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Abstract

Background: Pharmaceutical at ports and/or custom stations need to be cleared in the shortest
possible time due to their sense of urgency and requirement of special handling. However, the
customs clearance procedure in most countries is time-consuming, leading to unnecessary
delays and financial losses. In Ethiopia, there is a paucity of information about pharmaceutical
customs clearance practice and related challenges.

Objective: To assess pharmaceutical customs clearance practice and to identify challenges in

the Ethiopian Customs Commission (ECC).

Methods: The study was conducted in ECC from September 2019 to January 2020. A
concurrent mixed methods design was employed. Quantitative data (using a structured
questionnaire, and data abstraction formats), and qualitative data (using Key Informant
interview guide) were collected at the same time frame. Quantitative data were analyzed using
descriptive (percentage, frequency, mean and standard deviation) and inferential statistics (t-

test and ANOVA). For the qualitative data, thematic analysis was applied.

Results: Pharmaceutical transaction worth of $574,487,522 were cleared by the ECC in
2019/2020. Of these, more than half of the pharmaceutical were imported from Europe (57.2
%). Ethiopian Pharmaceutical Supply Agency (EPSS) (63%) was the major importer of the
products. The overall mean score for customs and trade facilitation standards was 3.13 (0.6).
On the other hand, 2.85(+0.74) was the overall mean score for efficiency of pharmaceutical
custom clearance. This study showed that Pharmaceutical Importers (PI), Local Manufacturers
(LM) and EPSS face various challenges in dealing with customs clearance procedure. Some of
these include: delays and interruptions in the electronic system (Electronic Customs Valuation
System (ECVS)), gaps in valuation system (not being invoice based and inconsistent), and poor
pharmaceutical handling, and delays in the inspection of pharmaceutical imports by EFDA

officers.

Conclusion: Most of customs and trade facilitation standards are not being applied in ECC
custom stations and the overall pharmaceutical customs clearance process was found to be
inefficient. As a result, EPSS and Pharmaceutical companies are facing numerous challenges
and their operations are being affected negatively. Consequently, patients are forced to bear

unnecessary costs incurred due to the system inefficiency.
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1. Introduction

1.1. Background

Pharmaceutical save lives, improve health and promote trust and participation if they are made
accessible (Wiedenmayer, 2004). Pharmaceutical supply chain is a means through which
medicines are made available and delivered to patients. It involves a complex process that
requires the participation of different stakeholders such as pharmaceutical manufacturers,
importers, wholesalers, distributors, information service providers, customers and regulatory
agencies (The Health Strategies Consultancy LLC, 2005).

Most countries' rely heavily on imports to meet their healthcare needs. According to one report,
in 2019, 70-90% (an estimated $14 billion) of the drugs consumed in Sub-Saharan Africa are
imported (Adeniji, 2021). Similarly, in Ethiopia, more than 80% of pharmaceutical and around
95% of the required raw materials (Active Pharmaceutical Ingredient (API), the excipients and
the packaging materials) are imported to satisfy countries pharmaceutical demand (MOI and
MOH, 2015). During importation, operations such as procurement, contract management,
obtaining pre-import permit, and foreign currency approval, and arranging payment issues,

custom clearance are some of the critical activities in the supply chain (ERCA, 2017).

Every imported good must be cleared through customs in each destination country. Customs
clearance is the completion of customs formalities required to allow goods to enter the country,
be exported, or be placed under another customs procedure (WCO, 2006). It involves importers
to prepare clearance documents in advance, go through customs procedures, and make imposed

payments in order to clear imported or exported goods (Shepa, 2013).

Customs, as defined by World Customs Organization (WCO) is “the government service which
is responsible for the administration of custom laws and collection of import and export duties”.
The primary goal of customs administration is to balance trade and control by facilitating trade
and providing adequate control without jeopardizing the custom objectives of revenue
generation and protection of national security (ERCA, 2017). In Ethiopia, the Ethiopian
Customs Commission (ECC) is responsible for administration of customs law and collection
of duties. It has 22 customs control stations where customs formalities are assessed, taxes and
duties on imported and exported goods are collected (ERCA, 2019).

