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Biosafety Rules and Regulations of Bhutan 2018
In exercise of the powers conferred by Chapter 8, Section 56 of the
Biosafety Act of Bhutan 2015, the National Biosafety Board hereby

adopts the following Rules and Regulations for implementation of
the provisions of the Act.

CHAPTER 1
PRELIMINARY
Title and Commencement
1.  The Rules and Regulations shall:

(1) Be called the Biosafety Rules and Regulations of
Bhutan 2018;

(2) Come into force from the day of notification of
enforcement issued by the Chairperson of the National
Biosafety Board.
Scope
2. This Rules and Regulations shall apply to:
(1) All Genetically Modified Organisms (GMOs);
(2) Products derived from GMOs; and
(3) All stages of import, export, and direct use of any

product for food, feed or for processing, which has
genetically modified content within Bhutan.

1 Biosafety Rules and Regulations of Bhutan 2018
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3. This Rules and Regulations shall not apply to:

(1

2

)

Traditional and domestic methods of animal and plant
breeding using natural reproductive and selection
methods;

Traditional and domestic exchange and sale of local
seeds, plants, and livestock, for commercial or non-
commercial purposes, gene sequencing, tissue culture,
and other similar methods, which do not involve the
use of modern biotechnology; and

Products derived from GMOs for pharmaceuticals for
human and veterinary use.

4.  The following activities are prohibited:

(1

2

3)

“4)

Import of any genetically modified organism capable
of reproducing;

Import of any genetically modified biological material
capable of reproducing;

Transit of GMOs capable of reproducing through
Bhutan;

Intentional introduction into environment through
cultivation of GMOs capable of reproducing;

2 Biosafety Rules and Regulations of Bhutan 2018
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(5) Any use, including contained use and activities
involving GMOs capable of reproducing; and

(6) Research and development activities that involves
GMOs capable of reproducing.

Repeal

5. The Biosafety Rules and Regulations of Bhutan 2018 shall
supersede all existing government directives, circulars,
notifications, executive orders, by-laws and rules governing
Biosafety.

CHAPTER II
ORGANIZATION OF BIOSAFETY ADMINISTRATION
National Biosafety Board
6. The National Biosafety Board established in pursuant to
Chapter II, Section 5 of the Act shall be the highest decision-

making body for issues related to Biosafety.

7. The National Biosafety Board shall consist of the following
members;

(1) The Minister responsible for Ministry of Agriculture
and Forests, who shall serve as the Chairperson;

3 Biosafety Rules and Regulations of Bhutan 2018



(W) ﬂx'nfr]u]'u“]mu]'o\qq’n%kv'5'ul:'nax’éq%ﬁ'qnﬁ':l@wna'?ﬂ&v'
gq‘agx'q%’wm;:'na'éx’n]'gq'@'iqmmq'oiq'qaq"%‘

(©) w:nax‘éq%ﬁ'qqqng'ua'iqm'a%'qag&'ﬁ%«n«;m&%}’q'
gq‘é’qﬁm'nﬁnwfu’ﬁ'ua'an‘a%’m'ﬁ:ﬁ:'qim‘

&35

« ORI YEEIFYRRIARY ARG 4054 3G AR T g
§ fﬁ'g“’%'@““ll’ﬁ"la'&'%“' 55'@”1‘3,“"3\]"’7‘/]7@“5“'@“"’3{“]“'a'
om':lg':lgam'ﬁR’ng"é:wqagﬁmm'@aw'ﬁ&'%@&ﬂ'@'ﬂ'&'a@lﬁ'
ey

a@*ﬂ]
CESTER et kel LS

W‘“‘ﬁ?ﬁ"ﬂ%‘“’ﬁﬁ B
3T rz]aw g QAq gnq 55 éq OIS qq qgn]m Ry R U M= a.
4598 YRR EN A Y AT Hg YRAR AU AR A FRRF ER
“ﬁ’q’@?ﬁz\!'Em]'ﬂsq%‘aﬁiq&“é&a§w'B.fn]w'%q't?\:q‘

. @11't‘ﬁ&«%’gﬁ@qg&nﬁﬁ‘&ﬁ«'a'qf:'qg«'a“«'géﬁ'ﬁ?ﬁw@mmﬂq&'
ANAFH
() FgessgTEggRTy
SAK

~

guaqia

6\

Ba§amgag<y

239

AR PTG YSRRRY PR g054 357 2



(2) The Head of following Department or Agency, who
shall be the members;

(a)

(b)

(©)

(d)

(2

(h)

(1)

Department of Agriculture, Ministry of
Agriculture and Forests;

Department of Livestock, Ministry of Agriculture
and Forests;

Department of Forests and Park Services,
Ministry of Agriculture and Forests;

National Biodiversity Center, Ministry of
Agriculture and Forests;

Department of Public Health, Ministry of Health;
(f) Department of Trade, Ministry of Economic
Affairs;

Department of Revenue and Customs, Ministry
of Finance;

Department of Law and Order, Ministry of Home
and Cultural Affairs; and

Bhutan Agriculture and Food Regulatory
Authority, Ministry of Agriculture and Forests
who shall serve as the Member Secretary of the
Board.

(3) One high level representative from the National
Environment Commission;

(4) Onehigh level representative from the Bhutan Chamber
of Commerce and Industry.

