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Executive Summary

The recent remarkable growth and development in the aquaculture sector of Bangladesh has been the
outcome of a combination of policy related initiatives and development interventions taken by the
Government as well as development work of multiple stakeholders including inputs suppliers and actual
farmers as well as research institutions. The farmers in Bangladesh are also increasingly using aqua-inputs
besides fish feed and fertilizer. Bangladesh Shrimp and Fish Foundation (BSFF) is presently working on
the project entitled “Work on Policy Consolidation, Improvement in Licensing, Management Process
and Effective Use of Aqua Inputs” supported by FtF-BANA. An important component of the project
relates to a stock taking of the existing regulatory framework in Bangladesh with particular focus on its
adequacy to cover all important governance, regulatory and enforcement related issues in so far as they
concern aqua-inputs. The present report summarizes the findings on this important subject with some
forward-looking recommendations for future work for feasible improvements.

As part of the exercise, the findings from which are presented in this report, 45 national laws, acts, rules,
guidelines and statutory orders were reviewed by the BSFF study team of which 27 were specially found
relevant for the study. The study team also reviewed all readily available secondary materials from India,
ASEAN Countries, EU, USA and other international organizations to compile useful materials which may
come in handy in any future work in Bangladesh on improvement of her regulatory frameworks to
adequately cover aqua inputs.

The comprehensive review findings of the BSFF study team indicates that at present Bangladesh has a
number of important instruments governing matters relating to fish feed and seed. There are also
administrative guidelines and orders dealing with seed, feed and aqua medicinal products. However, no
specific reference has been found in these instruments to the expression “aqua-inputs” per se though such
inputs including large number of probiotics, prebiotics and some other inputs are increasingly being used
in the aquaculture. The examination of relevant rules and regulations indicates that the references to
medicines and some specific chemicals and like substances are there in a number of instruments. In the
sense that these also form part of the “aqua-inputs”, such items are taken care of by the existing
instruments. There is, therefore, certainly some well discerned gap here and scope for improvements with
inclusion of items which are not presently covered by the existing instruments. There is also no well-
defined definition of aqua-inputs to avoid confusion and clarity on substances and medicines with multiple
use potentials and which should actually be the competent Bangladesh authority severally or jointly be
dealing with regulatory aspects of them.

In the absence of any references to aqua-inputs in specific terms, the coverage of existing regulatory
instruments specially the Fish feed and Animal feed Act, 2010 and Fish Hatchery Act 2010 are liberally
interpreted and invoked to issue the NOCs by the Department of Fisheries (DoF). With such NOCs, private
sector stakeholders are importing aqua-inputs of different types. It is important that some concrete
references to aqua-inputs are introduced in the existing instruments with necessary amendments or
enactment of all together new additional stand-alone instrument(s). The Government may take a well-
considered position on either one of these two options.

Given the nature of some of the aqua-inputs which may be used for both medicinal and other purposes, it is
important that such aqua-inputs are clearly identified and an arrangement with provision for coordinated
actions by more than one competent authority also deserve to be considered. How these can be done with
required change in the legal instruments may be considered by a Government appointed committee.

At the moment the monitoring exercise in terms of testing carried out are of an intermittent nature and are
not carried out as a routine exercise on a need-based manner. Future regulatory improvements may also
have to focus on this particular issue. From an administrative point, all the competent authorities appear to
have genuine needs of well dedicated and well-staffed sections in their respective setups to carry out the
regulatory and monitoring activities.

The present report also has useful materials from countries like India, ASEAN member countries; EU and
USA which may be used by the Government of Bangladesh in effecting improvements in countries
regulatory instrument(s) to adequately cover aqua-inputs.



Section-1
Introduction, Objectives and Methodology

Introduction

The recent remarkable growth and development in the aquaculture sector in Bangladesh has been
the outcome of a combination of policy related initiatives taken by the Govt. of the people’s republic of
Bangladesh which are investment in and introduction of high yielding quality seeds, secure water
management technologies, training and targeted extension work and above all initiatives taken by the
growers to seize new market opportunities, adopt advanced production processes and use of feed with
increase in intensification of production practice especially stocking. Bangladeshi stakeholders are also
increasingly using aqua-inputs other than feed and fertilizer to ensure better water management, nutrient
administration and avoid diseases for higher production and sustainable growth. The Government has also
been working to improve the regulatory framework governing the sector.

2. The project “Work on policy consolidation, improvement in licensing, management process and
effective use of aqua-inputs” has been undertaken jointly by BSFF and WorldFish with support from
USAID funded FtF-Bangladesh Adquaculture and Nutrition Activity (BANA) project to facilitate
development of a comprehensive approach for consideration by the Government of Bangladesh and the
stakeholders in the aquaculture sector to affect improvement in the regulatory framework in the country
with special focus to bring in the necessary improvements in it which adequately covers aqua-inputs. An
inventory of existing rules and regulations on aqua inputs in Bangladesh and drawing useful lessons from
selected countries and international sources is an important component of the project. The work on the
component has been carried out by a national consultant and the BSFF study team members over a period
of 4 months from July to October, 2019. The findings of the consultant and the study team members
constitute the contents of the present report on inventory of existing rules and regulations on aqua-inputs in
Bangladesh and useful lessons from selected countries and international sources.

1.2 Objectives

3. The work on aqua-inputs under the project “Work on policy consolidation, improvement in
licensing, management process and effective use of aqua inputs” was carried out to obtain a comprehensive
scenario on the existing regulatory framework of the government of Bangladesh and selected countries and
international sources to cover all important governance regulatory and enforcement related issues in the
aquaculture sector particularly those relating to production, importation, trade and use of agua-inputs.
Having a detailed information on all relevant laws, acts, rules, regulations, guidelines and SROs in
Bangladesh and selected neighboring countries, it is felt, will help the competent authorities in the country
to examine whether the existing regulatory instruments in Bangladesh adequately cover the aqua-inputs
and if not so what scope for improvements are there to overcome any regulatory deficit and deficiencies in
the enforcement arrangements.

1.3 Methodology

4. In carrying out the work on the inventory of existing rules and regulations on aqua-inputs in
Bangladesh and selected neighboring countries, the study team mostly focused on collecting and analyzing
readily accessible documents and printed materials. The exercise also involved collection of information,
details and insight from concerned Ministries, Departments and also relevant stakeholder’s associations
dealing with various aspects of existing regulatory instruments and the process of issuance of Government
orders, No Objection Certificates (NOC) and other related permission. The study team focused both on

Page | 1



collecting primary data and information to the extent possible and qualitative information where
considered important and relevant.

5. The information and data gathering exercise as well as obtaining qualitative information and

insights were carried out through the followings-

» Desk top research all along the entire period of work in course of the study.

> Collection of information from relevant sources, national and international.

» A preliminary consultation workshop was held with participation from representatives of
concerned Ministries, Departments and relevant stakeholders at Dhaka in the months of
August, 2019.

» 5 (five) Focus Group Discussions (FGD) were carried out with concerned govt. departments
and stakeholder’s associations at Dhaka and Cox’s Bazar.

» 4 (four) Key Informants’ Interviews (KII) held with DLS, Custom’s Officials and some
BAPCA/AHCAB member stakeholders dealing with aqua-input.

6. The exercise on stock taking on the regulatory instruments also involved preparation of the well-
structured guidelines for facilitating FGDs and Klls. The compilation of information and details on
insights obtained during the FGDs and Klls for analytical purposes were jointly carried out by the National
Consultant, BSFF study team, Policy Advisor of the project from BSFF and the Analytical Support
Specialist.
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Section 2
Review of the relevant conventional Acts, Rules, Policies and Guidelines in Bangladesh

7. As part of stock taking exercise on the regulatory instruments of relevance for the aqua inputs
other than feed and fertilizer being used in the aquaculture sector in Bangladesh the BSFF study team
examined 85 Acts, Rules, Policies and guidelines etc. (45 National instruments and 40International
instruments). The full list of 45 National instruments is enclosed at Annexure-1 of this report. On an
scrutiny it was found by the study team that following 27 National (Bangladeshi) instruments were
specially examined for their actual or possible relevance for the purpose of the review exercise carried out
with focus on aqua-inputs, both to ascertain whether their coverage is comprehensive enough to take care
of various regulatory aspects of aqua-inputs being used in Bangladesh or if not so the missing elements in
the existing regulatory instruments which needs to be addressed in the future updated regulatory
instruments.

1. The Food Safety Act, 2013

2. Food Additives Rules, 2017

3. Food Safety (Contaminants, Toxins and Harmful Residues) Regulations, 2017.

4.  Fish and Fish Products (Inspection and Quality Control) Ordinance, 1983.

5. Fish and Fish Products (Inspection and Quality Control) Rules, 1997, amended in 2008.
6. Fish Hatchery Act, 2010.

7. Fish Hatchery Rules, 2011.

8.  Fish Feed and Animal Feed Act, 2010.

9. Fish Feed Rules, 2011.

10. Fish Quarantine Act, 2018.

11. National Fishery Policy, 1998.

12. National Shrimp Policy-2014.

13. NRCP Policy Guideline, 2011 (Revision 2012).

14. Guideline for the Control of Aquaculture Medicinal Products AMPs, DoF, January 2015.
15. Compliance Guidelines for Fish Feed Production, Import and Marketing, 2015.

16. Bengal Drugs Rules 1946.

17. The Drugs (Control) Ordinance, 1982.

18. Drugs (Control) (Amendment) Act, 2006.

19. National Drug Policy 2016.

20. Pesticides Act, 2018.

21. Formalin Control Act 2015.

22. Formalin (Import, Production, Transportation, Storage, marketing and Use) Control Rules,

2015.
23. Import Policy Order, 2015-2018.
24. The Environment Conservation Rules, 1997,
25. Bio-safety Guidelines of Bangladesh, 2007.
26. National Environment Policy 2018.
27. The Consumers Right Protection Act, 2009.