The Ethiopian Pharmaceutical Supply Chain involves several stakeholders including Federal
Ministry of Health (FMOH), National Regulatory Authority (NRA), importers (public and



private), customs authority, wholesalers, retailers, bank and insurance, Ethiopian shipping
lines, Ethiopian airlines, and freight forwarders. Ethiopian Pharmaceutical Supply Service
(EPSS) is the government entity responsible for supplying quality assured essential
pharmaceutical at affordable price in a sustainable manner to the public health facilities (PFSA,
2014). 1t covers nearly 70% of the country’s needs, with the rest covered by Pharmaceutical
Importers (PIs), and Local Manufacturers (LM). Pl import medicines which are registered and
permitted by the regulatory authority in the country (MOI and MOH, 2015).

Imported pharmaceutical, like other commodities, must go through customs clearance
procedures in order to be cleared and serve their purpose in the imported country. In addition,
because pharmaceutical are considered restricted goods (for health and safety reasons),
importers must obtain an import permit from EFDA (pre-import permit and import permit)
(ERCA, 2017). Furthermore, they are given priority clearance from ports and/or customs
stations with the shortest possible time (ERCA, 2002, 2017). Despite pharmaceutical are given
priority, studies show that clearance takes longer and is associated with a various challenges
(Solomon, 2014; Dawit, 2019; Teklu, 2019). Therefore, the purpose of this study was to assess
current practice and challenges of pharmaceutical’s custom clearance at ECC branches,

Ethiopia.
1.2. Statement of the Problem

Customs clearance processes can have a wide range of effects on supply chain management,
including creating bottlenecks in the supply chain, increasing lead time, determining product
availability, lowering customer service levels, and causing delays (Al-Haddad, Chuman and
Kouki, 2021). It also plays a critical role in enforcing compliance with health and
environmental standards and making trade balance (Jones and Seghetti, 2015; Heijmann et al.,
2020). Therefore, an efficient and effective importation and custom clearing processes shall be
in place. The urgency of this process has a particular importance in landlocked countries like
Ethiopia where goods travel long distance overland and may be subject to unexpected delays

in less than desirable storage conditions (MSH, 2011).

In the aggregate 2012-2016, the Logistic Performance Index (LPI) showed that Ethiopia is
among the least performer in trade facilitation and border management (scored 2.40 out of 5
and ranked 131 out of 167 countries)(The World bank, 2018). Studies conducted in Ethiopia
also showed gaps in efficiency (speed, simplicity and predictability) of customs clearance
procedures and delays (Solomon, 2014; Chinnapareddy, 2019; Teklu, 2019; Yigletu, 2020).



According to recent studies, EPSS took an average of 201 days (Gobie, 2020) and 227 days
(EPSA and R4D, 2021) to receive imported pharmaceutical after a contract agreement was
signed in 2017/2018 and 2019/2020, respectively, this is far short of the Management for
Health Science (MSH) recommendation of less than 150 days (MSH, 2011). Delayed arrival
of pharmaceutical at the warehouse and frequent stock outs of essential pharmaceutical are the
common challenges faced by EPSS (Gobie, 2020). The customs clearance process contribute
to such challenges. For example, in 2011 E.C., EPSS took 48 days and 10 days, respectively,
to clear pharmaceutical shipments from Modjodry port and Bole International Airport (EPSA,
2018). In addition to the delay, an inefficient and time-consuming clearance process may result
in deterioration, reduced shelf life, and product packaging damage (MSH, 2011).

Medication prices, on the other hand, are rapidly rising. According to a recent study, four out
of five essential medicines were found unaffordable in Ethiopian context with the Lowest Price
Generic (LPG) being four times the International Reference Price (IRP) in 30% of the drugs
(Sisay et al., 2021). As medications moves along the supply chain additional costs, such as
freight, tariffs, and taxes, are add up to the medication selling price. Such fees are often high
regularly, accounting for 30 to 45% of the cost of the medication dispensed (WHO and HAI,
2008). This could be exacerbated further by inefficient customs clearance processes, which
contribute to landing cost markups by delaying pharmaceutical release and increasing

demurrage and handling costs.