Functions of the National Biosafety Board

8. In accordance with the power conferred under Chapter II
Section 8 of the Act, the Biosafety Board shall carry out

4 Biosafety Rules and Regulations of Bhutan 2018
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following functions but not limited to:

(1

2

)

“)

)

(6)

(7

Review and recommend to the Royal Government on
the national policy matters related to Biosafety in every
three years or as and when required;

Adopt Rules and Regulations for the implementation
of the Act;

Approve overall plans and programs requiring decision
and or support on policy matters from the agencies
involved in the administration of the Biosafety related
activities;

Ensure smooth coordination among the stakeholder
agencies in the implementation of the provisions of the
Act;

Approve mechanisms and procedures to address any
incidences of intentional or unintentional transboundary
movement of GMOs into Bhutan;

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

Make decisions on the approval of GMOs and/or
products derived from GMOs based on event specific
genetic modification; and

5 Biosafety Rules and Regulations of Bhutan 2018



ﬁ?ﬁn't?\fq‘@:ﬁ’@@éﬁaﬁ'ﬁ@ﬁw?mq'a\dq'qawﬁ?ﬁw@wq

()

()

(2)

(&)

(W

(6)

()

5&"?5'“@&1'@'qxq'éxi'w:qﬁ?ﬁm'Nﬁﬁ:‘:!gq’%gq@q'g:ﬁ:
aﬁmﬂ'&l’ﬁnaqqa‘zﬁ'@aﬁrquaxan'anﬁ'ﬁ'@mﬂ]@m@'
?ﬁm'qﬁnm'@’m'a"
nsqﬁaw'q§x'§ﬁ'a'§q"g'qsa'&u}'ﬁf;’%ﬂ«'uﬁ'é'as'q?i’n]'
amﬁ‘ 1:1sa'r‘;?}awa%'qugﬁ'qﬂﬁ'%’{q@nsqﬁq'ﬁ:‘ﬁq«‘
R g EE] IR

F 2594 YRR T R s R g AR PR qradw
"ﬁ’ﬂ“"ﬁia"4““3é‘%ai%“@%ﬁﬁé&ﬁxmﬁ‘“ﬂﬂ
FRRHRRRWRE e 'gx'qqqﬁil"nagxﬂﬁwﬁ '&ﬁ'@m'ﬁ A
A CRARERL

23R NN‘Q%&'@TRNKQ' g %*'g’ﬂ'q"iﬁ'ﬁ' ﬁsﬁgﬁﬁqa
rw'ﬁaéa’qxqw?&'qﬁm'a\‘;)'&mw § N‘ﬁ'&’ﬁu'ik\lqﬁqﬂﬁ'
5
gm'mq'qr:'?;lqm'agq'qu'n%fm'zxﬁa'na'ﬁn]'gq'@'iqm'aq?q"
RF NS NRE Y WRE '31N'64'Nﬁi‘ﬂ%‘N'&éNN'qgﬁ'l\i'ﬁ'
agr A Ama R iR e A RRg F g TaRT s
ARRREE TN E Y FI AU Y A KW s RE w fa
AR aqrg A ansy R aks Sy S'W@ﬁ
Sek ARG MRS L
iﬂw'a%'q'ag%'n%fmﬂgzna'éfq'gq'ﬁa'/wa'q'iqm'gqqgr
S¥NRpRRA O YF U RIRNA TG Y G IRRA R RRFU Haw

=SS5

AR YT YSRIRRGRINTR 3094 FH| 4



@®)

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

Meetings of the Board

9.  The Board members shall meet at least twice a year, and as
and when required and shall follow the following procedure:

(M

2

)

“4)

)

(6)

The Chairperson may, by written notice to the Board
members, direct to hold a meeting;

The Chairperson of the Board shall either preside or
nominate in writing, a member of the Board to preside
the meeting.

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 shall have no right to 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 Chairperson
shall cast the deciding vote; and

The Member Secretary shall keep a record of the
proceedings and resolutions passed by the Board.

6 Biosafety Rules and Regulations of Bhutan 2018
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Bhutan Agriculture and Food Regulatory Authority

10. In accordance to Chapter II, Section 14 of the Act, Bhutan
Agriculture and Food Regulatory Authority is the designated
national competent authority for the implementation and
enforcement of the Act and all other Biosafety related
activities.

Functions of the Authority

11. The Authority shall perform the following functions to
implement the provisions of this Rules and Regulations:

(1) Review and recommend to the Board on the national
policies related to Biosafety as and when required based
on the technical recommendation of the Biosafety
Technical Working Group;

(2) Coordinate planning and implementation of overall
plans and programs on Biosafety measures among
various stakeholders;

(3) Develop and adopt standards, forms, codes of practice,
guidelines and other tools as necessary, for the
administrative processes in consultation with relevant
stakeholders;

(4) Establish and coordinate the functioning of Biosafety
Technical Working Group from relevant agencies to
advice on technical and scientific aspects of issues
related to Biosafety as and when required;

7 Biosafety Rules and Regulations of Bhutan 2018
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(5) Establish the procedure for assessing and reviewing
the risks posed to the environment, human and animal
health from GMOs;

(6) Develop and implement safety and emergency response
plans to contain the effects of any risks and damages
that might result from an unintentional transboundary
movement of GMOs capable of reproducing, in
coordination with other relevant authorities;

(7) Collect fines, fees and charges and keep detailed
records regarding all warnings and penalties imposed;

(8) Advise the Board members about recent initiatives and
developments in the field of modern biotechnology
as well as the social, ethical, technical, technological,
scientific and other aspects on GMOs and products
derived from GMOs at the national, regional and
international levels;

(9) Create public awareness on the national policies,
guidelines and regulatory measures related to Biosafety;

(10) Host and manage the Bhutan Biosafety Clearing House
to ensure information exchange and communication to
the general public;
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(11) The Authority shall register relevant decisions made
under this Regulations in the Bhutan Biosafety Clearing
House within fifteen days of making the decision;

(12) Ensure that inspections and other control measures
including sampling and laboratory testing, as
appropriate are carried out;

(13) Enforce this Rules and Regulations, subsidiary
legislation including circular, notification, and any
other function that may be assigned by the Board; and

(14) Review and assess the implementation of the Act, its
Rules and Regulations and apprise to the Board.