2.1.: Findings from Food Safety Act, 2013 of Bangladesh

8. The umbrella instrument of special significance for the present exercise was Food Safety Act,
2013 which has, among others, detailed provisions regarding “Institutional Structure of Food Safety
System in Bangladesh (Chapter-2 of the Act), Formation of the Committees (Chapter-3), Prohibitions
related to Food Safety Management System (Chapter-5), Special Responsibilities of Food Business
Operators (Chapter-6), Food Analysis and Testing (Chapter-7) and Inspection and Seizure of Food
(Chapter-8). It is of interest for the purpose of our analysis that in Chapter-5 of the Food Safety Act, 2013
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the following important elements about prohibitions related to food safety management system are

mentioned:

Section-23: Use of Poisonous elements

No person shall, directly or indirectly, by himself, use or include in any article of food any
chemical or ingredient or substance (such as: Calcium Carbide, Formalin, Sodium
Cyclamate), Insecticides or Pesticides (such as DDT, PCB oil etc.), or intoxicated food colour
of flavoring matter, whether attractive or not, or any other intoxicated additives or processing
aids, which may cause injury or toxicity to human health in any article of food; or shall store,
market or sell any such article of food or food ingredient processing such matter.

Section-24: Use of radioactive, heavy metals etc. in excess of acceptable limit

No person shall, directly or indirectly, by himself or by any other person acting on his behalf,
use or include in any article of food or food ingredient any radioactive or irradiated matter or
naturally of otherwise occurring similar matter or heavy metal in violation of maximum
acceptable limit prescribed by regulation or by any other law for the time being in force.
Section-25: Production, importation or marketing of adulterated article of food or food
ingredient etc.

No person shall, directly or indirectly, with an intention to sell, by him or by any other
person acting on his behalf, produce or import, process, store, supply or sell any adulterated
article of food or food ingredient.

Section-26: Production of sub-standard food etc.

No person shall, directly or indirectly, with an intention to sell, by himself or by any other
person acting on his behalf, produce or import, process, store, distribute, or sell any article
of food or food ingredient which is of sub-standard for human consumption in comparison
with the standard prescribed by regulations.

Section-27: Uses of food additives or processing aids

No person shall, directly or indirectly, by himself or by any other person acting on his
behalf, use or include in any additive or processing aid in violation of maximum
acceptable limit prescribed by regulations in any article of food or food ingredient; or shall
import, process, store, distribute or sell such article of food or food ingredient possessing
such matter.

Section-28: Keeping of used industrial oil, industrial waste, adulterants, pollutants,
etc. in food establishment

No person shall, directly or indirectly, by himself or by any other person acting on his
behalf, keep or allow to keep in his food establishment any used industrial oil, industrial
waste or adulterants with an intention to mix them with any article of food or food ingredient.
Section-29: Expired article of food or food ingredients

No person shall, directly or indirectly, by himself or by any other person acting on his
behalf, import, process, and store, supply or sell any article of food or food ingredient after
the date of its expiry.

Section-30: Uses of growth promoters, insecticides, pesticides or drug residues,
microbes etc.

No person shall, directly or indirectly, by himself or by any other person acting on his
behalf, use or include in any article of food or food ingredient any insecticide or pesticide
residue, veterinary or aquaculture drug residue, hormone, antibiotic or growth promoters
residue, solvent residue, active ingredients of drugs, microbes or parasites in excess to the
maximum residue limit prescribed by regulations or by any other law for the time being in
force; or shall store, market or sell any such article of food or food ingredient possess in
such matter.
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Section-31: Genetically modified food, organic food, functional food, proprietary food,

etc.

No person shall, directly or indirectly, by himself or by any other person acting on his behalf,

without taking approval in the manner prescribed by regulations or under any other law for

the time being in force, produce, import, process, store, distribute or sell any genetically
modified or engineered food, organic food, irradiated food, proprietary food, novel food,
functional food, foods for special dietary uses, nutraceuticals and any such other food.

Section-32: Food packaging and labeling

No person shall, directly or indirectly, by himself or by any other person acting on his behalf,

manufacture, distribute or sell any packaged food or food ingredient which is not packaged,
marked and labeled in such manner as may be prescribed by regulations or any other law for the
time being in force;

(@) Inscribe any false information or claim, or any mischieving or misleading
information on the label mentioned in clause (a)concerning the food contained in the
package or concerning the quantity or the nutritive value implying medicinal or
therapeutic claims or in relation to the place of origin of the said food;

(b) Manufacture, distribute or sell any packaged food or food ingredient without complying
with the obligation of labeling it with are presentation of clear information about the
production, packaging and expiry date of food and traceability information in the
manner prescribed by regulations; and sell any packaged food or food ingredient by
changing or erasing any information inscribed on the label of the packaged food
product or food ingredient.

Section-33: Production, sale, etc. of food in unhygienic process regarded as

hazardous to human health

No person, by himself or by any other personating on his behalf shall manufacture, import,

process or sell any article of food or food ingredient in unhygienic process, in contravention

of the conditions and in deviation from the standard process specified by regulations or under
any other law for the time being in force, which may cause harm to human health.

Section-34: Sale of diseased or decomposed fish, meat, milk, etc.

No person, by himself or by any other person acting on his behalf, shall produce, store, or

sell diseased or decomposed fish or fish product or meat of diseased or dead animals or fowl

or decomposed milk or egg or any food products made of such thing.

Section-35: Food serving or catering in hotels, restaurants or food premises

No person, by himself or by any other person acting on his behalf, who render food serving

or catering services in a hotel, restaurant or food premises, shall cause hazard to human

health through irresponsibility, negligence or carelessness in deviation from the standard
prescribed by regulations or by any other law for the time being in force.

Section-36: Manufacture of food by a person suffering from any contagious disease

No person, by himself or by any other person acting on his behalf, shall cause any article of

food or food ingredient to be prepared, stored or sold by a person who is suffering from any

contagious disease.

Section-37: Manufacture, sale, etc. of misbranded food

No person, by himself or by any other person acting on his behalf shall, directly or

indirectly, manufacture, import, store, distribute or sell any misbranded article of food or

food ingredient similar or resembling to any article of food or food ingredient marketed in

the name of any trade mark or in any trade name registered under the Trademark Act, 2009

(Act No, XIX of 2009).

Section-38: Keeping and exhibiting the name, address and receipt or challan of the

concerned parties

Every food business operator or any other personating on his behalf shall, while operating

food business, keep the name, address and receipt or challan of all parties involved in
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the manufacture, import, processing, storage, distribution or sale of any article of food or

food ingredient; and shall be bound to exhibit the information to the Authority or any

officer designated by it.

Section-39: Production, sale, etc. of food without registration

No person shall manufacture, import, process, store or sell any article of food or food

ingredient without registering a food business which is mandatory under any law for the

time being in force.

Section-40: Rendering cooperation to the Authority or any person authorized by it:

Each food business operator or any person acting on his behalf shall, while operating food

businesses bound to extend all kinds of cooperation to the Authority or to any officer

designated by it at the time of inspection, investigation, sample collection or testing of
anything related to food business.

Section-41: False or misleading information in advertisement

No person shall, with the intention of marketing or selling any article of food or food

ingredient, cause harm to any consumer by giving any false or misleading information or

statement in advertisement in contravention of the conditions for advertisement prescribed
by regulations.

Section-42: Making, printing or propagating of false advertisement

(1) No person shall make, print, publish or propagate any advertisement containing false
information as to quality, nature, standard etc. of any article of food or food
ingredient through which people may be misguided.

(2) Inasuit filed under this section, the defendant is to prove for defending himself that-

(a) He was not aware of such false advertisement or he has not come to know despite
due diligence, and

(b) He, as a maker, printer, publisher or propagator has made, printed, published or
propagated the advertisement in usual course of business.

(3) Where any complaint is lodged against any person under this section in any court, the
court shall, unless otherwise proved, presume that such manufacturer or seller has
made the endeavor or rendered the assistance to, print, publish or propagate such
advertisement.

9. A close scrutiny of the above stipulations of Food Safety Act, 2013 reveal that they are of a
general nature. However, nowhere above the aqua inputs are defined or specifically referred to although
many of these reused in the aquaculture sector with important consequences. Only Section-30 of the Act
may be used to cover aqua-inputs if the section is broadly interpreted.

2.1.2: Food Additives Rules, 2017

10. In the Rule entitled “Use of Food Additives Rules, 2017” of the Food Safety Authority, there
are details on permissible elements with doses that can be used in food or food related products as
additives, as described in its scheduleNo-1 under different sections as under
Colouring agents (Part-1), Preservatives (Part-2), Flavor enhancers (Part-3), Anti-oxidants (Part-4),
Stabilizers (Part-5), Non-nutritive agents (Part-6), Sweeteners (Part-7, sub-part-1), Acidity regulator (Part-
7, sub-part-2), Anti-foam agents (Part-7, sub-part-3), Foaming agents (Part-7, sub-part-4), Firming agents
(Part-7, sub-part-5), Thickeners (Part-7, sub-part-6), Anti caking agents (Part-7, sub-part-7), Sequestrates
(Part-7, sub-part-8), Gelling agents (Part-7, sub-part-9), Emulsifiers (Part-7, sub-part-10), Bulking agents
(Part-7, sub-part-11), Flour treatment agents (Part-7, sub-part-12), Glazing agents (Part-7, sub-part-13),
Humectants (Part-7, sub-part-14), Propellants (Part-7, sub-part-15) and Raising Agents (Part-7, sub-part-
16).
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11. In the schedule No-2 of the same rule, there is a detailed list of the food additives which should
be used with maximum precaution.

12.The items of this category can also be specific Colouring Agents (Part-1), Preservatives (Part-
2), Flavouring agents (Part-3), Anti Oxidants (Part-4), Stabilizers (Part-5), Non-Nutritive substances (Part-
6), Other sweetners (Part-7, sub-part-1), Acidity regulators (Part-7, sub-part-2), Antifoaming agents (Part-
7, sub-part-3), Thickeners (Part-7, sub-part-4), Anti caking Agents (Part-7, sub-part-5), Gelling Agent
(Part-7, sub-part-6), Emulsifiers (Part-7, sub-part-7), Glazing Agents (Part-7, sub-part-8), Condensing
Agents (Part-7, sub-part-9).