Although the government of Ethiopia is said to be undertaken various reforms to improve the
efficiency of border control agencies, including customs, import activities continue to face
challenges. Moreover, traders claim that the implementation of border management reforms
has resulted in no significant changes. Importers' perceptions shall be investigated in order to
gauge the clearance process in accordance with international standards, identify potential
bottlenecks, and improvement areas. Previous studies explored the challenges faced by Pls in
clearing pharmaceutical, but they didn’t investigate the challenges encountered by EPSS’s, the
major pharmaceutical supplier and local pharmaceutical manufacturer’s. Besides, there is a
paucity of information on reasons for major delays, efficiency of procedures, including the
average time to clear shipments, and implication of the challenges. Moreover, the most salient
casual explanation for custom clearance complexity, delay and inefficiency are attributed to
various parties including customs, importers themselves, clearing agents and regulatory body
(Durgavich, 2009). Hence, studies targeting ECC, EPSS and pharmaceutical companies (Pl

and LM), and their clearing agents is necessary to get the whole picture of current practices
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and challenges in custom clearance process. It also help in identifying discordance in how the
different parties’ perceive the customs clearance. Therefore, this study was aimed at assessing
the customs clearance practice of pharmaceutical and identifying key challenges of EPSS and
pharmaceutical companies in custom clearing of pharmaceutical in Airport, Kality and Modjo

dry port custom branches of ECC.

1.3.  Significance of the Study

Evaluating the current practice, identifying weaknesses and potential barriers to
pharmaceutical’s customs clearance will benefit EPSS and pharmaceutical companies by the
improving the existing procedure through the development of effective recommendations and
the implementation of necessary improvements. The findings will also be used to urge EPSS
and pharmaceutical companies to be proactive about potential barriers that cause unnecessary
delays and costs to their operation. It will also guide ECC and EFDA in reviewing the status
of their operations in comparison to standard practices, becoming acquainted with cumbersome
procedures in their operations, and taking appropriate corrective measures to improve service
level. If ECC, EFDA, EPSS, and pharmaceutical companies, respectively) implement the
study’s findings and recommendations, patients may benefit from shorter lead times, reduction
of essential medicine stock outs, and the avoidance of unnecessary costs. Finally, the study
may inspire other researchers to conduct additional research in the area, and the evidence from

this study will benefit the scientific community.

1.4.  Scope of the Study

The scope of this study was to assess current practices and investigate the challenges of
pharmaceutical’s customs clearance in ECC from an import perspective. By saying practice, it
includes application of customs and trade facilitation standard, customs best practice,
efficiency of custom clearance procedures, source of major delays and clearance time. The
study concentrated on EPSS, LM, and PI, as well as the customs clearance process from border
procedures. The study area is limited to ports in land of Ethiopia particularly in Bole

International Airport, Kality dry port and Modjo dry port branches of ECC.



2. Literature Review

2.1. Definition of Terms

Customs is described as “the government service which is responsible for the administration
of custom laws and collection of import and export duties” whereas custom clearance is a group
of procedures that should be commenced by national custom authority to allow commaodities
enter home use, to be exported or to be placed in another custom procedures. Goods
declarations is a statement made in the manner prescribed by customs, by which the person
concerned (importer/agent) indicate the custom procedure to be applied and furnish the

particulars which customs require for its application (WCO, 2008).

The major activities under custom clearance procedures could be highlighted as: processing of
import, export or transit declarations; assessment of origin, value and classification of goods;
collection and processing of duties; physical examination, inspection and clearance of cargos;

conduct of post-clearance audit; and processing of urgent consignments (ERCA, 2017).