Biosafety Technical Working Group

12. In accordance with Section 14 (3) of Chapter II of the Act,
the Biosafety Technical Working Group is constituted with
members from relevant agencies to advise on the technical and
scientific issues related to GMOs and to review applications.

13. The Biosafety Technical Working Group shall consist of
competent member(s) as appropriate from:

(1) Department of Livestock, Ministry of Agriculture and
Forests;

(2) Department of Agriculture, Ministry of Agriculture
and Forests;
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3)

“4)

)
(6)
(7
®)

)

Department of Forests and Park Services, Ministry of
Agriculture and Forests;

National Biodiversity Center, Ministry of Agriculture
and Forests;

Royal Center for Disease Control, Ministry of Health;
National Environment Commission;
Royal University of Bhutan;

National Food Testing Laboratory, Bhutan Agriculture
and Food Regulatory Authority, Ministry of Agriculture
and Forests; and;

Bhutan Agriculture and Food Regulatory Authority,
Ministry of Agriculture and Forests as Member
Secretary.

Functions of the Biosafety Technical Working Group

14. As a technical advisory body, e broad functions of the
Biosafety Technical Working Group are to provide scientific
and other technical advice to the Authority.

15. Upon the request of the Authority or direction of the Board,
the following are the specific functions;

(M

2

Review technical and scientific aspects of the
applications for import of GMOs and products derived
from GMOs;

Review and assess applications to determine the safety
and acceptability of GMOs and products derived from
GMOs for consumption as food, feed or for processing;
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(3) Serve as expert committee to provide scientific advice,
information and recommendation to the Authority and
the Board regarding the use and distribution of GMOs
and products derived from GMOs;

(4) Review and recommend policies, guidelines and
protocols specifying procedures for regulatory
processes with respect to activities involving GMOs
and products derived from GMOs especially their
import and use with a view to ensure safety to human,
animal and environment; and

(5) Recommend emergency preparedness, response,
monitoring and surveillance in case of any emergency
activities related to GMOs and products thereof.

Meetings of the Biosafety Technical Working Group

16. The Biosafety Technical Working Group shall conduct as
per the terms of reference developed by the Authority and
endorsed by the Board.

Grievance Redressal Committee

17. Subject to section 14(9) of the Act, the Board hereby
constitutes Grievance Redressal Committee to resolve
administrative appeals with the following composition:

(1) One member from Department of Forests and Park
Services;
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(2) One member from Department of Agriculture;

(3) One member from Department of Livestock;

(4) One member from Department of Public Health;

(5) One member from National Environment Commission;
(6) Legal Officer, Ministry of Agriculture and Forests; and

(7) Focal person, Biosafety as the member Secretary

Meetings of the Grievances Redressal Committee

18. The Grievances Redressal Committee members shall meet
as and when required to review the issues or complaints
submitted to the Authority by the complainant.

19. The decision shall be made within ten working days from the
date of the complaint received by the Grievances Redressal
Committee.

20. Inthe event, the complainant is not satisfied with the decision
of the Grievances Redressal Committee, the complainant
may further appeal to the Board within ten working days
from the date of the decision.

21. The Grievance Redressal Committee shall function in
accordance with this Rules and Regulations and specific
terms of reference approved by the Board.
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CHAPTER I1I
RISK ASSESSMENT, MANAGEMENT AND
COMMUNICATION

22. Inaccordance to Sections 20, 21 and 22 of chapter IV of the
Act, GMOs and products derived from GMOs for introduction
into Bhutan shall be subjected to risk assessment, management
and communication as provided under this Chapter.

Risk Assessment

23. The applicant shall carry out risk assessment based on
Guidelines on Risk Assessment for Food and Feed Products
derived from Genetically Modified Plants and Environmental
Risk Assessment of Genetically Modified Plants.

24. The Biosafety Technical Working Group shall review the risk
assessment report of the GMOs submitted by the applicant
and provide their technical opinion to the Authority.

25. If the risk assessment has been carried out in line with the
provisions of the Cartagena Protocol on Biosafety, the same
risk assessment report may be accepted.

26. The Authority may not carry out risk review in cases, where
the GMOs have been previously accorded approval for
import by the Board.
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Risk Management

27. The applicant shall propose appropriate risk management
mechanisms to manage and control any potential risk
identified in the risk assessment.

28. The approval for the import, transit, placing on the market, or
contained use of a GMO or product derived from GMO may
require importer to carry out monitoring and evaluation of
risks on a continuous basis as contained in the conditions of
approval.

29. The applicants conducting activities involving products
derived from GMOs shall prepare and submit risk
management plans to the Authority for approval.

30. The applicant shall implement their approved risk

management plans and shall be subjected to compliance
monitoring by the Authority.

Risk Communication

31. The Authority shall develop and implement risk
communication guideline for effective communication.
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CHAPTER 1V
ADMINISTRATIVE PROCEDURE FOR
GMO APPROVAL

Application Procedure

32.