13. Some of the above items may be used as aqua-inputs the details of which are not clearly
indicated in the above schedule.

2.2: Instruments enforced by The Department of Fisheries (DoF)

14. The Department of Fisheries (DoF) under the Ministry of Fisheries and Livestock (MOFL) is
the competent authority on most of the fisheries and aquaculture related subjects enforcing some specific
Acts, Rules, Policies and Guidelines at the operational level. The instruments which guide the activities of
the department and which are by far the most important are as follows:

1) The Fish and Animal Feed Act, 2010

2) Fish Feed Rules, 2011

3) Fish Hatchery Act, 2010

4) Fish Hatchery Rules, 2011

5) Fish and Fish Products (Inspection and Quality Control) Ordinance, 1983

6) Fish and Fish Products (Inspection and Quality Control) Rules, 1997 amended in 2008

7) Fishery Quarantine Act,2018

15. The following important facts were discerned in these instruments: In the schedules of Rules
relevant to these instruments most of the substances used as aqua-inputs are mentioned and DoF used them
as their reference points in connection with enforcement activities. These schedules are quite
comprehensive requiring minor adjustments or updating to include new substances which have been or are
being introduced.

2.2.1: Fish feed and Animal Feed Act, 2010

16. This is the main legal instrument of DoF for management of importation, exportation,
production, processing, quality control, marketing, sell, distribution and transportation of fish feed and
other aqua-inputs. The main sections in this Act have the following provisions-

Section-2(15): Quality Control Lab related subjects.
Section-4: Relating to restriction on production/processing/import/export/marketing/sale
[distribution/other relevant works without taking license.
Section-10: (1) Concerning restriction on maintaining standard limit of ingredients of fish feed and
(2) cancellation of license if found non-compliant or presence of any harmful
component.

Section-11: Competent authority to test any sample in the laboratory to ensure quality and take

action if non-compliant.

Section-12: Concerning restriction on any feed containing harmful ingredients, non-compliant with

standards. Requirement for Radiat Compilation of Rules under this Act is still under
process. So, there is scope to include compliances regarding importation of Probiotics
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and such other aqua-inputs. lon certificate and fitness certificate of the feed from
exporting country.

Section-13(4): Concerning details to be included in the label of name and percentages of all
ingredients.

Section-14: Restriction on use of antibiotics, growth hormones, steroids, insecticides and other
harmful chemicals in fish feeds.

17. In the Fish Feed and Animal Feed Act, 2010 it appears that section-10, section-12 and section-
14 have guiding principles on restricting use of harmful substances in the production and use of fish feed.
These guidelines and regulatory requirements are however framed in general terms to apply to all
traditional and conventional fish feed without specifically referring to new aqua-inputs which are
increasingly being used in the aquaculture sector of Bangladesh.

2.2.2: Fish Feed Rules,

2011

18. In order to ensure the implementation of the Fish Feed and Animal Feed Act, 2010 the Govt.
has approved Fish Feed Rule, 2011 which has detailed provisions on the followings:

Rule-6: Standards of ingradients and binders used in fish feed.

Rule-7: list of harmful chemicals in fish feed.

Rule-8: Procedure for detection of standards/nutritive value of feed ingradients.

Rule-9: Procedure for sample collection and testing.

Rule-10: Procedure for seizing.

19. To supplement the above rules which formed the Fish Feed Rules, 2011 the following
schedules have been incorporated in these rules.

Schedule-3(A):
Schedule-3(B):
Schedule-3(C):
Schedule-4:
Schedule-5:
Schedule-6(A):
Schedule-6(B):
Schedule-6(C):
Schedule-6(D):
Schedule-6(E):
Schedule-6(D):
Schedule-7:
Group-A:
Group-B:

Highest % of bio-ingredients in fish/shrimp feeds.

Highest % of herbal ingredients in fish/shrimp feeds.

Name and % of traditional/marketable quality ingredients used in fish feed
List of feed additives usable in fish feed.

List of appropriate feed binders usable with fish feed.

Standards for prepared feed for carps (dry-wt %).

Standards for prepared feed for cat fishes (dry-wt %).

Standards for prepared feed for koi (dry-wt %).

Standards for prepared feed for Tilapia (dry-wt %).

Standards for prepared feed for fresh water prawn (dry-wt %).
Standards for prepared feed for brackish water shrimps (dry-wt %).
List of harmful chemicals for fish feed.

Anabolizan (Hormons) and prohibited substances.

1. Active Pharmacological (Antibacterial) substances

2. Organo-phosphorus compounds.
3. Environmental contaminants.

4. Chemical substances

5. Micotoxins

6. Anthelmintics

7. Dyes.

Schedule-7(A):

List and acceptable limits of antibacterial substances and chemicals in fish feeds(to
be used with prior permission of C/A and must test the residue).

20. The general observation on the coverage of aqua-inputs under the existing regulatory
instruments noted in the earlier section of the report generally applies in the case of Fish Feed Rules, 2011.
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It is however important to note that the specific schedules of Fish Feed Rules, 2011 have important
stipulations on non-permissible harmful substances not be used in fish feed and permissible doses in some
specific cases.

2.2.3: Fish Hatchery Act, 2010

21. This instrument is the legal framework used by DoF to ensure establishment and monitoring of
operation of fish/shrimp hatcheries for production of quality seed/pl to ensure sustainable development of
fisheries resources. The Fish Hatchery Act, 2010 has general provision on:

Section-10(1): Power for inspection.

Section-11(1): Restriction on use, power for seizing and disposal of un-approved/restricted

commodities.

Section-12:  Collection and testing of samples by C/A.

22. The Act is supplemented by the Fish Hatchery Rules, 2011 which have more detailed
operational stipulations.

2.2.4: Fish Hatchery Rules, 2011

23. These Rules were adopted in 2011. These are a comprehensive set of rules comprising the

followings:
Rule-11: List of approved and un-approved materials, procedure for forfeits and seize of
un approved materials.
Rule-12: Procedure for destroying of forfeited materials/chemicals.

Schedule-2:1(b): Guideline on use of permissible aqua medicines and restriction on use of non-
approved aqua-medicines.

Schedule-2:7(b): Responsibility of the owner to ensure that the seeds produced are free from
restricted drugs/harmful chemicals.

Schedule-2:7(c): Responsibility of the owner to ensure that antibiotics like Nitrofuran,
Chloramphenical or any other restricted chemicals are not used.

Schedule-2:7(e): Obligation of the owners to test seeds of each batch for un-approved antibiotics
and other harmful chemicals in approved laboratories.

Schedule-2:7(b): Obligation of the owner to not use antibiotics or other chemicals banned by
EU/MOFL.

Schedule-2:8(c): Ensuring traceability of all chemicals/aqua-inputs used in the hatchery.

Schedule-2:9(a): Obligation on use of approved antibiotics with withdrawal periods.

Schedule-2:9(b): Matters relating to be the seeds produced to be free from residue of all approved
antibiotics and no use of any restricted drugs.

Schedule-3(A):  List of banned medicines and chemicals for aquaculture and manufacture of fish
products.

Schedule-3(B):  List and residue limits of medicines to be used in treatment.

Schedule-3(C):  List and dose (as per USFDA approval/21CFR-522-1081) of medicines
approved to be used in aquaculture.

Schedule-7: List of approved laboratories for testing of samples (Rule-10).

In case of Fish Hatchery Act, 2010 and the relevant Fish Hatchery Rules, 2011 there is also no
specific reference to aqua-inputs.
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2.2.5: Fish and Fish Products (Inspection and Quality Control) Rules, 1997, amendment in 2008.

24. Fish and Fish Products (Inspection and Quality Control) Ordinance was promulgated in 1983.
Fish and Fish Products (Inspection and Quality Control) Rules, 1997 were adopted as a consequential
subsequent step to implement section-3 of the 1983 ordinance. The 1997 Rules are used by FIQC of DoF
to ensure compliances of EU and USFDA regulations on non-use of antibiotics, pesticides, hormones and
other harmful chemicals in aquaculture. This Rule was amended in 2008. The Rules of this instrument
relevant for the purpose of the present study are as follows:
Rule-5(3):  Restricted use of any chemical with processed fish which can deteriorate, spoil or
contaminate the quality of fish.
Rule-4 & Rule-6: As part of Rule-4 and Rule-6 the relevant Schedule-17 has the following
important elements.

Group-A: List of medicines/Chemicals banned for use in aquaculture & Fish products.
Group-B: List of medicines/Chemicals used in animal treatment & their residue.
Group-C: List and dose of medicines/Chemicals approved for use in aquaculture.

Rule-5(7):  Restricted use of DDT or any other harmful insecticide with dry fish of any other
processed cured fish (Bio-degradable insecticides pesticides, hormone or any other
chemical in aquaculture, presence of residue of which can make the quality of fish
un-acceptable.

Rule-21(1): Restricted use of any antibiotics.

Rule-21(3): Testing for residual effects of antibiotics, pesticides, hormones or any other
chemicals in fish or pond-water whether it is beyond the limit or not.

25. The FIQC Rules are quite comprehensive. However, as a general observation it is worth noting
that there is no reference to aqua-inputs in these rules with clarity on their definition or whether the
schedules included in them also include some of the new probiotics, prebiotics or other aqua-inputs now in
use in Bangladesh.

2.2.6: Fisheries Quarantine Act, 2018

26. Fisheries Quarantine Act, 2018 is a particularly relevant instrument at the disposal of DoF
dealing with, specially - import of fish, fish products and beneficial bacteria (Probiotics). It empowers DoF
to monitor and control the import of these items. The Act also empowers DoF and Export-Import
Authorities of Bangladesh to ban the import of harmful substances falling under these categories permitted
by the Imports and Exports Act, 1950 (Act No-XXXIX of 1950). The Fisheries Quarantine Act, 2018
gives DoF the power to have an oversight role on the import of probiotics which according to the definition
used in the Section-2(4) of this Act includes fungus, bacteria, nematodes, virus like microorganisms etc.
which can be used for managing fish diseases and/or promoting growth and production of fish.

