Bangladesh Biosafety Rules, 2012 with Proposed Amendments and English Version

Existing Biosafety Rules of Bangladesh,
2012
(Rve e Sfearerer f[fEeer, 205R)

Poposed Amendment

T SREWATer RIS, 03% (© g@ie
FRCHRT

English Version with the Proposed Amendments for
Authenticated Text

QTSRS T ©002-W37/2053 | A AfCI!
ST BT, So5¢ (S55E IET > TR SN[2H)-
GF 4RI 0 @ AME FASRKE FEFE GORAl
et ffse e i, a2t o-

GAIAAE TR Wo-S[37/2052 | ST
AR NFHA W2, ddde (So5¢ A > 7
WBN)- @ QHl 0 9 NG HASRCE I
QoI et [[faet eor e, =T 3—

SRO No 302-Act/2012. -The Government formulated

the following Rules under the authority bestowed to it by the
Section 20 of the Bangladesh Environment Conservation Act,
1995 (No. 1 Act of 1995): --
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1. Title.- The Rules shall be called "Bangladesh Biosafety
Rules, 2020".
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2. Definition.- Unless there is anything against the subject or
context, the Rules—

(a) ‘Department’ means the Department of Environment

established under the Section 3 of the Act;

(b) ‘Act’ means Bangladesh Environment Conservation Act,

1995 (No 1 Act of 1995);

(¢) ‘Committee’ means National Committee on Biosafety
(NCB), Biosafety Core Committee (BCC), Institutional
Biosafety Committee (IBC), Field Level Biosafety
Committee (FBC) established under the Guidelines;

(d) ‘Genetically Modified Organism (GMO)’ means any
organism developed through application of modern
biotechnology;
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‘Genetically Modified Products’ means a product or

goods that have been produced or manufactured from
Genetically Modified Organisms;

‘Guidelines” means the Biosafety Guidelines of
Bangladesh circular no PBM/Environment-3/01/CBBD-
03/2007/17 issued by the Ministry of Environment and
Forests on 31 December 2007;

‘Modern Biotechnology’ means application of any
technique like in vitro nucleic acid techniques including
recombinant DNA technology or direct injection of
nucleic acids into cells or organelles or fusion of cells
beyond the taxonomic family to make or modify a
product or application of Synthetic Biology or New
Plant Brreding Techniques in order to improve plants or
animals, or to develop microorganisms for specific uses;
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(j) ‘Director General’ means the Director General of the
Department of Environment.
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3. Restrictions on imports or exports on Genetically
Modified Organism or products. -: - (1) Without the
approval of Ministry of Environment, Forest and Climate
Change no individual or institution shall import, export,
purchase, sell or placing into the market for commercial use of
Genetically Modified Organism GMO) or GMO products,

Provided that provisions of the Guidelines shall be applicable
in case of conducting any research or undertaking and
implementing a development project on Genetically Modified
Organism (GMO) or GMO products:

Further provided that approval has to be taken in favour of
placement into the market of research derived outcomes or
products from the concerned other ministries or departments,
if any, including the Ministry of Agriculture

(2) Subject to obtaining approval under the Sub-Rule (1),
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application may be filed, under the existing import and
export policies of the country, in favour of the import and
export or commercial use, to the Ministry of Commerce or
other authorities concerned in this regard.

(3) In case of approval under the Sub-Rule (2) the Ministry of
Environment, Forest and Climate Change shall follow the Act
and other concerned rules formulated under the Act, if any,
and the provisions of the Guidelines in case of issuing
approval.
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4. Application of the Guidelines, etc.- The provisions of the
Guidelines shall be applicable in case of controlling the
Genetically Modified Organisms or Products and assessing
the harmful impacts of GMOs or GM Products on the
environment:

Provided that if any provision of the Guidelines makes
conflict or stands as inconsistent with any section of the
concerned Act or the Rules, in that case the Act or the
Rules shall prevail.
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5. Identification or Labelling.- (1) The Seller, Importer and
Exporter of Genetically Modified Organisms or GM Products
has to insert the labell on the box or package or the
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consignment containing the item that clearly exhibits the
complete information of the identity of the item as GMO and it
shall be stated that ‘it contains GMOs or GM Products’ as
labeled text so that the purchaser or the consumer be clearly
informed and learnt on the identity of the item. This Sub-Rule
shall be additional to and notwithstanding with any other
existing Acts on labeling. (2) In case of open selling, a
complete labeling or identification shall also be applicable and
be exhibited on the body of the GMO and GM Product itself
alongwith the box or package or the bag containing
Genetically Modified Organism or products. The labeling and
identification shall be maintained in such a way the purchaser
or the consumer be clearly informed and learnt on the identity
of the item. This Sub-Rule shall be additional to and
notwithstanding with any other existing Acts on labeling.

v | fkfey ez wwer a=d Tepifn - (3)
RIfTeed “fifeT G - G2 GI7 2300
Ty O wd AR, @[,
NARAFCHACHE (I &FF e A oo
SRFA B R A AR g7 e A @
AT (FIF GO (7l e A g AR
QfeE T wear fofere Mo @, cvawrs,
T & qomoiefaiE ST qr w=rifvlers

v | Rfey wrgR e aget Tepin - (3)
wifreey ARR$s T 41T @12 G 2300
Teolg g7 A AR, Qikeaia, TEIEegd
(G (P PR e A Rofwmes wwge 2
230 A A I 9o A @ A @I
oA (7t e A poaR SR A 1y
oeal fofere Meoas T, CFawe, IS
T qew#E IT q wevEe @ @