33.

34.

35.

36.

All applications for approval of any activities using GMOs
are required to be submitted to the Authority.

The applicant shall submit application for approval of GMOs
based on event specific transformation/genetic modification.

For GM food/feed containing stacked events, the applicant
shall submit new application for approval of GMOs.

The applicant shall prepare an application in line with the
Guidelines for Handling Applications for GMOs and their
products.

The Authority shall complete an administrative review of each
application to verify that the application and documentation
requirements for approval of GMOs are fulfilled.
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37.

38.

39.

40.

41.

42.

Applications that are complete shall be acknowledged to the
applicant within 10 working days from the date of receipt of
the application. However, the incomplete applications will be
returned to applicant with an explanatory letter.

The applications after acknowledgment shall be submitted
to the Technical Working Group by the Authority within 5
working days.

The Technical Working Group shall review, assess and issue
decision to the Authority within 90 working days.

The Authority shall submit the decision of the TWG to the
Board within 5 working days

The Board shall issue decision within 15 working days to the
Authority.

The Authority shall communicate the decision to the applicant
within 3 working days.

Confidential Business Information

43.

The applicant may indicate or mark information in the
application as confidential business information based on
the accepted criteria stated in the Guidelines for Handling
Applications for GMOs and their products.
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44. The Authority shall not disclose to a third party any
confidential information exchanged under this Rules and
Regulations and shall protect the intellectual property rights
of the applicant.

45. The following information shall not be considered
confidential:
(1) The name and address of the exporter and importer;

(2) The unique identifier of the GMO;
(3) A summary of the risk assessment; and

(4) Any risk management requirements.

Safety Review

46. Applications that comply with the information requirements
shall be processed for risk review by the Biosafety Technical
Working Group according to Guidelines on Risk Assessment
for Food and Feed Products derived from Genetically
Modified Plants and Environmental Risk Assessment of
Genetically Modified Plants.

47. The GM food or feed containing stacked events shall
be considered as a new GMO and shall be subjected to a
full safety assessment even if the single events have prior
approvals.

48. Forinitiating the review of safety assessment by the Biosafety
Technical Working Group, the Authority shall prepare a cover
note on each application with the following details:
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(1) The name of the applicant;
(2) The type of application;

(3) The name of the recipient organism, including whether
the recipient organisms can cross fertilise with wild
flora/fauna and/or with cultivated crops in the case of
plants in the receiving environment;

(4) The inserted genes or sequences; and
(5) Status of approval in country of origin.

49. The applicant shall, where any new information becomes
available on any potential risks to human or animal health,

biological diversity or the environment, notify the Authority
immediately from the time the information becomes available.

CHAPTER V
PERMIT PROCEDURES

Import Permit Procedures

50. All applicants intending to import GMOs and products
derived from GMOs for direct use as food, feed or for
processing shall obtain a permit from the Authority.
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51. The application for a permit to import GMOs and product
derived from GMOs for direct use as food, feed or for
processing shall be accompanied by:

(1) A duly filled application form;
(2)  An Import Permit fee of Nu. 500; and

(3) All required documentation requirements as per
Guidelines for Handling Applications for GMOs and
their products.

52. For issuance of import permit for approved GMOs intended
for further processing, the applicant is required to have in place
processing facilities approved by the relevant authorities.

53. All GMOs intended for imports shall also meet the bio-
security requirements as per the Plant and Animal Quarantine
regulatory requirements.

54. For approved GMOs, the applicant shall process for Import
Permit at least fifteen (15) working days prior to the intended
date of import and the Authority shall issue a permit, with or
without conditions, within ten (10) working days of receipt of
the application, if it fulfills all the biosecurity requirements.
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55.

56.

57.

58.

Applications for permit pertaining to GMOs which have not
been approved, the Authority shall review and process the
application as per the ‘Administrative Procedure for GMO
Approval’.

Products derived from GMOs may be imported into Bhutan
only at officially designated border points.

The permit issued shall be used solely by the person to whom
it is issued and is not transferable to any other person.

The permit shall be valid for a period of sixty (60) days from
the date of issue, but may be renewed for 30 days unless there
is non-compliance to any of the imposed condition.

Revocation of Permit

59.

The Authority shall revoke a permit based on any of the
following conditions;

(1) Ifthere is any new information as to the harmful effects
of the GMOs;

(2) Ifthe GMOs cause damage to the environment, human
and animal health which could not be envisaged when
the approval was given;
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(3) In the opinion of the Authority, new information or
a review of existing information about GMOs or
products derived from GMOs has established or is
likely to establish any risk to human or animal health,
or the environment;

(4) Refusal to allow inspection of the premises where the
GMOs or products derived from GMOs are stored,
used and/or disposed; and

(5) Non-compliance with or violation of any of the imposed
conditions.

Export Procedures

60. Where required, the Authority may issue export certificate for
products derived from GMOs in accordance to the regulatory
requirements of the importing country which should be
fulfilled by the exporter.

61. An application to export GMOs shall be made in the form
prescribed by the Authority with Export Certificate fee of
Nu. 500.

62. Applicants may process for export certificate at least fifteen
(15) working days prior to the intended date of export.
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63. Products derived from GMOs should be exported from
Bhutan only at officially designated border points.

