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MESSAGE FROM THE DIRECTOR GENERAL

The Guideline for Appeal against the regulatory decisions is essential
to promote transparency, equal judgment, and good governance in
the regulatory system of the Directorate General of Drug
Administration (DGDA).

Before 1982, Bangladesh was an import-based country for meeting
the demand for medical products for public health protection.
However, after the development and implementation of the Drug TR

(Control) Ordinance 1982 and the first National Drug Policy 1982, Bangladesh made
tremendous progress and created exemplary footsteps for being self-sufficient with local production
and supply of medical products to meet local demand. Now, Bangladesh is meeting 98% of the local
demand for medicines through its local production and exporting 157 countries across the globe. The
local production promoted access to medical products for all towards achieving Universal Health
Coverage (UHC), and meeting target 3 for the Sustainable Development Goal (SDG).

Bangladesh is now being graduated from Least Developed Country (LDC) to Developing Country (DC)
status. The regulatory systems of DGDA are improving toward achieving the WHO Maturity Level 3
in a collaborative approach under the Coalition of Interested Parties (CIP) initiative led by WHO. That
achievement will enable Bangladesh promotes better access to quality, safe, effective, and reliable
medical products for all. To achieve the goal of WHO maturity level 3, DGDA should ensure
transparency in the regulatory system and should make regulatory measures homogenous for all
stakeholders/individuals.

Appeal against any legal notice, decree, order, and/or regulatory decision in the case of medical products
is the country’s legal system and is mandated to obligation. The first version of the guidance for appeal
was developed in 2018 and then updated to the second version in 2021. The Drugs and Cosmetics Act
2023 was approved and implemented on 18 September 2023. To align the appellate guidance with the
Drugs and Cosmetics Act 2023, the new version is developed.

I hope this guidance will promote transparency of regulatory decisions and ensure equal rights for all
individuals and stakeholders toward ensuring quality-assured medical products mitigating potential
risks associated with quality assurance and therapeutic efficacy.

I hope all the relevant stakeholders of the Government of Bangladesh will implement this guidance
document.

o

Major G

Director General, t Drug Administration
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Abbreviations and Acronyms

Abbreviations Acronyms

AA : | Appellate Authority

CIP : | Coalition of Interested Parties

DGDA : | Directorate General of Drug Administration
DTL : | Drug Testing Laboratory

FPP : | Finished Pharmaceutical Products

GG : | Good Governance

MoHFW : | Ministry ot: ﬁealth and Family Welfare
NDCL : | National Drug Control Laboratory

NRA : | National Regulatory Authority

PQM+ : | Promoting the Quality of Medicines Plus
sop : | Standard Operating Procedure

USAID : | United States Agency for International Development
USP : | United States Pharmacopoeia

WHA : | World Health Assembly

WHO : | World Health Organization
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Definition of Terms

Appeal: According to section (3) of the Drugs and Cosmetics Act 2023 - “Appeal” means case by case
and the appeal referred to in Sections 19, 27, and 64 of the Act ['l. An appeal in the context of drug acts
involves challenging a decision related to the approval, regulation, or restriction of a particular drug.
According to the Code of Civil Procedure, Section 96(1), an appeal shall lie from every decree passed
by any Court exercising original jurisdiction to the Court authorized to hear appeals from the decisions
of such Court 2,

Appellate Authority: An authority/body/committee having the power to review and decide appeals, as
a court/ as a reviewing board/authority known as an appellate authority ).

Appellate Jurisdiction l: Appellate jurisdiction is included-under Judicial jurisdiction, in which a
superior court tribunal is engaged with the legal power to review/correct, and decides whether legal
errors may made in a lower court case;

Good Governance: The way of measuring performance, how a public institution conducts public
relations and manages resources, and guarantees the reservation of human rights in a system essentially
free from any abuse, conflict, and corruption and with due regard for the implementation of rules of
law, act, or ordinance®. To implement good governance in pharmaceutical regulatory authority and/ or
other institutions like manufacturers, marketing authorization holders should have a regulatory
frameworkS. Good governance includes (a) the exercise of the country's system for economic, political,
and administrative authority at all levels, (b) the exercising institutions and traditions, (c) the procedure
of responsible authority/organizations, (d) Policies to achieve desired outcomes 1,

Jurisdiction: Jurisdiction means a legal authority granted to a legal entity for the enactment of justice.
Jurisdiction is the constitutional authority of a court to hear and decide case outcomes?®.

1 The Drugs and Cosmetics Act 2023, Section-(3); http://bdlaws.minlaw.gov.bd/upload/act/2021-11-17-11-55-
47-45.-The-Procurement-Act,-2006. pdf

2 The code of civil procedure 1908, Section 96(1); http://bdiaws.minlaw.gov.bd/act-86/part-details-
85.hitml#:~:text=96. .the%20decisions%200f%20such%20Court.