2.2. Roles and Responsibilities of Customs

Customs administrations perform a wide range of important functions that facilitate the
movement of goods and services across international borders (WCO, 2008). Traditionally,
customs has played somewhat limited role, focusing primarily on the collection of duties and
taxes on imported goods. Over time, the role expanded to include ensuring the legitimacy,
safety, and security of goods admitted into the country, in addition to revenue collection
(Peterson, 2017). Currently, customs in most countries carries out this responsibility in
collaboration with other government agencies, by enforcing a range of trade laws, including
those governing tariff collection, compliance with sanitary and phytol-sanitary standards,
health, environment, and the protection of intellectual property rights (Jones and Seghetti, 2015;
Heijmann et al., 2020). This is generally achieved through the implementation of a diverse range
of service level agreements, with Customs having regulatory responsibility at the point of
importation and exportation (Widdowson, 2007).

Recently, customs administrations worldwide, has been involved on the role of trade facilitator
which requires the customs administration to adopt specific practices that allow imports into
the country to clear customs checkpoints more efficiently(Peterson, 2017; Heijmann et al., 2020).
However, customs administrations often struggle to strike a balance between trade facilitation

and border protection, which can often undercut one another. This is especially true when



changes in political or economic circumstances require customs administrations to give

immediate priority to either import security or trade facilitation.(Jones and Seghetti, 2015)

In many developing and least developed countries, import duties and related taxes represent a
significant proportion of the national revenue. As a result, their customs authority's primary
focus is revenue collection(Besley and Persson, 2014), whereas in developed countries, with
relatively little reliance on imports as a source of government revenue, there is an increasing
emphasis on border protection, with a particular emphasis on the enforcement of import and

export prohibitions and restrictions (Widdowson, 2007).

2.3. Risk Management in Custom Procedures

A common characteristic of customs work is the high volume of transactions and the difficulty
of checking all of them. Therefore, custom administrations face the challenge of facilitating the
movement of legitimate passengers and cargo while applying controls to detect Customs fraud
and other offences. To find the balance between trade facilitation and enforcement, the solution
is development of custom control that are based on risk management (risk assessment, profiling
and analysis) (UNCTAD, 2006).

Risk management is a systematic work on development and practical implementation of
measures for the prevention and minimization of risk, and an assessment of efficiency of their
application (Elena and Aziza, 2016). It is analytical process that is used to determine both actual
and acceptable level of risk and involves the assessment of the probability that goods subject
to Customs control may have not been declared or fully declared. Risk assessment factors will
include import patterns, duty and tax rates, types of goods, previous examination results and
routes and modes of transport (UNCTAD, 2013)).

Depending on the selected risk level, risk management system routs goods through green
channel (immediate release without examination), yellow channel (documentary check), red
channel (physical examination of goods and documents) and blue channel (examination at later
stages, post audit)(ERCA, 2017). When it is implemented effectively, risk management system
contribute to improving custom productivity and efficiency through better human resource
allocation, increased revenue, improved compliance with rules and regulations, improved
collaboration between traders and customs, reduced release time and transaction cost
(UNCTAD, 2006).



2.4. Supporting documents for Customs Procedure

Supporting documents are those trade, transport and official documents that either support
specific statements made in the goods declaration (import license, commercial invoice
(describes the value of imported goods), transportation document (Bill of lading, Airway bill,
truck way bill), bank document (L/C, CAD), packing list (describes how goods are packed
during transport), and Certificate of origin) or that have to be submitted as a proof of specific
import /export conditions being met (pre-import permit for pharmaceutical and other restricted
items, health certificates and certificate of conformity with technical standards. Most of these
documents are obtained from the supplier via bank except those documents which are obtained
from regulatory authorities (WCO, 2008).