27. The Fisheries Quarantine Act, 2018 does not also have an all-inclusive definition of aqua-
inputs, but it takes cognizance of probiotics generally which forms an important component of the basket
of aqua-inputs presently used in Bangladesh. Given the Act’s limited scope of applications and coverage of
some aqua-inputs like Probiotics in the broadest term, there appears to be a significant gap and scope for
making relevant Bangladesh regulatory instruments more inclusive.
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2.2.7: Guideline for the Control of Aquaculture Medicinal Products AMPs, DoF, January 2015.

28. An umbrella guideline was adopted and issued by the MOFL in 2015 entitled “Policy
Guideline for the control of Aquaculture Medicinal Products used in aquaculture: AMPs”. This policy
guideline includes the following major elements:

Chapter-4: Guidelines on roles and responsibilities of DGDA, DoF and DLS regarding AMPs.

Chapter-5: Guidelines for the control of AMPs.

5.1: Guidelines for obtaining AMPs Registration.

5.2: Guideline for manufacture of AMPs.

5.3: Guideline for Distribution, warehousing, wholesaling and retailing of AMPs.

5.4: Guidelines for Import and possession of AMPs.

5.6: Guidelines for use of AMPs.

Chapter-6: Guidelines for field monitoring of AMPs.

Chapter-7: Implementation of the policy guideline and coordination of the AMPs control program,

and

Chapter-8: Validity of the policy guideline.

2.2.8: Notifications/office orders of DoF

29. One interesting finding of the study team has been that, the Government/Ministries or DoF
circulate some notifications/office orders from time to time to address issues arising out of licensing,
management and enforcement activities with regards to feed and aqua-inputs. Such notifications and office
orders play important role on the regulatory enforcement processes of the aqua-inputs.

30. There are restrictions on the use of a variety of aqua-inputs in Bangladesh which are framed
under the legal frameworks enforced by DoF. Fish Feed Rules, 2011 and Fish Hatchery Rules, 2011 are
the legal instruments, where there are specific schedules providing the lists of such restricted inputs, the
lists are presented in the Annexure-4 of this report.

2.3: Instruments enforced by The Directorate General of Drug Administration (DGDA)

31. Use of medicines as inputs in the aquaculture sector of Bangladesh is also a very important
feature of evolving ground reality of use of verity of inputs. Under the Bangladesh Government Rules of
Business the Ministry of Health and more specifically DGDA has the overall responsibility to have the
oversight and monitoring responsibility in this important area as well. As such the study team carefully
examined the existing reality on regulatory instruments and guidelines being used on aqua medicines.

32. The DGDA enforcement process on aqua medicines (specially the drugs) is guided by a
number of important legal instruments. As confirmed during the FGD held with DGDA Officials the main
instrument guiding aqua medicines related subjects include The Drug Act, 1940, The Bengal Drug Rules,
1946, The Drug (Control) Ordinance, 1982 and the National Drug Policy 2016.

33. The study team reviewed the Drug Control Ordinance, 1982 and National Drug Policy
2016, which are very important instruments to control the management systems of drugs in the country.
These instruments are enforced by the Directorate General of Drug Administration (DGDA). There are
some relevant sections in these two instruments which are also important for aquaculture sector. A short
review about these two instruments reveals the followings:
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2.3.1: Drug Control Ordinance, 1982

Act:

34. This instrument imposes control on manufacture, import, distribution and sale of Drugs (in
addition to and not in derogation of The Drug Act, 1940). Followings are the important sections under this

Section-4:
Section-5(1):

Section-5(2):
Section-5(3):
Section-5(5):
Section-9(1):
Section-9(2):

Gouvt. specified Drug Control Committee (DCC).

Drug should be registered by the licensing authority for
production/importation/distribution/sale.

The DCC should recommend for the registration

Conditions should be imposed by the licensing authority for registration.
Duration of registration is 5 years.

No Drug or parent raw materials should be imported out of schedule.
NOC must be taken from licensing authority before importation.

Section-9(2)(ii.(i): The authority will fix the highest retail price of the imported drug.

Section-13(1):

Section-13(2):

Section-24(1):

Section-24(2):
a)
b)
c)
d)

Manufacture of medicines other than Ayurved, Unani and Homeo must be done
under supervision of registered Pharmacist.

Medicines must be retailed under the supervision of registered Pharmacist.

The Govt. will form National Drug Advisory Council.

This council will advise the Governmentt about-

Measures of adopting National Drug Policy.

Take necessary actions on local manufacture, importation etc.

Importation of medicines and pharmacological raw materials.

Coordination with other Ministry, Organization or person about manufacture,
importation, distribution and marketing of drugs.

2.3.2: National Drug Policy 2016

35. The National Drug Policy, 2016 is imposed to ensure safe, effective and good quality drugs at
affordable price, rational and safe use of drugs and proper dispensing, achievement in self-sufficiency in
manufacture of drugs and raw-materials by providing services and facilities on a priority basis to all local
drug manufacturing industries, expand the export of drugs manufactured locally and establish an effective
surveillance system of drugs. This is the 3™ National Drug Policy, the 1t Policy was compiled in 1982 and
the 2" in 2005. The main articles of the policy relevant with the management of aqua-inputs in the country
are as follows:

Acrticle-4.4(a): Selection of drugs for registration.
Acrticle-4.4(b): Standards for registration.
Avrticle-4.4(c): Registration for importation.

Article-4.6:  National Regulatory Authority (NRA) of drugs.
Article-4.8:  Drug selection, quality determination, collection, stocking and distribution system.
Article-4.9:  Advertisement and publicity of drugs.
Avrticle-4.10: Transparent and rational pricing of drugs.
Article-4.14: Skilled Human Resource in Drug manufacturing industries.
Avrticle-4.16: National Control Laboratory (NCL).
Article-4.22:  Clinical trial and Bio-equivalence studies of drugs.
Article-4.26: Drugs used in treatment of fish/livestock
a. Appropriate quality control measures as per GMP guideline for manufacturing.
b. Indications of use should be specified on the label, literature and packet; Drugs

used in livestock should be discouraged to use in fishes.
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c. Inaddition to discouraging use of VMPs instruction will be given to the
pharmaceutical companies to increase the production of AMPs for treatment
purpose.

36. The Article-4.26 of the National Drug Policy, 2016 has the following stipulations. It may be
seen that reference to aqua medicines in the section is of a very general one.
Article-4.26: Drugs used in treatment of fish/live stock
a. Appropriate quality control measures as per GMP guideline for manufacturing
b. Indications of use should be specified on the label, literature and packet, Drugs used
in livestock should be discouraged to use in fishes.
c. In addition to discouraging use of VMPs instruction will be given to the
pharmaceutical companies to increase the production of AMPs for treatment purpose.

37. Discussion with the DGDA Officers by the study team was able to conclude into few important
massages regarding the management of aqua-inputs in Bangladesh, most important of them are as follows-

1. DGDA has no separate guidelines to control the management of aqua-drugs, but the
same instruments as those for veterinary drugs are used for the purpose.

2. In the registration of any drug or medicine, if there arises any confusion about any
aqua-input, then the DGDA take consent from DoF about this, and the same is done
by DoF in a similar case.

3. There are two committees in the management chain of Drug registration by DGDA
authority. One is DCC (Drug Control Committee) headed by Secretary of MOH and
constituted with specialists and professionals, formed according to Section-4 of
Drugs (Control) Ordinance, 1982 and Article-4.6 of National Drug Policy 2016,
which functions for giving opinion/recommend for registration through evaluation of
safety, efficacy and usefulness of all applied drugs for locally manufacture or for
importation. Final decision is taken by licensing authority in a local committee
headed by the DG of DGDA based on the proposals from DCC. None of the
committees include any representative from DoF.

4. There is another National Drug Advisory Council formed as perSection-24 of Drugs
(Control) Ordinance, 1982, which is formed by the Government to advise about the
measures to be taken on 1) implementation of the national drug policy, 2) for
production and supply of essential drugs for local demand of the country, 3) import
of drugs and raw materials and 4) co-ordination with various ministries, agencies and
persons concerned with manufacture, import, distribution and sale of drugs.

5. As per recommendation of DCC, the DGDA has banned and cancelled the
registration of a lot of Antibiotics, Medicines and their preparation combinations
used in human and animal treatment which should be withdrawn from the market
within next December/2019. The official order is presented in the Annexure-5 of this
report.

2.4: Import Policy Order, 2015-2018

38. Given that most of the aqua-inputs presently used in Bangladesh are imported. The study team
closely examined the “Import Policy Order, 2015-2018” of Bangladesh to see its various provisions which
may have relevance for import and management of use of aqua-inputs in Bangladesh. It was found by the
study team that, following important provisions of the Import Policy Order may be of relevance for the
regulatory regime of aqua-inputs.
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Article-17(1):  In case of importation, of fish feed/poultry of dairy feed, Radiation certificate,
fitness certificate, level of Sizium-137 per KG during shipping should be
provided by the importer as provided by the exporting country,

Article-17(2)(a): Obligation to provide certificate on absence of Chloramphanical, Nitrofuran and
other harmful medicine hormone melamine & steroid

Article-17(2)(b): In case of dairy & poultry feeds, declaration of absence of these on the label,
certificate on absence of GMO, certificate from local specific laboratory of
testing Cloramphanicle, Nitrofuransand Antibiotics after import.

Article-17(2)(c): Obligation to provide date of manufacture and expiry for all imported
fish/dairy/poultry feeds.

Article-17(4):  Meat & bone-meal should be imported by prior permission from DLS. Must
confirm absence of antibiotics/swine meat/chromium and melamine. Certificates
regarding these should be submitted.

Article-17(8):  The conditions of Article-17(4) should be met and mentioned in the LC for
importation of fish/poultry/animal feed.

Article-17(11): In case of fish importation, the exporting country should produce a certificate to
the customs authority regarding absence of formalin in the imported fish.

Article-17(14): Imported commodities must provide certificates for the absences of “Bovine
Spongiform Encephalopathy (BSE)” and Avian Influenza from the C/A of the
exporting country.