CHAPTER VI
INSPECTION AND MONITORING

Power of Inspectors
64. The Inspector shall have the power to:

(1) Demand information, seize and/or destroy any item
from owner or person in charge of vehicle or premises
that directly violates the prohibitions of import, transit,
intentional release and contained use of GMOs capable
of reproducing or products that may contain GMOs;

(2) Seize or take sample or copy of any appliance, material,
object, substance, book, statement or document which
is or contributes to proof of a violation of the provisions;

(3) Seize any item in the event of non-conformance to
labeling requirements;

(4) Take necessary steps in an emergency situation
without issuance of any orders or notice to the person
responsible to prevent any damage to the health and
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life of humans, animals or plants including the
environment and notify the Authority in writing; and

(5) Perform the assigned responsibilities and carry an
identification card duly signed by the Head of the
Authority at all times during inspection, monitoring
and enforcement activities;

General Inspection and Monitoring Requirements

65. The Inspector shall inspect any import or export of GMOs
and products derived from GMOs including containers,
packaging materials and other ingredients whether raw, semi
or fully processed, at the officially designated points of entry
and exit.

66. Activities carried out using products derived from GMOs
shall be subjected to inspection by Inspectors as detailed in
Guidelines for Inspection and Monitoring of GMOs.

67. Inspection shall be carried out to ensure that:

(1) The import and export of GMOs have evidence of prior
approval;

(2) Each consignment is accompanied with required
documents; and

(3) The terms and conditions contained in the permit are
complied with.
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68. In addition to verification of documents, the Inspector may
take samples for testing.

69. The Inspector shall communicate in writing to the Authority
with regard to information on any direct seizure at the point
of entry.

Inspection of Consignments at the points of entry

70.  When a consignment of GMOs arrives at a port of entry, the
following are the procedures for inspection:

(1) The importer shall produce an import permit issued by
the Authority or required documents;

(2) The inspector shall verify that import conditions are
complied with; products intended for direct use as
food or feed, or for processing (GMOs-FFP), should
be accompanied by documents that clearly states, but
not limited to, the following:

(a) Where identity of the GMOs is known, that the
shipment contains GMOs-FFP;

(b) Where identity of the GMOs is not known, that the
consignments may contain one or more GMOs-
FFP;
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(¢) The common, scientific and commercial names of
the GMOs; and

(d) Thatthe GMOs are not for intentional introduction
into the environment.

(3) Inspect incoming consignment of GMOs to verify the
actual content and cross check the consignment against
their documentation;

(4) To ascertain whether the risk management strategies
are followed by the applicant; and

(5) May check the decisions posted in the Bhutan Biosafety
Clearing House regarding GMOs.

Inspection at processing facility

71.  The Inspector shall conduct random inspection and targeted
risk-based inspection in processing facility to monitor for
compliance for the following:

(1) Records for transport of GMOs and products derived
from GMOs;

(2) Storage areas;
(3) Containment measures;
(4) Waste treatment;

(5) Training of personnel; and
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(6) Availability of guidance documents.

Inspection of imported products

72. For any imported products derived from GMOs, the Inspector
shall perform the following:

(1) Take sample of any products derived from GMOs from
any person/ purchaser or a consignee found to be either
dealing or is in possession of such items;

(2) Stop any vehicle to verify any activity involving
products derived from GMOs;

(3) Enter and search at all reasonable times, any private
premises or structure in which the Inspector believes
that the evidence of an offence under the Act is likely
to be found, upon obtaining a search warrant from the
nearest Court of Law;

(4) Examine any record, register, document or any other
material object found and seize the same, if the
inspector has reason to believe that it may be helpful to
establish an offence:
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(1)

)

3)

4)

()

(6)

In case of plants, seeds, or any other living
organism potential of being GMOs, it shall be
quarantined at the expense of the importer as per
the applicable plant quarantine procedures;

In case of fresh fruits and vegetables, potential
of being GMOs, a market-based testing shall be
conducted;

In case of live animals, potential of being GMOs,
it shall be quarantined for a minimum period of
fifteen (15) days as required under Livestock Act
at the expense of the importer as per the applicable
animal quarantine procedures;

If the test confirm that the plants, seeds, animals
or other living organisms are not GMOs and not
in reproducible form, then the consignment shall
be released to the applicant;

In case of positive confirmation of the plants,
seeds, animals or other living organisms as
GMOs capable of reproducing, the consignment
shall be destroyed by the Inspector without any
prior approval; and

The Inspector shall inform in writing to the
Authority of such destruction within 24 hours.
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Violations

73.  When a consignment, baggage or other personal belongings
contains GMOs capable of reproducing, the Inspector shall
seize and destroy the materials as prescribed under Chapter
VIII and levy fines as prescribed in Chapter X of this rules
and regulations.

74. When a consignment containing GMOs capable of
reproducing is declared at the entry point, the Inspector shall
seize and destroy.

Monitoring Procedure

75. Monitoring shall be carried out as prescribed in the Guidelines
for Inspection and Monitoring of GMOs:

(1) The Authority shall monitor for any feral plants/
invasive species in collaboration with relevant agency
for any alerts on the establishment and spread of
GMOs;

(2) Monitortechnical and legal compliance by the applicant
on the various terms and conditions as prescribed in
the permits;

(3) Any food commodities with high probability of
containing GMOs or products derived from GMOs
shall undergo regular testing and surveillance; and
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(4) Develop and maintain an information database on
GMO incidents for early detection of unauthorized
activity in the country to enable effective monitoring.

76. In the event of an import of GMOs that is not in the list of
approved GMOs:

(1) The Authority shall refuse entry, seize and/or destroy;

(2) The importer shall be liable for penalty as per this
Rules and Regulations; and

(3) The Inspectors shall communicate in writing to the
Authority for every event of GMOs arriving at the
points of entry including information on the course of
action undertaken.