2.5. ECC Custom Clearance Formalities

According to Proclamation 622/2009, customs declarations must be prepared in written form,
orally, by bodily action, or electronically, and must be filled out in the prescribed form, signed,
and contain all of the information required to complete customs formalities. Then, custom
declaration supporting documents such as transportation documents, invoices, bank permits,
packing lists, certificates of origin, and other necessary documents must be prepared. Once the
documents are submitted, the authority shall accept the custom declaration if the declarations
and documents are valid and contain all of the information needed to complete the custom
formalities. In this manner, the custom value of an imported good is calculated for the purposes
of applying the customs tariff and calculating other import charges. Finally. It will then proceed
to the clearance process, which includes receiving and checking the goods of declaration
against the document produced to see if they are in accordance with the instructions, then
accepting or rejecting the document, identifying the risk level of the document using the
electronic Customs Management System (eCMS), and examining it (physical inspection of
goods). This activity is carried out to ensure that the goods and conditions on the declaration
correspond to the nature, origin, quantity, and value of the goods, as well as the release of goods
(Federal Negarit Gazeta, 2009).

2.6. Port clearing performance of Ethiopia
2.6.1. Logistic Performance Index of Ethiopia

Logistic performance index (LPI) is a summary indicator of logistics sector performance,
comprising six core performance components (indicators) aggregated to a single measure (LPI

score) (Arvis et al.,, 2012) The six core components are: efficiency of customs and border
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management clearance; the quality of trade and transport infrastructure; ease of arranging
competitively priced shipments; competence and quality of logistic services; the ability to trace
and track consignments; frequency with which shipments reach consignee within scheduled
and expected. LPI score is rated from “worst” (1) to “best” (5). It provides numerical evidence

on how countries efficiently move goods across and within borders (Arvis et al., 2014).

In the aggregate 2012-2016 LPI, Ethiopia scored 2.40 and ranked 131 out of 167 countries.
The specific score for core performance components is 2.54, 2.13, 2.54, 2.39, 2.24 and 2.49 for
customs, infrastructure, international shipments, logistic quality and competence, tracing and
tracking and timeliness, respectively. The high performing countries in LPI are Germany
(4.19), followed by Netherland (4.07) and Sweden (4.07). Lower LPI score and ranking is the
result of either fragile economies affected by armed conflict, political unrest and natural
disasters or landlocked countries naturally challenged by geography or economies of scale in

connecting to global supply chains (Arvis et al., 2018b).

2.6.2. Time Release Study (TRS)

WCO believes that it is important for custom administration, in collaboration with other
regulatory agencies and stakeholders, to assess the efficiency and effectiveness of border
clearing process. Within this consensus, the WCO developed a strategic tool called Time
Release Study (TRS) (WCO, 2018). TRS is a systematic and standard tool to measure the
average time taken from the arrival of goods to their physical release. It measures the relevant
aspect of the effectiveness of operational procedures that are carried out by customs and other
government agencies in standard processing of imports, exports and in transit movements
(Matsuda, 2012). The principal objective of TRS is to identify bottlenecks affecting the release
of good and to take the corresponding necessary measures to improve the effectiveness and
efficiency of border procedures (WCO, 2018).

In Ethiopia, there is no independent TRS study conducted so far. But as a member states of
Common Market for Eastern and Southern Africa (COMESA), Ethiopia was a part of
COMESA’s TRS which was conducted in 2016 covering ten pilot member states. Unlike other
member states, Ethiopia’s average clearing time (for import and export) was not established by
the study. However the Average clearing time for the ten countries surveyed was 5 days, 1 hour
and 14 minutes for import and 2 days and 6 hours for export (COMESA, 2017).



2.7. Challenges in Clearing Imported Goods at Customs

Studies conducted in African region show that clearing of goods from ports take long time
compared to OECD high income countries (ECA, 2013). Importing one standard container on
average takes 37 days and costs US$2567. This is high compared to 22 days and US$ 958 in
East Asia and pacific; and 19 days and USD 1612 in Latin America and Caribbean (ECA,
2013).