Article-29(2)(b)(12): Restricted items for importation: Following items are restricted for
importation under Stochholm Convension on Persitant Organic Pollutants
(POPs):  Aldrin/Clorodon/DDT/Di-Aldrin/Andrin/Heptachlor/Mirex/Tocsafen
/Hexa-chloro benzin/Policlorinatedbi-phenyle (PCB).

The list of prohibited goods mentioned in Part-B of Annexure-1 of the Import
Policy Order 2015-2018 is presented in the Annexure-3 of this report.

39. The Import Policy has also attached schedules of permissible items of Controlled list,
Prohibited list, The study team checked both the lists and found that there are scopes for improving them to
include aqua-inputs which the experts may consider harmful.

2.5: Inventory and Review of other local legal instruments
40. Inventory and review of the Laws, Acts, Rules, Regulations and Guidelines related with
governing the management activities of Department of Livestock Services (DLS), Department of

Agricultural Extension (DAE) and Ministry of Commerce (MOC) etc. are presented in the Annexure-2 of
this report.
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Section 3
Inputs from regional and international relevant materials

41. The BSFF study team considered and examined to the extent possible the legal instruments and
guidelines in India, ASEAN member countries, EU and USA to collect reference materials which might be
of use for the Bangladesh authority in any exercise to improve on the existing regulatory frameworks in
Bangladesh with regards to aqua-inputs.

3.1: Review of relevant materials from India

42. In India there is not a single stand-alone regulatory instrument or an all comprehensive
definition with regards to aqua-inputs other than feed. All the regulatory and enforcement related guidance
are included in multiple instruments and governmental instructions. The study team found the following
among these instruments and guidelines which could be of interest for Bangladesh.

3.1.1: Coastal Aquaculture Authority Rules, 2005

43. Coastal Aquaculture Authority Rules, 2005 of the Indian Ministry of Agriculture, Department
of AH, Dairying and Fisheries have several elements which were found relevant for the present purpose.
Rule-5:  The Coastal Aquaculture Authority has empowered to: (v): Fix standards for all costal
aquaculture inputs like seed, feed, growth supplements, chemicals/medicines, for
maintenance of the water bodies & the organisms reared there-in & other aquatic lives.
Rule-8(1): Empowers C/As to take sample of water, soil & the farmed animals to detect residue of
banned chemicals, antibiotics & other pharmacologically active compounds & to adopt
appropriate procedures for collection, analysis, reporting & follow-up actions.
Rule-8(4) empowers authorized laboratories to carry-out analysis of water, soil and farmed
animals to detect residue of banned chemicals, antibiotics or other PA substances.

Annexure of the Coastal Aquaculture Authority Rules, 2005 provides Guidelines on the

followings which can be taken into note by the GOB in any review exercise.

11.0: Regulations about use of chemicals and drugs.

11.3: Chemicals should be avoided in shrimp ponds for prevention or treatment of
diseases, as food additives, disinfectants, removal of other fishes, treatment of
soil or water, in hatcheries, entry of chemicals from hatcheries to the environment
should be monitored carefully and must be removed from waste-waters.

11.5: Directive about chemical pesticide.

11.6: Directive about chemo-therapeutants.

11.7: Table-5: Elaborates prohibition of use of 20 items of Antibiotics and other PA
substances banned for use in shrimp aquaculture.

11.8: Standards to be followed by the farms and input-providers on the MRL of drugs
and antibiotics.

3.1.2: Drugs and Cosmetics Act, 1940 (amended up to 31/12/2016)

44. Drugs and Cosmetics Act, 1940 (amended up to 31/12/2016) of India imposes regulation on
import, manufacture, distribution and sale of drugs and cosmetics in the country. This Indian instrument
may also be considered by GoB as reference material. The sections of the Act found relevant for the
present study are:

Section-7: The Drug Consultative Committee which is to provide advice to the government on

any matter tending to secure uniformity.

Section-10: Prohibition of import of some drugs/cosmetics.

Section-18: Prohibition of manufacture & sale of drugs/cosmetics.
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3.1.3: Drugs and Cosmetics Rules, 1945 (As amended up to 31/12/2016)

45. The Drugs and Cosmetics Rules, 1945 (as amended up to 31/12/2016) of India, especially the

following sections in the instruments have details on authorization and licensing related procedures.

Rule-23:  Requirement of import license of the drugs/aqua-inputs.

Rule-24(A)(1): Application for registration certificate of drugs is to make in specific form with
specific fees.

Rule-26:  Conditions for import license: (1): All conditions of Form-9 should be complied and
(2): Inspector should be permitted for store inspection, sample collection & sending
for test.

Rule-28:  Duration of import license fixed at 3 years.

Rule-29(A): Duration of registration certificate fixed at 3 years.

Rule-30(A): Prohibition of import of date expired drugs (Schedule-C or C (1) and 30(B): No drug
should be imported which is restricted for production, sale or distribution in the
exporting country.

Rule-31:  Prohibition of import of drugs which do not match with local standard (Schedule-F
(2).

Rule-32:  Prohibition of import of drugs without packing labeling as per Part-I1X & X or
Schedule-F (1).

Rule-38:  Requirements to have names of drug producers & amount of import.

Rule-39:  Need for declaration statement to be produced to the Customs Collector with other
important documents.

Rule-40:  Customs Collector having doubt can collect samples, send to specific lab and can hold
the consignment till getting positive report. But the collector can release the product if
the importer gives undertaking not to sale/distribute commodities before permission
of the Collector or return the consignment to the exporting country.

Rule-43(A): Land port/Railway ports are specified to import drugs from some specific countries

3.2: Review of materials from ASEAN Countries

46. According to the information collected and reviewed from the ASEAN countries there are
wide range of instructions and guidelines which are generally enforced on all aqua-inputs including feed.
The ASEAN countries jointly developed the 2013 ASEAN “Guidelines for the use of chemicals in
aquaculture and measures to eliminate the use of harmful chemicals”. The member states comprised
Brunei Darussalam, Indonesia, Malaysia, Myanmar, Philippine, Singapore, Thailand, Vietham, Cambodia
and LAO PDR. The purpose of the Guidelines was to minimize adverse impacts on human health and the
aquatic environment. The present observations on the Guidelines are presented below:

47. The Guidelines lay emphasis on monitoring and regular updating of the sections by the
respective CAs which are multiple in the member countries reflecting the allocation of business among
their concerned ministries and departments and the guidelines also has stipulations on list of prohibited
chemicals, maximum residue limits (MRL) of chemicals, withdrawal periods and dosages.

48. As regards the ASEAN guideline the followings are also worth noting

Section-5:  Terms and Definitions: In this section there is no separate or standalone definition of
aqua-inputs. However, in other sections the terms ‘“chemicals and drugs” and
“chemicals” are used interchangeably to define major elements (and compounds) of
aqua-inputs (Section-11 and Appendix-11). Therefore, based on earlier review of
some national and international legal instruments and literature on aqua-inputs, it
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may appear that, the term “chemicals and drugs” is widely accepted and used to
define aqua-inputs.

Appendix-1I: List of chemicals used in aquaculture of ASEAN member states. This Appendix
groups the chemicals into seven categories, which are 1) Antibiotics/Antimicrobials,
2) Disinfectants, 3) Chemo-therapeutants, 4) Pesticide, 5) Hormones, 6) Anesthetics
and 7) Culture system preparation. Under each category there is a list of aqua
elements (and compounds). As an example, lime and zeolite are listed under the
culture system preparation category. Furthermore, all elements (and compounds) in
each category are classified as either PROHIBITED (totally banned) or No
(currently no use) or NDA (no data available) or YES (allowed to be used with
recommended maximum residual limits and withdrawal period).

Section-7:  This section spells out the role and responsibilities of C/As manufacturers and
traders and aqua culturists. There is no separate reference to the importers or the
import process. It is likely that the section does not cover import since such aqua-
inputs are locally available or manufactured. However, another possibility is that the
term traders includes importers as well as may be the case for the relatively less
advanced countries such as Cambodia or LAO PDR, Myanmar, Vietnam.

Appendix-l:  Competent Authority (ies) in ASEAN countries regulating and monitoring the use of
chemicals in aquaculture. This appendix presents in a matrix from the C/As in each
of the ten ASEAN member states responsible for 1) regulation of chemicals used in
aquaculture, 2) Veterinary drugs, 3) Pesticides. In nine out of the ten member states
the Department of Fisheries (DoF) is responsible for item 1).

3.3: Relevant materials from European Union (EU)

49. There is a specific obligation for EU countries to ensure food safety by adoption of standards
and in implementation of residue monitoring plans for legal control on the use or misuse of authorized
veterinary medicines, drugs and other aqua-inputs in food producing animals including fish/shrimp and
investigate the reasons for residue contamination. There is also an obligation for the aquaculture
production business to ensure that such treatments are recorded. All authorized/licensed products for
aquaculture, which contain pharmacologically active substances, should be in line with Commission
Regulation (EU) 37/2010. Almost all member states usually follow the regulation to keep the maximum
residue limits for aquaculture samples within its maximum level. The EU mainly imposes legal
frameworks for official controls on the use of VMPs/aqua-inputs in aquaculture among the member states
rather than importation.

50. The study team found that EU legislations and regulatory instruments on VMP have 3 main
components covering matters relating to-

1) Control of manufacture,

2) Control of place in the market and

3) Post approval monitoring.

51. They follow from the regulations and directives mentioned below:

» Commission Directive 91/412/EEC laying down the principles and guidelines of good
manufacturing practice for veterinary medicinal products.

» Directive 2001/82/EC on the Community code relating to veterinary medicinal products.
amended by Directive 2004/28/EC of the European Parliament.

» Regulation (EC) No 726/2004/EC laying down Community procedures for the authorization
and supervision of medicinal products for human and veterinary use and establishing a
European Medicines Agency.
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» Council Regulation (EEC) No 2377/90/EEC laying down a Community procedure for the
establishment of maximum residue limits for veterinary medicinal products in foodstuffs of
animal origin.

» Commission Directive: 2001/12/EC of 26 February 2001 (amending Council Directive
91/440/EEC).

52. From FGDs conducted by the study team it appears that Bangladesh Government has tried to
accommodate all the above requirements in the schedules of FIQC Rules Fish Feed Rules and Fish
Hatchery Rules.