3 Collins Dictionary;
hitps://www.collinsdictionary.com/dictionary/english/appellate#:~:text=having%20the%20power%200r%20auth
ority decide%20appeals%2C%20as%20a%20court

4 Britannica definitions; htips://www.britannica.com/topic/competence-and-jurisdiction#ref177369

5 OHCHR and Good Governance; https://www.ohchr.org/en/good-governance

5 WHO Expert Committee on Specifications for Pharmaceutical Preparations; fifty-fifth report, Annex-11: Good
regulatory practices in the regulation of medical products;

hitps://www.wto.org/english/tratop _e/trips _e/techsymp 290621/gaspar_pres2.pdf

7 WHO Global Benchmarking Tool (WHO GBT); https://apps.who.int/iris/rest/bitstreams/1346833/retrieve

8 Britannica; https://www.britannica.com/topic/jurisdiction
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Subordination of a Court: For this Code, the District Court is subordinate to the High Court Division,
and every Civil Court of a grade inferior to that of a District Court and every Court of Small Causes is
subordinate to the High Court Division and District Court’.

Transparency: Transparency is the approach and effective exercise of ensuring integrity avoiding any
potential conflict of interest by an organization/individual toward promoting reliance and recognition
of a system. Lack of transparency diminishes trust, reliance, and recognition for the therapeutic efficacy
of medical products [10-11],

® Section 3 of The Code of Civil Procedure 1908, http:/bdlaws.minlaw.gov.bd/act-86/section-13592.htmi
1% Framework for Good Governance in the public pharmaceutical sector, Ministry of Health-Malaysia;
https://www.pharmacy.gov.my/v2/sites/default/files/articles-upload/ggm_0.pdf

"1 Good Governance for Medicines — Model Framework, updated version 2014,
https://apps.who.int/iris/bitstream/handle/10665/129495/9789241507516 end.pdf sequence=1
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1. Introduction

The Directorate General of Drug Administration (DGDA) is the sole regulatory authority to ensure
quality, safe, and effective medicine for public health protection. To save public health DGDA works
to ensure quality, safe, and effective medicines availability and accessibility. DGDA works complying
with legislation/ Act, Rules, Ordinances, Policies, Approved Guidelines, SOPs, and work instructions.
If any application from stakeholders does not comply, DGDA may request more compliance from the
applicant with appropriate reason or may reject/ refuse the application. But if the stakeholder/ applicant

may feel confident with their application they may appeal following this guideline.

2. Objective

The Objective of this guideline is to lay down a procedure for appealing against DGDA decisions and
handling appeals from stakeholders (manufacturers, importers of pharmaceuticals & medical devices,

wholesalers, and retailers).

3. Scope and Responsibilities

This document applies to lodge appeals against DGDA's decision and handles various appeals received
from any stakeholders (manufacturers, importers of pharmaceuticals & medical devices, wholesalers,
and retailers) to DGDA.

The Directorate General of Drug Administration (DGDA) is responsible for amending, revising,
updating, and controlling this guideline. DGDA publishes this guideline to follow the appeal procedure
by stakeholders (manufacturers, importers of pharmaceuticals & medical devices, wholesalers, and

retailers).
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4. Legal Provisions for Appeal

4.1

4.2

4.3

Review or appeal against the suspension order of license and restriction of production'2:
(1) License of the licensee under section 18 by the Licensing Authority.

In case of temporary suspension and cessation of the production of drugs of the concerned
institution, the licensee, within 30 (thirty) working days, may apply to the licensing authority
for reconsideration of the said order or file an appeal to the government.

(2) In case of reconsideration or disposal of appeal referred to in subsection (1), the authority
concerned shall give its decision after giving an opportunity of hearing to the parties
concerned.

(3) The decision rendered by the Licensing Authority or, as the case may be, the Government

on disposal of the review or appeal shall be final.

Review or appeal against orders suspending registration and suspending manufacture

and marketing of medicinal products'3:

1) If the registration of a drug under section 25 is temporarily suspended by the Licensing
Authority and the production and marketing of the said drug is suspended, the concerned
person or organization shall submit the said order to the Licensing Authority within thirty
(30) working days. You can apply for reconsideration or file an appeal with the
government.

2) To the parties concerned in the disposal of the review or appeal referred to in subsection
(1). The concerned authority will give its decision on the matter after allowing a hearing.

3) The decision rendered by the Licensing Authority or, as the case may be, the Government,

at the time of disposal of the review or appeal shall be deemed to be final.

