect on
the conservation and sustainable use of biological
diversity or human or animal health that is observable
or measurable in comparison to scientifically-
established baselines recognized by a competent
authority, where such baselines are available, and that
takes into account any other human-induced variation
and natural variation.

13. “Emergency” means any significant unintended
release into the environment of genetically modified
organisms or products derived from genetically
modified organisms which could present an immediate
or delayed hazard to human or animal health or the
environment.

14. “Environment” means the physical factors of the
surroundings of human beings including the earth,
soil, water, atmosphere, climate, sound, odors, tastes
and the biological factors of animals and plants of
every description including the complex web of
interrelationships between the abiotic and biotic
components which sustain life on earth.

15. “Feed” means any substance with a nutritive value
used as a food for animals or poultry.

16. “Food” means any article or substance intended
for human consumption, whether processed, semi-
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17.

18.

19.

20.

21.

22.

23.

processed or raw, including water and beverages which
may contain any flavoring matter or condiments, except
for pharmaceutical drugs, tobacco and cosmetics.

“Genetically modified organisms (GMOs)” means
any organism that possesses a novel combination of
genetic material obtained through the use of modern
biotechnology techniques.  Genetically modified
organisms are also referred to as living modified
organisms (LMOs)

“Inspector” means a person authorized by the
Ministry of Agriculture and Forests for the purpose of
this Act.

“Kingdom” means the Kingdom of Bhutan.

“Living organism” means any biological entity
capable of transferring or replicating genetic material,
including sterile organisms, viruses and viroids.

“Ministry” means the Ministry of Agriculture and
Forests.

“Misdemeanor, petty misdemeanor and violation”
means the same as prescribed in the Penal Code of
Bhutan.

“Modern biotechnology” means the intentional
manipulation of genes, cells and living tissue in a
predictable and controlled manner to generate changes
in the genetic make-up of an organism or produce new
tissue and includes the application of:
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a. in vitro nucleic acid techniques, including
recombinant deoxyribonucleic acid (DNA)
and direct injection of nucleic acid into cells or
organelles, or

b. fusion of cells beyond the taxonomic family, or

c. mutagenesis that overcome natural physiological
reproductive or recombination barriers and that
are not techniques used in traditional breeding
and selection.

24. “Obstruction” means an act where the defendant
knowingly and without any reasonable cause obstructs
lawful authority in execution of lawful duties.

25. “Plant” means all species and types of plants, including
genetically modified plants, or any part thereof, either
living or dead, including stems, branches, tubers,
bulbs, corms, stocks, budwood, cuttings, slips, layers,
suckers, roots, leaves, flowers, seeds and seedlings

26. “Potential risk” means one that causes long-term
or permanent qualitative or quantitative change
that reduces the ability of components of biological
diversity to provide goods and services or has a
negative impact on human or animal health and that
cannot be redressed through natural recovery within a
reasonable period of time.
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27.

28.

29.

30.

31.

“Products derived from genetically modified
organisms” means products derived directly from
genetically modified organisms intended for food,
feed and processing.

“Public” refers to consumers, business communities,
entrepreneurs, organizations or society as a whole in
the context of biosafety.

“Risk assessment” is a scientifically based process
which identifies the potential sources of harm,
assesses the likelihood that harm will occur, and the
consequences if harm does occur due to genetically
modified organisms and products derived from
genetically modified organisms.

“Risk Communication” means an interactive
dialogue between stakeholders and risk assessors and
risk managers to actively inform the risk assessment
and risk management processes.

“Risk management” means adopting methods
intended to reduce and/or mitigate the potential risk
identified in the risk assessment, to ensure that the
identified risk due to genetically modified organisms
and products derived from genetically modified
organisms are controlled and managed.
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32. “Threshold Level” means the maximum level in
percent of unintentional or technically unavoidable
mixtures or adventitious traces of genetically modified
content in food, feed, semi-processed raw materials
and other processed product that does not need to be
labeled.

33. “Traditional and domestic methods of animal and
plant breeding” means animal and plant breeding
methods developed and practiced over the centuries in
the country using natural reproductive and selection
methods including Artificial insemination and embryo
transfer technology, but without the use of other
modern biotechnology.
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