53. For importation from third countries the member countries follow EU Council Directive

96/23/EC of 29, 1996, Article 29 of Chapter VI of this directive is about:

» Inclusion and retention on the lists of third countries from which member states are authorized
to import animals and animal products covered by this Directive shall be subject to submission
by the third country concerned of a plan setting out the guarantees which it offers as regards
the monitoring of the groups of residues and substances referred to in Annex | (list of
substances having anabolic effect and unauthorized substances, veterinary drugs and
contaminants); the plan must be updated at the request of the Commission.

» Compliance with the requirements of and adherence to the guarantees offered by the plans
submitted by third countries shall be verified by means of the checks referred to in Article 5 of
Directive 72/462/EEC (1) and the checks provided for in Directives 90/675/EEC (2) and
91/496/EEC (3).

» Member States shall inform the Commission each year of the results of residue checks carried
out on animals and animal products imported from third countries, in accordance with
Directives 90/675/EEC and 91/496/EEC.

3.4: The inputs from USA

54. The BSFF study team, while reviewing materials from US, found that the US Govt. has a
comprehensive “Guide to Drugs, Vaccine and Pesticide use in Aquaculture” revised in April 2007.
According to it multiple agencies have jurisdictions on drugs, vaccines and pesticides used in aquaculture

55. Food and Drug Administration (FDA) and Environmental Protection Agency (EPA) of US
share some areas of mutual regulatory responsibility. A memorandum of understanding sets forth the
responsibilities of each agency under The Federal Food, Drug, and Cosmetic Act (FFDCA) and Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA). The memorandum also provides guidance in the area
of aquaculture, particularly as to which agency has jurisdiction over a particular substance for its intended
use. As regards jurisdiction over disinfectants, EPA is the C/A for sanitizers, and aquatic treatments used
solely for the control of algae or bacterial slime and over any other aquatic treatments used solely for pest
control that do not include claims for control of parasites or diseases of fish.

56. The jurisdiction over new animal drugs lies with FDA with its jurisdictions also covering
products intended to treat or prevent parasites or diseases of fish, anesthetize aquatic species, and alter the
sex or regulate the reproduction of aquatic species. Some state regulatory agencies also have their due role
to play State Departments of Agriculture or other designated state agencies may also register federally
approved pesticides to permit their legal distribution and sale within a state or territory. States may have
additional regulatory requirements, including additional data and/or additional restrictions on use and
licensing. These requirements can affect the distribution and use of pesticides that are purchased from a
distributor in one state for intended use in another. States can provide registration for additional uses of
federally registered pesticides to meet special local needs under section 24(c) of FIFRA. Products

Page | 18



registered for special local needs under section 24(c) are listed separately in each table of EPA-registered
products in Appendix B.

57. The study team, following its review of US specific inputs, is of the view that the Bangladesh
Government may benefit from taking due note of the classification and grouping of drugs, biologics and
chemicals used in aquaculture in the US as reflected in the guide for using drugs, biologics and other
chemicals in aquaculture of the American Fisheries Society for any exercise on arriving at a
comprehensive definition for incorporation in the relevant regulatory instruments in Bangladesh. The
guide is also rich in details on a) Approved and conditionally approved drugs, b) Low regulatory
priority drugs, c) Deferred regulatory status drugs, d) Approved Biologics, €) Disinfectants, f)
Pesticides and g) Best Management Practices and similar relevant practices.
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Section 4
The regulatory regime and enforcement arrangements in Bangladesh

58. On a review of the regulatory arrangements in Bangladesh, it was found that presently entities
dealing with fish feed & aqua-inputs have to have 4 specific types of licenses. i.e. a) Category-1: License
for production, b) Category-2: license for import, 3) Category-3(a): License for whole sale transactions and
4) Category-3(b): License for retail transactions. These licenses are issued by DFOs to be renewed
annually (stakeholders have reported during FGD that they are facing difficulties off late in getting such
licenses — the difficulties arising out of the need to get NOC from more than one sources i.e. BSTI
&Department of Environment). A representative License of category-2 (for import) issued by DoF is
presented in the Annexure-9 of this report.

59. In case of import, all the importers are supposed to have IRC from the Chief Comptroller of
Imports. Having IRCs by themselves do not ensure that import of specific items can be carried out without
meeting further requirements. Importers have to submit Proforma Invoice (PI) with details on product,
their source, price, quantity & volume, pack size, port of exit & entry etc. The importers are also supposed
to submit NOCs from DoF which DoF issues following consideration of the analytical certificate from the
exporters to the affect that the products do not contain elements not permissible by the Bangladesh
authorities namely for reasons of radioactive contents, presence of harmful drugs, swine, BSE, avian
influenza, steroid & hormones. The DoF NOCs are issued in favour of the applicant importers with copies
to concerned Commissioner, Customs in charge of the relevant port of entry with copies to concerned
DFOs. A representative NOC issued by DoF can be seen in the Annexure-6.

60. On multiple purpose aqua-inputs which can be used for medicinal, therapeutic & general
production purposes, DoF usually refers such cases to DGDA for their clearance. Upon the receipt of
DGDAs clearance on no objection DoF issues the final NOC which are also forwarded to the Customs
authority. During the FGD it was widely emphasized by most private sector importers that lack of clarity
on the definition of aqua-inputs and what needs to be done with regards to multi use aqua-inputs the
process of issuance of NOCs become complex and time consuming. A representative NOC issued by
DGDA can be seen in the Annexure-7.

61. Presently, the Aquaculture Section in the DoF issues the NOCs for import of the aqua-inputs.
The aquaculture section in the DoF is headed by the Deputy Director (Aquaculture) and is in overall
charge of his section supported by his staff members. During the FGDs it was informed that workload in
the section is quite demanding requiring adequate permanent support staffs. Unlike in other concerned
Govt. departments, presently there is no dedicated committee at DoF working on this subject.

62. At the DGDA, under a Director three Deputy Directors are responsible for the managements of
Registration & Quality Control of drugs, Inspection & Licensing of the drug and management of the
testing laboratory respectively. The Director issues NOCs processed by the section of the corresponding
Deputy Directors. During the FGDs the BSFF study team was informed that additional staffs deploy in
these sections will help speed up work. DGDA is the sole authority to enforce the legal instruments dealing
with management practices of all drug and other related inputs and their ingredients. DGDA enforces Drug
Control Ordinance, 1982, the National Drug Policy, 2016 and other related instruments for the purpose. In
these legal framewaorks, not only licensing, but also registration of the input (drug or the ingredients) is a
legal obligation for importation, manufacture or any other management process. Registration of drugs by
DGDA is controlled by two committees. The first one is the Drug Control Committee (DCC)formed by the
Ministry of Health and Family Welfare (MOHFW) according to the Section-4(1) of Drug (Control)
Ordinance, 1982. DCC recommends drugs for registration and/or cancellation. Another committee is the
Standing Committee for Import of Pharmaceuticals formed by the MOHFW to make recommendations for
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DCC. There is no representative in the DCC from DoF. But the SCIP have representative from DG-
DLS/DG-DoF (whenever applicable).

63. The Administration section of DLS issues the NOCs for importation of the inputs. The
Director (Admin and Animal health) is the chief of the section. The Assistant Director (Training) issues the
NOCs with consent from him. Fish and Animal Feed Act, 2010, Animal Feed Rules, 2013, Livestock
Quarantine Act, 2005 etc. are the main instruments of enforcement by DLS.A representative NOC issued
by DLS can be seen in the Annexure-8.

64. Department of Agriculture Extension (DAE) is the enforcement organization of the legal
instruments related with importation of pesticides. These pesticides are very rarely used as aqua-inputs, but
the management system of importation, storage, distribution and usage of the pesticides were considered
by the BSFF team for review. Registration and licensing of the pesticides for importation and other
distribution process is done by the section of Director (Plant Protection Wing) of DAE which are made by
taking the proper approval of the Pesticide Technical Advisory Committee. Pesticides Act, 2018 is the
principle instrument to control the management of pesticide in Bangladesh by DAE.
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Section 5
An overall overview and scope for future improvements

65. The comprehensive review undertaken by the BSFF study team on the regulatory instruments
indicate that at present Bangladesh has a number of important instruments governing matters relating to
feed, seed and fertilizer. There are also administrative guidelines and orders dealing with feed, seed and
fertilizer. However, no specific reference has been found in these instruments to the expression “aqua-
inputs” per se though such inputs including large number of prebiotic and probiotics are increasingly being
used in the aquaculture sector. The examination of relevant rules and regulations indicates that the
references to medicines and some specific chemicals and like substances are there in a number of
instruments. In the sense that these also form part of the “aqua-inputs”, such items are taken care of by the
existing instruments. There is, therefore, certainly some well discerned gap here and scope for
improvements with inclusion of items which are not presently covered by the existing instruments. There is
also no well-defined definition of aqua-inputs to avoid confusion and clarity on substances and medicines
with multiple use potentials and which should actually be the competent Bangladesh authority (CA) should
severally or jointly be dealing with regulatory aspects of them.

66. In the absence of any references to aqua-inputs in specific terms, the coverage of existing
regulatory instruments specially the Feed and Hatchery Acts is liberally interpreted and invoked to issue
the NOCs by the Department of Fisheries (DoF). With such NOCs, private sector stakeholders are
importing aqua-inputs of different types. It is important that some concrete references to aqua-inputs are
introduced in the existing instruments with necessary amendments or enactment of all together new
additional stand-alone instrument(s). The Government may take a well-considered position on either one of
these two options.

67. Given the nature of some of the aqua-inputs which may be used for both medicinal and other
purposes, it is important that such aqua-inputs are clearly identified and an arrangement with provision for
coordinated actions by more than one competent authority also deserve to be considered. How these can be
done with required change in the legal instruments may be considered by a Government appointed
committee.

68. At present, several levels of coordination and monitoring mechanisms are envisaged in the
relevant legal and regulatory instruments. Activating them and making them inclusive in terms of
participation in their activities of representative of all relevant competent authorities can be a major
improvement affected in course of the consolidation of the coverage and effective coordination in future.