Some of the reasons for taking long time are: issues related to harmonization and simplification
of custom procedures, custom automation, and interconnectivity, documentation, national and
cross border agencies coordination and cooperation and integrated border management.
Problems in electricity, internet, road and bridge infrastructure, customs office facilities and
equipment, and capacity, and know-how of custom staff and stakeholders are the other
contributors for delays (COMESA, 2017).

Juma et al., (2012) also found that corruption is another reason for slow custom clearance
procedures. Clearing agents bribe officers at ports and customs to have their cargo released.
Such practice also encourages importation of illegal goods (Juma, 2012; Siwadenti, 2013).

Studies indicate that customs clearance delay is worsened in landlocked countries due to border
crossing challenges. These obstacles range from long distances to inadequate transport services
and infrastructure, and inefficient institutional and transit frameworks (UNCTAD, 2013).
Moreover, in these countries, transit of goods is dependent on their relationship with transit
neighbors, on their peace and political stability. In addition, a lack of coordination between
transit and landlocked countries contributes to clearance delays (Ariekot and Persson, 2016).

Importation and exportation of goods in landlocked countries also suffer from high trade-
related costs. Of which, inland transportation cost account significant share (ECA, 2013). In
almost all land locked countries, transportation costs 30 to 90% more as compared with coastal
economies (UNCTAD, 2013). In African countries such as Malawi, Rwanda and Burundi,
inland transportation cost account for 70% of total importation costs where as in Ethiopia it is
around 65%. This is worsened by expensive customs and terminal handling cost (ECA, 2013).
Furthermore, as a result of these long delays and uncertainties concerning deliveries, traders in
landlocked countries may face significant inventory costs that are sometimes even higher than

transport costs, reaching more than 10 per cent of the value of the goods (UNCTAD, 2013).



2.8. Challenges of Pharmaceutical Importers in Customs Clearance

According to a USAID study, customs-related issues include poor planning and
communication among agencies during the clearance process, cumbersome and bureaucratic
processes, and a weak infrastructure. According to the study, the aforementioned issues are the
root causes of increasing costs, longer lead times, and decreased product availability
(Durgavich, 2009)..

A study conducted in Tanzania (2013) showed that major reasons for delayed custom clearance
of pharmaceutical were bureaucratic import clearance procedures involving different
government offices in different location and communication gap between them; inaccessible
online processing of customs clearance by all agents and slow system; corruption. This study
also mentioned other reasons that emerge form organizations other than custom authority and
contribute to retards in custom clearance. Of them, spontaneous delivery of good from donors
and smaller number of clearing staff in pharmaceutical importing companies that did not match
the work load were identified (Siwadenti, 2013).

In Ethiopian context, customs clearance procedures have also proven to be a challenge for
pharmaceutical importers for a various reasons. Some of the reported challenges included a
lack of human resource development, delayed release of documents from other institutions, an
exaggerated warehouse rent price until the products are cleared and released, and the presence
of prolonged, non-transparent, and bureaucratic procedures as major barriers to Pl effectively
clearing pharmaceutical from customs stations (Dawit, 2019). Another study found that a busy
schedule, a low capacity of customs authority, and a lack of pharmacists who can handle the
product and communicate with importers professionally were major challenges to customs
clearance (Solomon, 2014; Teklu, 2019).

As reviewed above, in Ethiopia few studies were conducted to explore the challenges of Pl
including the customs clearance related challenges (Dawit, 2019; Teklu, 2019). However, the
practice (i.e. the applicability of international standards, customs best practice, efficiency of
custom clearance procedures from importers perspective,) and the average time to clear and
release pharmaceutical consignments from custom station remain unstudied. Besides, EPSS’s,
primary supplier of pharmaceutical’ and local manufacturer’s challenges in clearing custom
remain uncovered. In this regard, research is required to provide input by identifying
bottlenecks and delays in ECC custom clearance procedures so that recommendations can be

made to support efforts being made to make custom clearance procedures a seamless operation.
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2.9. Conceptual Framework of the Study

Following an extensive review of the literature, the following conceptual framework was
developed for this study. The framework shown below (Figure 1) represents the components
of the pharmaceutical customs clearance practice: The applicability of international customs
and trade facilitation standards; the implementation of best practices in customs; the efficiency
of the customs clearance procedure.