77. In case of transboundary movement and unintended release
of GMOs capable of reproducing into the environment, the
Authority shall:

(1) Contain the GMOs at the release site;

(2) Communicate with the relevant authorities;

(3) Remove the GMOs from the site or render them non-
viable;
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(4) Prevent GMOs from being consumed by humans or
animals; and

(5) Prevent GMOs from being established and persisting
in the environment.

78. In the event of any immediate interventions required to
prevent any damage to the environment, human and animal
health; the Inspector upon notifying the Authority may take
the necessary steps without issuing any orders or notice to
the person responsible.

79. Authority shall ensure monitoring of efficacy of risk
mitigation measures implemented to contain the unintended
release into the environment.

CHAPTER VII
LABELING REQUIREMENTS

80. To facilitate informed choices to consumers, products
derived from GMOs shall be subjected to labeling, if it
contains GMOs in proportion more than 5% of the ingredient
considered individually.

30 Biosafety Rules and Regulations of Bhutan 2018



24

Jpn.

10-

(&) Q?ET":I@WN'RINN%X@'E]N' iqk\l'a%'q'qu'n‘éw%:’na'ﬁﬂ'
3RgagRRag il o ans
(W sEaaExIENyRNES RoaggagRadNaGRaR ey

é’ﬁ%’@n'ﬁ:'GE'&gﬁ'ar?m"%mw’“ﬁq’aﬁqmﬁ%‘

NFX AR AT YA ﬁm&'q?ﬁ't:x'a?'ﬁ:'&aw'sq'é'@'q§ﬁ'§q'q'%'
Mg 3R e AT AR5 & Y RSB IIN YN G SR IR T
q?ifq'n'%q'?%Q'ﬁgﬁu'ﬂ‘\wwﬁn:’q%@ng'nﬁm'aqqaqwmw'rmq'
qﬂ}qsq@&"ﬁgnqwgw:qng'ﬂﬁmg’nﬁw:wéqnx' R
aﬁﬂ&'ﬂﬁ«ﬁm’@%qwﬁ?ﬁ

a«aa'a?ﬁx'qﬁwgmq: alﬁN'ax'axiﬁmx'n}5:'94'341«@@%;':1‘é«'
SRR g #Rg s R R A aas MR g ma
a'am\mal'é&'ﬂﬁ'@«'@'ﬁxmm'ﬁ:ll:'a?iq@m':1@'(%:1‘3«'4]5q':1§ﬁ?ﬁ

AgaN|
mlapapaaR AR s |
T '&ﬁ'?n]m 534 DN ':15:1:13'&31’ LA gn’ua'ﬁqgﬁ@a'
FRERENRR RS g E NI A Bk PIRINAHRA
N R R P B R DR RR Nlif Al RS )
qqﬂ%rﬂ%ﬂ“ﬂgﬁqg’iqgﬂqﬁqqagﬂ%ﬁé‘”“'gq”agﬁéﬁaé
YRR ARG R

AR Y LTI YSRIRRGRFINTR 3054 7| 20



81. For the purpose of labelling, only the approved GMOs shall
be permitted for use as food and feed.

82. The labeling requirements shall be exempted for:

(1) Highly refined food or food ingredients; where
processing has removed all novel DNA/Protein; and

(2) Foods from animals which were fed with GM feed.

Labelling Compliance Monitoring

83. The Authority shall ensure compliance to the labeling
requirements.

84. Rapid test kits shall be used for screening possible GM
elements in food and feed. If the results of the on-site rapid
qualitative test indicate the presence of GMOs, the Inspector
shall complete further confirmatory tests.

85. In the event of positive test of more than 5%, the applicant
shall be informed in writing to:
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(1

2

Withdraw products derived from GMOs from the
market to meet the labelling requirement within the
given time frame, or

Re-export at the expense of the importer within a given
time frame.

CHAPTER VIII
SEIZURE AND DESTRUCTION

Seizure Procedures

86. In accordance with Chapter VII of the Act, the seizure
procedures shall constitute the following, but not limited to;

(1

2

3)

Search warrant from the Court of Law is obtained to
enter into premises suspected of holding unapproved
GMOs or product derived from GMOs, in presence of
the owner;

Open any container suspected of holding unapproved
GMOs or product derived from GMOs, in presence of
the owner.

Weigh, count, measure, mark, seal, open and remove
samples of any organism or any product that is or is
suspected as GMOs, in the vehicle or at the premises,
and lock, secure and seal;
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(4) Prepare a detailed inventory of seized items duly
dated and signed by the Offender and the Inspector in
presence of the witness. The items shall be retained at
the place of seizure or at the office of the Authority at
the discretion of the Inspector;

(5) The seized items shall not be returned to the person or
Corporation, if the Inspector establishes upon further
confirmation that the items or consignment are not
in compliance to the requirements of this Rules and
Regulations. A destruction notice shall be served to the
offender for the seized item or consignment; and

(6) Seized item will be returned to the person or
Corporation if the Authority is convinced that the items
are in compliance to the requirement.

Destruction

87. In accordance with Section 37 of the Act, all seized items
not in compliance to the requirements of this Rules and
Regulations shall be destroyed following appropriate methods
in conformity to scientific best practices of destruction and
disposal.

88. A destruction notice specifying the date, time and quantity of
destruction shall be issued to the offender.
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89. The seized item shall be destroyed by the Inspector at the
expense of the offender.