69. At the moment the monitoring exercise in terms of testing carried out are of an episodical
nature and are not carried out as a routine exercise on a need-based manner. Future regulatory
improvements may also have to focus on this particular issue. From an administrative point, all the
competent authorities appear to have genuine needs of well dedicated and well-staffed sections in their
respective setups to carry out the regulatory and monitoring activities.
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Section 6
Conclusion

70. The review exercise on the regulatory regime and legal and administrative instruments relevant
for the aqua-inputs production, importation, trade and use reveal that there are significant scopes for future
improvement in them both in term of developing a comprehensive definition of aqua inputs for use in all
relevant future regulatory instruments, details as to how authorization for their production, trade and use
deserving particular attention for regulatory and enforcement purposes and improvements needed to
facilitate better and effective coordination at all relevant levels. The present exercise and its outcome
reflected in the present report, it is hoped, will serve as a useful basis for future planned work and initiative
on policy consolidation for effective use of aqua inputs in Bangladesh with necessary improvement in the
regulatory regime in the relevant field with special focus, among others, licensing, management process
and monitoring of effective implementation of relevant national laws, rules, guidelines and regulations.
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Section 8
Annexure

Annexure-1

The Food Safety Act, 2013.
Use of Food Additives Rules, 2017.

Safe Food (Chemical pollution, Toxin and harmful residue)
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Annexure-2

Review of the relevant sections of Laws, Acts, Rules, Regulations and Guidelines related with
governing the management activities of DLS, DAE and Ministry of Commerce (MOC).

1. Animal Disease Act, 2005
Impose restriction on spreading and control of animal diseases.
Section-16(1) Without Licensing, restriction on-

a. Establishment, operation of animal hospital & treatment.

b. Establishment, operation of cattle farm or poultry.
c. Establishment, operation of animal product processing factory.
d. Collection or preservation of sperms for Al
e. Establishment, operation of animal farm for broods
Section-17: The VAS is authorized for inspection & information collection for Registration.
Section-18:
1) DG-DLS or Veterinary Officer is authorized for registration of those in Section-16.
2) Specific system/steps, conditions and fees payment should be followed.
3) Considerations for registration:

a) Financial status,
b) Whether relevant or not,
¢) Whether relevant for public health and/or environment conservation.

2. Animal Disease Rules, 2008
Imposes the functional procedure of “Animal Disease Act, 2005” for its proper implementation.
Rule-18: 1) Specific form to apply for registration.
2) Conditions of Schedule-7 should be fulfilled.
3) Inspection for justifying the information in the application.
4) Registration if conditions are fulfilled.
Rule-19: 1) Duration of registration is 1 year.
2) Application for renewal before 3 months prior to over the duration.
3) If failure, more 3 months is allowed if applied for.
Schedule-7: a) Milk should be free from.
1.2: ¢) Un-approved harmful chemicals.
d) Residue of antibiotics or pesticides.

3. Fish and Animal Feed Act, 2010

Legal framework for monitoring production, processing, quality control, import, export, marketing, sell,

distribution and transportation of fish and animal feed.

Section-2(15): QC Laboratory defines 11 laboratories for testing.

Section-4: Restriction on production/processing/import/export/marketing/sale/distribution/other relevant
works without taking license.

Section-10: (1) Restriction on maintaining standard limit of ingredients of feed and (2) cancellation of
license if found non-compliant or any harmful component.

Section-11: Govt. will test any feed in the laboratory to ensure quality and take action if non-compliant.

Section-12: Ensure restriction on any feed containing harmful ingredients, non-compliant with standards.
So, radiation certificate and fitness certificate of the feed from exporting country must be
submitted with shipping documents.

Section-13(4): Ensure listing of name and % of all ingredients on the label.

Section-14: Restriction on using antibiotics, growth hormones, insecticides in the feeds.

Section-15: Empowered for inspection.

Section-16: Empowerment for seizing and destroy of adulterated feed.
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4, Animal Feed Rules, 2013

Imposes the functional procedure of “Fish Feed and Animal Feed Act, 2010” for proper implementation.
Rule-3: 1) Application in prescribed form.

2) Fees for application.

Rule-4: 3 categories of License.

Schedule-3: Conditions and list of documents for license.

5. Pesticides Act, 2018

Impose control on Import, production, packing, re-packing, storage, distribution, marketing, advertisement

and use of insecticides.

Section-4: Registration is compulsory.

Section-5:  Application and registration (also with Section-9 and Section-10)

Section-6: Duration of registration is 3 years.

Section-7: Renewal of registration, application 30 days before ending duration.

Section-19: Formation of Pesticide Technical Advisory Committee to advice the Govt. regarding technical
issues.

Section-21: Analyst appointed for testing sample of pesticides.

6. Formalin Control Act, 2015

Impose control on Import, production, transportation, storage, marketing and usage of Formalin and check

its miss-handling.

Section-4: Licensing is compulsory.

Section-5: License by the Government for import & production and by concerned DC for transportation,
storage, sale and use.

Section-9: Formalin Control Committees: District committee & Upazilla committee.

Section-32: Establishment of laboratories, appointment of analyst and reporting for examining types,
guantity, dose & ingredients of Formalin.

7. Formalin (Import, Production, Transportation, Storage, marketing and Use) Control Rules, 2015

Functional procedure of “Formalin Control Act 2015 for its proper implementation.

Rule-3: Import license by MOC, production license by MOI.

Rule-4(1): Prescribed forms for 5 categories of Licenses.

Rule-4(2): Papers required: Nationality certificate/NID/BD/Bank certificate for economic
solvency/TIN/TL/Deed copy of Joint stock company/Company papers/Demand assessment
report of MOI for production/Design & papers of vehicles for transportation.

Rule-6:  Procedure for license.

Rule-7:  Duration 1 year.

Rule-14: District Formalin Control Committee: 15 Members

Rule-15: Jurisdiction of District Committee.

Rule-17:  Upazilla Formalin Control Committee: 16 Members

Rule-18: Jurisdiction of Upazilla Committee.

Page | 31




Annexure-3

List of banned inputs in the Import Policy Order 2015-2018

IMPORT POLICY ORDER 2015-2018
Ministry of Commerce
Government of the People's Republic of Bangladesh

ANNEXURE-1

List of Prohibited Goods
Part-B
The following goods shall not be importable, namely:

(1) Maps. charts and geographical globes which do not indicate the territory of Bangladesh in
accordance with the maps published by the Department of Survey, Government of the
People’s Republic of Bangladesh;

(2) Horror comics, obscene and subversive literature including such pamphlets, posters,
newspapers, periodicals, photographs, films, gramophone records and audio and video
cassette tapes etc.;

(3) Books, newspapers, periodicals, documents and other papers, posters photographs, films,
gramophone records, audio and video cassettes, tapes etc. containing matters likely to
outrange the religious feelings and beliefs of any class of the citizens of Bangladesh;

(4) Unless otherwise specified in this order, goods of secondary or sub-standard quality or below
~standard or old, used, reconditioned goods or factory rejects and goods of job-lot/stock-lot;

(5) Reconditioned office equipment, photocopier, type-writer machine, telcx9 phone, and fax, old
computer, old computer accessories, old electrolytic goods

(6) Goods (including their containers) bearing any words or inscriptions of any religious
connotation the use or disposal of which may injure the religious feelings and beliefs of any
class of the citizens of Bangladesh;

(7) Goods (including their containers) bearing any obscene picture, writing inscription or visible
representation;

(8) Import of live swine and any item prepared from swine;

(9) All kinds of industrial sludge and fertilizer & any other. products produced from sludge; and
(10) Unless or otherwise specified in this order, all kinds of waste;

(11) Horn up to 75 decibel capacity in order to control sound pollution under the Sound Pollution
Control Rules, 2006; and

(12) Following chemical, insecticides and industrial chemicals under the Stockholm
Convention on Persistent Organic Pollutants (pops)

Aldrine, Chlordane, DDT, Dielldrin endrin, heptachlor, mirex, toxaphene,
hexachlorobenzene, polychlorinated biphenyl (PCB).
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Annexure-4
List of banned inputs in the legal instruments of DoF
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Group A:
(1) Anabolizan (Hormones) and prohibited substances:
a) All stilbens, substances produced from stilbens, their salts and esters.
b) Steroids, anabolic steroids.
(2) Antibiotics and Pharmacologically active substances
a) Chloramphenicol
b) Chloroform
¢) Chlorpromazine
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g) Metronidazole
h) Nitrofurans, Including metabilies
i) Ronodazone

Group B:
1. Active Pharmaclogical Substances (Antibacterial Substances)
(@)  Sulphonamides, All substances belonging to the sulphonamide group:
(b)  Diamino prymidine derivatives: Trimethoprim, Amoxicylin:
Ampiciline, Benzylpenicline, Cloxacillin, Dicloxacillin, Oxacillin:
(¢)  Quinolones: Flumequine, Sarafloxacin:
(d)  Tetracyclines: Tetracycline, Chlortetraycycline, Oxytetracycline.
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4. Chemical substances:
Lead, Mercury, Cadmium, Chromium, Arsenic
Micotoxin: Aflatoxin (Group B1, B2, G1, G2)
AntherImintics: Flubendazole
7. Dyes:
(@)  Malachite green:
(b)  Leucomalachite green:
(c)  Crystal violet
(d)  Leucocrystal violet
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List of banned veterinary drugs by DGDA

&y LT Sfmer
e ST, TN, TR
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FmuEeT w3 U WA TR 06, Antimicrobial Resistance MenormE ¢ s fred s <3l
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by afardrm T B g8 v
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5. Colistin-wa 7o wfvww cfevae |

8, = Bfmomm 2w Colistin-a? Single Preparation w7 #&aw 3 (ew) A0 REB Orl
Solution & Injectable dosoge form arérs 1 @ dosage form @7 GfTH @ pack
size

©.  Fosfomycin & 7% Dosage form 4% GRTG ¢

8. Ciprofloxacin %7 7% 727 Combination &7 GRERHGT 1

e, Olaquindox Powder (Vet) <5 GfErag e

6, i ffrom wres Rffs Svenes afwd o
=, Azilthromyein,
*. Amoxicillin Trihydrate+Bromhexine Hydrochloride+Vitamin A,
*I. Amoxicillin Trihydrate + Cyproheptadine Hydrochloride + Guaiphenes + Lysozyme
Hydrochloride + Vitamin A