Perception on the Applicability of Customs and Trade
Facilitation Standards

Perception on the Implementation of
Customs Best Practice

Perception on Efficiency
of Customs Clearance

Figure 1: Conceptual framework of the study (own construct) (Moisé, Orliac and Minor, 2011; Arvis et al.,
2018)
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3. Objective of the study
3.1. General Objective

e To assess the perception of the pharmaceutical’s custom clearance practice in
ECC, and to identify challenges associated with pharmaceutical customs

clearance

3.2. Specific Objectives

e To describe the value of pharmaceutical cleared from ECC in 2019/2020 G.C
e To assess the perception about the applicability of customs and trade facilitation
standards in ECC

e To assess the perception about the implementation of customs best practices in
ECC

e To assess the perception of the efficiency of customs clearance procedure in
ECC

e To compare participant’s perception of the pharmaceutical’s customs clearance
practice in ECC

e To determine the pharmaceutical customs(port) clearance lead time

e To identify challenges encountered in clearing pharmaceutical from customs

station
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4. Methods

4.1. Study Area

This study was conducted in the ECC. ECC has sixteen branches and six central offices
throughout Ethiopia (ECC, 2020). However, this study was carried out in three branch offices,
namely Bole International Airport (BIA), Kality Dry Port (KDP), and Modjo Dry Port (MDP)
customs offices. The three branch offices were included since majority of the pharmaceutical
pass through these for customs valuation. In addition, Ethiopian Food and Drug Authority
(EFDA), EPSS, Pharmaceutical companies (Pl and local pharmaceutical manufactures) were

included in the study.

EFDA is the national regulatory body mandated to ensure the quality, safety and efficacy of
medicines. Its main responsibilities include market authorization/product registration, licensing
of premises, market surveillance and inspection, quality control testing, clinical trials, vigilance

and medicine and device promotion control (EFDA, 2020a).

EPSS is a public organization under the FMOH mandated to supply pharmaceutical and
medical equipment to public health institutions. Its head office is located in Addis Ababa and
has 19 branches grouped into seven clusters. The head office has 20 directorate in which each
of them have own roles and responsibility and work independently and collectively (EPSS,
2019). The study was conducted in Contract management Directorate (CMD) of EPSS’s head
office (central) which is directly involved in shipment follow up and clearing process of

pharmaceutical from custom station.

Currently, there are nine local pharmaceutical manufacturers and around 382 pharmaceutical
importers in Ethiopia.
4.2.  Study Design and Period

A concurrent mixed methods design was employed where the quantitative and the qualitative
data were collected at the same time frame. The data collection period was from September 17,
2020 to January 30, 2021.

4.3.  Source of Data

For the quantitative part, primary and secondary data were collected. Primary data were
gathered from study participants using questionnaires to assess the pharmaceutical customs

clearance practice. Similarly, secondary data were collected from ECC's electronic Customs
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Management System (eCMS), and EFDA’s excel report to describe the pharmaceutical cleared
in 2019/20 (2012 E.C) whereas customs clearance lead time was calculated from six months
performance report of 2019/2020 for EPSS and from eCMS for P1 and LM as calculated and
reported by them.

For the qualitative part, primary data were collected from Key Informants (KIs) using an
interview guide prepared to identify challenges of pharmaceutical customs clearance.

4.4. Source and Study Population

Employees who were working for the ECC, EFDA, EPSS, LM and PI were taken as the source
population. On the other hand, those who were working in ECC’s branches offices (BIA, KDP
and MDP), EFDA’s head office, and EPSS central, Pl who applied for Import Permit (IP) and
got approved in 2012 E.C. were the study population. Data were collected from customs
clearing officers and custom clearing team leaders and working for government and non-

government customs clearance unit in BIA, KDP and MDP branches of ECC.
4.5. Eligibility Criteria
4.5.1. Inclusion Criteria

e Being customs officers and import custom clearing team leader working in BIA, KDP
and MDP ECC branches, respectively.

e Individuals who were working in CMD of EPSS.

e Technical managers or general managers, or individuals recommended by the general
manager who work in pharmaceutical companies that have cleared pharmaceutical from

customs stations in 2019/2020.