90. Itis the responsibility of the Inspector to monitor all activities
to ensure proper destruction and disposal; and shall furnish
destruction report to the Authority and the offender.

CHAPTER IX
PUBLIC AWARENESS AND ACCESS
TO INFORMATION

Public Awareness

91. The Authority may create public awareness to encourage
effective stakeholder and public participation through means
of mass communication.

92. The Authority may encourage public participation for any
issues related to GMOs for transparent decision-making
process.

93. Means of public awareness shall constitute the following, but
not limited to:

(1) Dedicated websites created for GMOs;
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(2) Leaflets, newsletter, brochures and magazines prepared
and widely distributed;

(3) Documentary films, movies, video clips in television
channel and cinema theatres;

(4) Awareness programs to be encouraged for the
awareness of general public and school children.

(5) Advertisements in the movie, print media, through
arts, posters and exhibitions or shows.

Access to Information

94. The Authority shall disclose information on GMOs and
products derived from GMOs to the public through the
Bhutan Biosafety Clearing House.

95. The Bhutan Biosafety Clearing House shall be the official
online information exchange platform.
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CHAPTER X
LIABILITY, OBLIGATIONS
AND PENALTIES

Liability

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

97. No liability shall be attached to the Authority for the
destruction of GMOs and/or products derived from GMOs
brought into the country in violation of this Rules and
Regulations.

98. The Authority is in no way liable for damage done, or delays
incurred, by testing, quarantine, seizure and/or destruction of
GMOs and/or products derived from GMOs, revocation of a
permit, or any other action deemed necessary and performed
under this Rules and Regulations. All such actions are
performed at the sole risk of the Applicant.

99. Liability shall be imposed to the person responsible for the
activity, which results in the damage, injury or loss owing to
GMOs or products derived from GMOs.
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Liability of Inspector

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

101. In accordance with Section 40 of the Act, no Inspector shall
be liable for anything done in good faith, for the purpose of
enforcement of the provisions of this Rules and Regulations.

Offences and Penalties under the Act

102. For the assessment of fines and penalties, the Authority shall
consider the following;

(1) Magnitude and frequency of the offence;

(2) Actual or potential impact on human or animal health
and environment; and

(3) Intended economic advantage from the offence.
103. In accordance with Section 49 of the Act, offences which

are not covered under the Act or this Rules and Regulations,
shall be imposed as per the Penal Code of Bhutan.
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104. Any offence under the Act or this Rules and Regulations,
which is also an offence under the Penal Code of Bhutan,
shall be punishable with the same penalty prescribed under
the Penal Code of Bhutan.

105. The penalty for repeated offence or subsequent conviction
for the same offence shall be enhanced as provided in the
Penal Code of Bhutan.

Civil Offence

106. In accordance with Section 46 of the Act, the following
violations shall be subject to fines as specified below;

(1) Submission of false or misleading information for a
purpose of obtaining an approval shall be liable for fine
of daily minimum national wage rate of 45 days and
such accorded approval shall be cancelled immediately
by the Authority; and

(2) Making a statement that is false or misleading to an
inspector authorized by the Authority in performance
of his/her duties shall be liable for fine of daily
minimum national wage rate of 30 days and such
accorded approval shall be cancelled immediately by
the Authority.

107. Import of products derived from GMOs which is not approved
by the Authority shall be seized and destroyed without
any compensation in the first instance. In case of repeated
offence, the offender shall be liable for a fine equivalent to
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the value of consignment as per the market value and the
consignment shall be seized and destroyed without any
compensation.

108. Any activity carried out within Bhutan with GMOs or
products derived from GMOs which is not approved by the
Authority shall be liable for a fine equivalent to the value of
consignment as per the market value and the consignment
shall be seized and destroyed without any compensation.

109. Any person dealing with GMOs shall abide by the terms and
conditions in permit issued by the Authority and failure to
comply shall be liable for fine of daily minimum national
wage rate of 45 days.

110. Any false labelling of the imported products derived from
GMOs shall be liable for fine of daily minimum national
wage rate of 45 days.

I11. Any person importing GMOs (plants, microorganisms,
and livestock, etc.) capable of reproducing shall be liable
for fine of daily minimum national wage rate of 45 days
and the products shall be seized and destroyed without any
compensation.
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112. Any person engaged in transit of GMOs capable of
reproducing through Bhutan shall be liable for fine of daily
minimum national wage rate of 45 days and the products
shall be seized and destroyed without any compensation.

113. Any person intentionally cultivating GMO for domestic
consumption on his/her private agriculture land in Bhutan
shall be liable for fine of daily minimum national wage rate
of 80 days and the products shall be seized and destroyed
without any compensation.

114. For any civil offence under the Act and this Rules and
Regulations, 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.
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Criminal Offence

115.

116.

117.

118.

119.

120.

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

Repeat of the offence under section 107, 108 and 109 of this
Rules and Regulations shall be punishable for violation.

Any intentional introduction into environment of GMO
capable of reproducing shall be punishable for violation
and the products shall be seized and destroyed without any
compensation.

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

Any use, including contained use of GMOs capable of
reproducing shall be punishable for petty misdemeanor
and the products shall be seized and destroyed without any
compensation.

Any person who conducts research and development of
GMOs capable of reproducing shall be punishable with
misdemeanor and the products shall be seized and destroyed
without any compensation.
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121. For any criminal offence under the Act and this Rules and
Regulations, the penalty shall additionally include the cost to
rectify and restore any damage to persons and/or property.