SL NO Generic Name
I.__|Amoxicillin 1.25 gm + Cloxacillin 1.25 gnv/vial Injection

2, iAmoxicillin Trihydrate 109 + Bromhexine 1lydrochloride 2% + Vitamin A 500000
IU/KG Powder :

3. Doxyeyeline | gm + Oxytetracycline 2 pm Powder

4. Doxycycline | gm 4 Oxytetracycline 2 gm/100 pm Powder
5. Doxycycline 10% + Neomyein Sulphate, 10% Powder
Doxycycline 10% =+ Oxytetracyeline 20% Powder

IDoxycycline 10% = Tylosin 20% Powder

Doxycyctine 100 mg + Trimethoprim 100 mg/um Powder
Doxycycline 100 mg + Tylosin 200 mg Sachet
10.__|Doxyeyeline 150 mg + Neomyein Sulphale 150 mg/gm Powder
1. |Doxycyeline 20 gm + Tylosin 23 em/100 am Pawder

S PR

12, [Doxycycline Hydrochloride 10% + Gentamicin 10% Powder
13.  iGentamicin 2.5% + Neomyein Sulphate 20% Powder

14, [Gentamicin 3 gm + Sulphadimidine 12.5 gm + Trimetheprim 2.5 gm/100 ml Injection

15. comycin Sulphate 5% + Procaine Penicillin 8.3333% Ointment

16, xyclozanide 1.4 gm + Tetracycline Hydrochloride 2 egm Bolus

17, |Procaine Benzylpenicillin 4 Lac 1U = Streptomyein 500 meAvial Injection

18, [Streptomycin 250 mp + Sulfadiazine 1.583 gm + Sulfadimidine 1,583 gm+

Sulfapyridine 1.583 gm Bolus

19.  [Streptomyein 313 mg + Sulfadiazine 1,585 gm + Sulfadimidine 1.583 gm +
Sulfapyriding 1.583 pm Bolus

20 [Sulfaclozine 300 mg + Vitamin K 20 mg/gm Powder

21, |Sulphachloropyridazine Sodium 100 mg + Trimethoprim 20 mg + Vitamin K 8§
mg/gm Powder

22, |Amoxicillin Trihydrate $% + Cyproheptadine Hydrochloride 1% + Guaiphencsin 3, 5%
+ Lysozyme Hydrochloride [% + Vitamin A 2500% Powder

23, [Ciprofloxacin 20 gm + Trimethopeim SO em Sachet

24, [Erythromyein S0 mg + Sulphudimethoxine Sodinm 125 mg + Trimethoprim 25 mg/ml
[njection

25. _|Guaiphenesin 1.8% + Roxithromycin 1% + Tylosin 1% Powder
26.__|Kanamycin 10000 IWgm + Rofaxanide 2% Powder
27, |Loperamide | gm + Norfloxacine 235 gm + Trimethoprim 25 gm + Zine Oxide 20

2m/KG Oral Powder

Annexure-5

Hu 3 Dose hiotlc cambination w3 e
1. Benzyl Penicillin | Lac IU + Procaine Penicillin 3 Lac 1U Injection
2. Benzyl Penicillin 2 Lac U + Procaine Penicillin 6 Lac 1U Injcction

E-mail: dgda.gov@gmnil.com
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Annexure-6
Sample NOC issued by DoF
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Annexure-7
Sample NOC issued by DGDA
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Annexure-8
Sample NOC issued by DLS
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Annexure-9
Sample Export/Import License issued by DoF
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Annexure-10

Details on Focus Group Discussions (FGD) and Key Informants Interviews (KII)

A. List of Focus Group Discussions (FGD)

No | FGD Participants Venue Date
No.
1. FGD-1 Officers from Department of Office of the Aqua 20/07/2019
Livestock (DLS), importers and Supplier’s Association,
distributors of agua-inputs(mainly Hotel Saikat, Main Road,
for shrimp sub-sector), aqua-input Cox’s Bazar.
users (members of SHAB and shrimp
hatchery owners), representatives
from Chemist and Druggist
Association.
2. FGD-2 |DG, DoF, DD (Aquaculture), DD Matshya Vaban, 28/08/2019.
(Shrimp), Assistant Chief (Shrimp), DoF, Dhaka.
Assistant Director (Legal), Senior
Asst. Director (FIQC), Chief
Fisheries Ext. Officer and other
Officers of DoF
3. FGD-3  |President, BAPCA, Secretary BSFF Conference Room, | 10/10/2019.
General, BAPCA, Joint Secretary, Bonani, Dhaka.
BAPCA, Member, BAPCA and the
members of BSFF-FtF-BANA Team.
4. FGD-4 Officers of Department of Office of the Deputy 23/10/2019.
Agriculture Extension (DAE) Director (Import), Plant
Quarantine Wing, DAE,
Khamar bari, Farm gate,
Dhaka.
5. FGD-5 Assistant Directors of DGDA, Office of the Directorate | 29/10/2019.
Assistant Chief of DGDA, General of Drug
Superintendent of Drags at DGDA, Administration (DGDA),
Government Analysts of DGDA Mohakhali, Dhaka.
B. List of Key Informants Interviews (KII)
No | No. of KIl | Name of the Participants Organization Date
1. Kil-1 Zubaier A Jaman Agrocare Ltd, Dhaka. 29/07/2019
2. Kll-2 Md. Kamal Uddin ABESTA, Chittagong. 12/09/2019
3. KII-3 Md. Jahangir, Customs Customs House, Chittagong. 15/09/2019
4, Kll-4 Dr. Pallab Kumar Datta DLS, Dhaka. 23/10/2019
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Annexure-11
Guidelines used for FGDs

Work on policy consolidation, improvement in licensing, management process and effective use of
aqua inputs.

Implemented by: Feed the Future (FtF) Bangladesh Aquaculture and Nutrition Activity (BANA)- BSFF
Component.

Bangladesh Shrimp and Fish Foundation (BSFF)
House # 3, Level # A5, Road # 4, Block # F, Banani, Dhaka-1213

For purpose of facilitation of FGD the following broad questions may be discussed:

Q-1:  Areyou aware that with modernization of the aquaculture sector grass rout level farmers are using
aqua inputs of various types and commercial sellers and major suppliers are marketing them? Can
you share your assessment on the nature of growth in the use of aqua-inputs in Bangladesh?

Q-2:  Locate roles does your organization play in monitoring the use of these aqua-inputs and what are
the regulatory instruments do you use for the purpose?
1. Aqua inputs.

Aqua medicines.

Drugs/Antibiotics.

Probiotics/Prebiotics.

Disinfectants/Sterilizers.

Other aqua chemicals.

Growth Hormones/Growth Stimulators/Growth promoters.

Insecticides/Pesticides.

Feed ingredients.

10. Feed additives.

11, Others. ..o

©ooNOo O WD

Q-3: Can you share your organization’s precise role with uproots to the followings?
1. Licensing for manufacture.
2. Licensing for Importation/Exportation.
3. NOC for importation.
4. Distribution (Dealership/Retailer ship).
5. Marketing.
6. Storage.
7. Testing of the commodities (parent component/Residue).

Q-4:  What role does your organization/department play in the licensing process of importation of the
aqua medicine’s drugs?

Q-5  What is the Legal basis of your organization’s work (Please name the corresponding
Act/Rule/Regulation/Policy).

Q-6:  What are the Legal provisions in rules and regulations Act/Rule/Regulation/Policies?
Q-7:  Are there any standard list of permissible products/inputs/ingredients in the regulations?

Q-8:  If there is no such standard list, then how do you process the request for NOC/Permission?
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Q-9:

Q-10:
Q-11:

Q-12:

Q-13:
Q-14:

Q-15:

Q-16:

Q-17:

Q-18:
Q-19:

Q-20:
Q-21:
Q-22:

Q-23:
Q-24:
Q-25:
Q-26:
Q-27:

Q-28:
Q-29:

Q-30:

Do you have standardized forms/formats for issuing license/NOC or any related work or purpose?
Does your organization issue any NOC/permission to import any Aqua inputs?

Name the types of inputs for which your organization issue NOC/permission for importation Aqua
inputs.

Do you have any list of banned aqua inputs which you take into account before issuing the
NOC/license?

If there is such a list, please give the details.

Avre there any standard list of products/ingredients specific for particular species of fish/shrimp
farming (applicable for DoF only)?

If there is no species-specific product, are these equally beneficial for generalized use (applicable
for DoF only)?

Avre there products which are commonly used in human/crop/livestock/aquaculture for which you
are also giving license/NOC? Please name them.

What are the specific pre-requisites needed by your organization for issuance of NOC and
licenses?

Does your organization requires “pre-tests of the aqua-inputs” prior to issuance ofNOC?

If the response to above question is affirmative, then which labs are preferred or referred by you
for testing?

Does your organization have own testing laboratory to conduct the required tests?
Do you carry out any random check for monitoring of the aqua-inputs?

Do the Bangladesh regulatory instruments have specific requirements for monitoring and
surveillance of product quality in the regulation?

Mention the specific provision for compliance criteria for importers/dealers/retailers in marketing
chain.

What are the limitations in the existing Acts, Rules and Regulations with which you are working
with? Do you think that, present laws, acts, rules and regulations are sufficient to meet the
presentrequirement?

Do you have any suggestion for improvement for present legal instruments?

Is there any focal point or designated official in your dept. working on aqua inputs?

Do you have any coordination with other departments/organizations also dealing with aqua-inputs?
If yes, what are the arrangements for coordination and how effective is the correlation mechanism?

Do you have regular coordination meetings with other concerned ministries, Departments and
Govt. agencies in preparing and updating the list and using them for enforcement purposes?

Have you any concrete suggestion for capacity building and institutional strengthening for your
dept. to be able to deal with aqua inputs?

1. Training

2. Funding

3. Manpower

4. Up-dating regulations

THE END

Page | 46