Appeal:
(1) A person restrained by an order, judgment, or punishment issued by the Drug Court or
Chief Judicial Magistrate or Special Magistrate or, as the case may be, the Chief Metropolitan

12 Section 19, The Drugs and Cosmetics Act 2023
13 Section 27, The Drugs and Cosmetics Act 2023
14 Section 64, The Drugs and Cosmetics Act 2023
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Magistrate or Special Metropolitan Magistrate may appeal within thirty (30) days to the court
specified in the Code of Criminal Procedure 1898 (Act No. V of 1898)'5.

(2) In cases of appeals against penalties imposed by the Mobile Court, the Mobile Court Act,
2009, Section 13 will be followed

5. Appeal Procedure

Appeal is a legal system and follows the procedure according to legislative procedure as described

below:
5.1

Nad

33

54

5.5

According to The Drugs and Cosmetics Act 2023, sections 03, 19, 27, and 64, any
individual/stakeholder may appeal agaifist'ithe regulatory decision but should be generated
within thirty days of the issuance of the regulatory decision/order/decree.

Until new rules appear against the Drugs and Cosﬁrfgtics Act 2023, relevant sections of the
Bengal Drug Rules 1946 are still under application f(;r légal procedure, related to the appeal
systems. According to the Bengal Drug Rules 1946, section 25(d), 44(b), 54(b), 29, 35, 43I,
of the (2) a licensee whose license has been suspended or can@gled may appeal to the District
Judge (session judge)'®. ‘

Any stakeholder, manufacturer, importer of pharmaceuticals & medical devices, wholesaler,
and retailer may appeal against a decision of DGDA. Application of the stakeholders
(manufacturers, importers of pharmaceuticals & medical devices, wholesalers, and retailers)
for granting or renewal of license, registration of drugs/medical devices, or any other
decision under the provisions of the drug act, ordinance, or Rules within a specified period.
To appeal, stakeholders (manufacturers, importers of pharmaceuticals & medical devices,
wholesalers, and retailers) should apply/write to DGDA stating the conditions laid down
have been satisfied and should deposit a fee if required.

The loading of an appeal against of decision by DGDA to reject an application of
stakeholders (manufacturers, importers of pharmaceuticals & medical devices, wholesalers,
and retailers) shall not change the decision of DGDA unless the case is re-examined and re-
inspected based on the compliance submitted by the stakeholders (Manufactures, importers

of pharmaceuticals & medical devices, wholesalers and retailers).

'5 The Code of Criminal Procedure 1898 (Act No. V of 1898); http://bdlaws.minlaw.gov.bd/act-75.html
'8 The Bengal Drug Rules 1946;
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5.6

5.7

58

An appeal lodged after the specified period (01 month for Drug Appellate Authority) and
shall not be considered for registration of product-related issues. |
Necessary communication shall be made to the stakeholders (manufacturers, importers of
pharmaceuﬁcals & medical devices, wholesalers, and retailers) once the appeal is considered
and the decision is taken on the matter under the provisions of Drug Act, ordinance, Rules,
and Policy.

Stakeholders (Manufacturers, importers of pharmaceuticals & medical devices, wholesalers,
and retailers) who are not satisfied with the decision of DGDA may appeal to the Appellate
Authority or courts under tilé provisions of Drug Act, Ordinance, rules, policy, and other
relevant Law of the Country.

“
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6. Review and Appeal process flow

Decision from DGDA

Stakeholder (Manufacturer/importer of pharmaceuticals & medical device wholesaler &
retailer) do not agree with the decision of DGDA

Stakeholder (Manufacturer/importer of pharmaceuticals & medical device wholesaler &
_retailer) review throuch review Form of DGDA (Annexure-1) |

P T

Committee report to DG, DGDA

Final decision from DG, DGDA

Court/Drug Appellate Authority form by the Government
(Ministrv of Health & Familv Welfare. BD)

Figure 1: Process flow for Appeal against any regulatory decision
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7. Training and dissemination of the gtiideline

For a transparent regulatory system and good governance, any relevant individual/stakeholder may
appeal against the imposed regulatory decision if the confidence is sufficient to prove regulatory
justification. To create awareness among the relevant stakeholders, DGDA will organize training,
workshops, and seminars for dissemination and making concerns, which will support the

successful implementation of the guidance for appeal.
“ The National Regulatory System (RS) department will be liable for the wide dissemination of the

guidance document and for conducting training for relevant stakeholders/individuals to make

concerns about appellate systems. ' /
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Annexure-1: Review or Appeal request form

Reference: . Date: /
/

To

Directorate General »

Directorate General of Drug Aciminist;;a;tion (DGDA)
Mohakhali, Dhaka.

Subject:

--------------------------------------------------------------------------------------------------------------------------------------------------------------------

-----------------------------------------------------------------------------------------------------

-----------------------------------------------------------------------------------------------------------------------------------

eeesecscccvee . esecesccscscssose oee o seose os ssesscsse

Name:

Designation:

Organization Name:
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Annexure-2: Appellate Authority
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