CHAPTER XI
COMPENSATION

Procedures for Cost of Restoration and Remedy

122. Where any harm is caused to human and animal health by

GMOs or product derived from GMOs, restoration shall
include;

(1) Any costs and all medical expenses;

(2) Adequate compensation for any disability suffered;
and

(3) Adequate compensation for loss of life.

123. Where any harm is caused to the environment by GMO or
product derived from GMO, compensation shall include;

(1) Any costs to the extent of the environmental damage;
and

(2) Cost of restoration to the full extent in terms of both
flora and fauna.
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124. Any person on his behalf or on behalf of other persons
having similar or common interest affected by damage or
threatened by potential damage to human or animal health
and the environment caused by the violation of the Act and
this Rules and Regulations may initiate legal action in the
Court of Law for claims of compensation.

CHAPTER XII
MISCELLANEOUS

Documentation

125. All documents required under this Rules and Regulations
shall be submitted either in Dzongkha or English or a
translated version in English. Only original documents shall
be accepted.

Fees and Fines

126. All procedures under this Rules and Regulations are subject
to payment of non-refundable administrative fees and fines.
The Authority shall collect all fees and fines and shall issue
official receipts for the amount paid.

Amendment

127. The Board may from time to time amend this Rules and
Regulations after consulting relevant stakeholders.
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Interpretation and Authority

128. The interpretation of the Rules and Regulations shall be
consistent with the Act.

129. If there exists any difference in meaning between the
Dzongkha and the English text, Dzongkha text shall be
regarded as authoritative text.

Definition

130. In addition to the definitions set out in the Act and for the
purpose of this Rules and Regulations, the following terms
shall have the meaning ascribed to them in this Section,
unless the context clearly indicates otherwise:

1) “Act” means the Biosafety Act of Bhutan, 2015

2)  “Biosafety Technical Working Group” means a
technical working group formed by the Authority
and constituted by stakeholders possessing required
technical expertise in the field of Biosafety, capable
of providing appropriate recommendations to both
Authority and National Biosafety Board and to other
related administrative entities engaged in Biosafety
activities.

3) “Export” means the intentional transboundary
movement from Bhutan to another country;
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4)

S)

6)

7)

8)

9)

10)

“Event” means a unique DNA recombination event, a
genotype produced from the transformation of a single
plant species using a specific genetic construct.

“Gene sequencing” is the process of determining the
precise order of nucleotides within a DNA molecule.

“Import” means the intentional transboundary
movement into Bhutan from another country;

“Intentional introduction” means any deliberate
release into the environment that is not contained use,
including release for bioremediation, field release,
planting and release into water and/or air, of GMOs
subject to this Rules and Regulations with the exception
of those imported for direct use as food or feed, or for
processing.

“Livestock” means cattle, sheep, goats, pigs, poultry,
fish and horses kept for use or for profit.

“Local” means relating or restricted to a particular
area or neighborhood irrespective of the origin.

“Operator” means a legal or natural person, national
or non-national, whether authorized or unauthorized,
in direct or indirect control of any activity related to
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11)

12)

13)

14)

15)

16)

import, export, and use in Bhutan of any product which
has genetically modified content.

“Permit” means an approval granted by the Authority
in relation to the implementation of the Biosafety Rules
and Regulations 2018.

“Premises” means any building or other structure or
part of a building or other structure.

“Processing” means processing of non-viable GMO
into food and feed

“Seize” means temporarily prohibiting the transfer,
conversion, disposition or movement of the property
or temporarily assuming custody or control of property
on the basis of an order issued by the Authority.

“Stacked event” means if more than one gene
from another organism has been transferred, the
created GMO has stacked genes (or stacked traits), and
is called a gene stacked.

“Tissue culture” is a collection of techniques used to
maintain or grow plant cells, tissues or organs under
sterile conditions on a nutrient culture medium of
known composition.
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17) “Transboundary movement” means the movement
of GMO from one country to another country.

18) “Transformation” means genetically altering the
genome of a cell by integrating a foreign DNA
fragment.

19) “Working days” means days other than national and
public holidays and Saturdays and Sundays.

Made this ....... q ............ day of....Mmm.ZOIS

(SEenaturg)
A
‘éﬁ&"'\‘(ﬁ”\’“‘@”@ﬂmw
Rarmd||

47 Biosafety Rules and Regulations of Bhutan 2018



979)

94)

)

“«'ﬂé&«'ﬂgﬁﬁ‘ﬁaﬁﬁ"’ %x‘%'q%agm'mn'%qmw@m'mw
n]qq'%n]'O\J,'QH]N'a%'q'qg&'n“é'«':r5&':13'&1’41'%'&}}":1@3'@3&'

~_Q

“qgrﬂ&r” %x’a‘?‘q%'maw'ﬂﬁ'@'iﬂk\mqsq'fw'ng,:'iﬁ'
n“."\.s\\] M NECASE .\N."\ I D .q" .\.q .QVN. q S
RFRGR AR SRSy Raaia Y ayRadnamgd
'V
Sl

a

“q’qqqﬂa@q'sjm"’ %x’aﬁi'aﬁ'g&’m'ﬁ:‘3\1'61:':04'412(@'04«'
Ry R AR AN AT g

aa ...... Q ...... A .EN ....................................... m.qangl

t\ %09;‘

L"*E‘Wﬂ) :

&

SRRy

Barg

AR Y LFIGYSRRRN PR 2054 55| e