6. Obtaining Assistance from Different Organizations,
etc.- (1) If there is any threat or damaging phenomenon
created on the environment, biodiversity and human health,
or if pollution caused to the environment or in case of any
occurrence of accidental release or possibility of accidental
release of Genetically Modified Organism or Products
thereof, the concerned committee or Director General
could seek assistance or cooperation at any time from any
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ministry, agency, department, etc towards implementing
emergency response measures to mitigate or in proper case
to tackle the situation.
(2) Concerned ministries, divisions, agencies or departments
shall be bound to render such cooperation or assistance to the
committee or Director General in response to the request made
under Sub-Rule (1).
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7. Reporting of accident, negligence to responsibility,
administrative fine, etc.- (1) If Genetically Modified
Organism or products threat or damaging
phenomenon to the environment, biodiversity and human
health or or causing pollution to the environment or
occurrence of accidental release, the concerned individual
or institution shall take necessary measures to make the
situation under control, and the measures taken shall within
the soonest possible time be informed and communicated
in a detailed report to the Biosafety Core Committee
(BCC) and to the National Committee on Biosafety (NCB)

cause

(2) If any damaging phenomenon or accidental release
occurred as stated under the Sub-section (1) on the account
of negligence of the concerned individual or institution,
the individual or the institution shall be held liable for the
occurrence.
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(3) The National Committee on Biosafety (NCB), subject
to giving a show cause notice as deems fit, could take any
type of legal measures including, not limited to, issuing
order against the person or institution liable for
compensating reasonable amount of administrative fine
under Sub-Rule (2).

(4) If the National Committee on Biosafety (NCB) issues
any order any logical administrative fine against the
responsible individual or the firm under the Sub-section
(3), the financial fine shall be deposited with the concerned
Government office within 30 (Thirty) days of the issuance
date of the order.
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8. Plans to face emergency situation.- (1) The authorized
individual or the firm shall prepare a plan to face any
potential accident or emergency situation in the experiment
field or remote areas of the experiment field for conducting
their activities, and inform the Field-level Biosafety
Committee (FBC) about its implementation and

supervision.

(2) Participation of the local residents and their advice shall

be ensured in the preparation and implementation of the

plan under the Sub-section (1).

(3) The authorized individual or the firm shall supply

q
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information about the management of the ongoing
Genetically Modified Organism, and all other associated
and necessary information including the type and extent of
any potential accident, and any potential impact beyond the
experiment field area, to the FBC to make it capable of
supervising the necessary emergency plans under the Sub-
section (1).
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9. Offence caused due to Pollution to the Envionment and
Damage to the Ecosystem.- If there is pollution caused to the
environment or damage occurs to the ecosystem owing to
introduction of the Genetically Modified Organism or Products
thereof, the manufacturing institution, exporter, importer,
storer, supplier and retailer, all shall be liable for the offence of
environmental pollution or ecosystem damage, unless they
could provethat they did not have direct involvement with
occurrence of such pollution or damage
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10. Offences and Penalty.- (1) If there is any violation of Rule
3 or Rule 5 or liability of pollution or damage under rule 9
caused or committed by any person or institution shall be
founded as an offence under this Rules in line with Section
15(2) of the Act and such offence shall be penalized with an

b
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imprisonment not more than 2 (two) years or a fine not more
than 10 (ten) thousand Taka or imposing both penalty at a
time.

(2) If any company is found liable as polluter under Rule 9,
the provision of the Section 16 of the Act shall be applicable
against that company.
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11. Appeal.- Any person aggrieved by an order made under
rule 7, may prefer an appeal as per the provisions of
section 14 of the Act and rule 9, 10 and 11 of the
Environment Conservation Rules, 1997..
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12 (1) Review.- (1) Any person aggrieved by an order made
under rule 3, may file, within 30 days from the date of
delivering such order, a review application:

(a) to the Ministry of Environment, Forest and Climate
Change for not obtaining the permission;
(b) to the concerned authority, in applicable cases.

(2) Ministry of Environment, Forest and Climate Change or
the Concerned Authority shall dispose the case within 30
(thirty) days of receiving the review application, and shall
inform the applicant on granting or rejection of application.
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13. Report Submission.- (1) Submission of Report.- (1) The
Director General, or a committee formed by him or
Committees formed under the Guidelines will submit a half
yearly report, at Six months interval to the Government,
containing the statement on the accomplished activities under
this Rules.

(2) The Government, in necessity, at any time may request the
Director General to submit the report on accomplished
activities or issues under this Rules and the Director General
shall be bound to submit such report.
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11. Appeal.- Any person aggrieved by an order made under
rule 7, may prefer an appeal as per the provisions of
section 14 of the Act and rule 9, 10 and 11 of the
Environment Conservation Rules, 1997.
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12 (1) Review.- (1) Any person aggrieved by an order made
under rule 3, may file, within 30 days from the date of
delivering such order, a review application:

(a) to the Ministry of Environment, Forest and Climate
Change for not obtaining the permission;
(b) to the concerned authority, in applicable cases.

(2) Ministry of Environment, Forest and Climate Change or
the Concerned Authority shall dispose the case within 30
(thirty) days of receiving the review application, and shall
inform the applicant on granting or rejection of application.
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13. Report Submission.- (1) Submission of Report.- (1) The
Director General, or a committee formed by him or
Committees formed under the Guidelines will submit a half
yearly report, at Six months interval to the Government,
containing the statement on the accomplished activities under
this Rules.

(2) The Government, in necessity, at any time may request the
Director General to submit the report on accomplished

activities or issues under this Rules and the Director General
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shall be bound to submit such report.
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