45.2. Exclusion Criteria

e Individuals who refused to give consent to the study
e Individuals who were not available at the time of data collection

4.6. Sample Size Determination and Sampling Technique
4.6.1. Quantitative Study

Due to their smaller population size, all custom clearing officers working in governmental and
non-governmental import goods customs clearance (GN), food, drugs and medical equipment
customs clearance, and manufacturing imported goods customs clearance (MGA) units of BIA,

KDP and MDP of ECC, and all customs clearing team (10 custom clearing officers, 4 transitory
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and 2 shipment follow up officers) of EPSS who were available at the time of data collection

were included.

In this study, 95 (25%) Pl and distributors which cleared pharmaceutical from ECC in
2019/2020 were included.

All (n=9) local pharmaceutical manufacturing companies were invited to the study. From them,

seven LM participated in the study, one refused to participate, and one was closed due to the

Northern Ethiopia conflict.

In addition to the pharmaceutical companies, FF companies who were providing transit service

for EPSS, PI and LM that are recruited in this study were approached. One field officer from

each FF companies was approached.

Table 1: Summary of sample size determination and sampling technique

Organization Targeted units within the selected Participants Size all
organization included
ECC GN import goods customs All 89
clearance unit, Food, Drugs
and Medical equipment
customs clearance unit, and
Manufacturing Imported Goods
Customs clearance unit
EPSS CMD All 16
Pls Department or unit responsible for 95 342
customs clearance and shipment follow
up
LM Department or unit responsible for All 9
customs clearance and shipment follow
up
FF companies Those who are working with EPSS and All 105

pharmaceutical companies selected by

sampling technique
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4.6.2. Qualitative Study

For the qualitative part, customs clearing team leaders from ECC, contract management
directors, and shipment follow up and custom clearing coordinator from EPSS and experts who
were in charge of the customs clearance from Pl and LM were purposively included as Kis.
The final sample size was 3 from ECC, 2 from EPSS and based on saturation (the point at
which no new or additional information was obtained from interviewee) for pharmaceutical

companies. Accordingly, a saturation was reached after 23 Kls, making a total of 28 Kis.

4.7. Data Collection and Management
4.7.1. Data Collection Instrument

For the quantitative part, semi-structured questionnaire was prepared after thorough review of
literatures was done on pharmaceutical customs clearance (MSH, 2011; Moisé, Orliac and
Minor, 2011; Arvis, Saslavsky, Ojala, et al., 2014). The final questionnaire has seven sections:
section one contained questions regarding socio-demographic characteristics of participants.
Section two included statements regarding the applicability of custom and trade facilitation
standards in ECC. A 5 point Likert scale of rating strongly disagree (1 point), disagree (2 point),
neutral (3 point), agree (4 point) and strongly agree (5 point) were used. Section three assessed
the implementation of customs best practice in ECC. Section four asked questions regarding
the efficiency of customs clearance procedure of ECC and respondent’s level of response was
scored as hardly ever(1), rarely(2), sometimes(3), often(4) and nearly always(5). Section five,
six and seven explored source of major delays, challenges in custom department (ECC) and
challenges in EFDA, respectively.

In addition to the questionnaire, two data abstraction formats were used (1) to track
pharmaceutical cleared goods in 2019/2020, and (2) to measure the time taken (in days) from
the moment that cargo arrives at port or airport until the moment it clears from customs, and
arrives at the warehouse (USAID/DELIVER PROJECT, 2014).

For the qualitative part, the interview guide with a probing questions was prepared in English
and translated to Amharic. The Amharic version was used to explore the ideas of key
informants regarding the major challenges in clearance of pharmaceutical from the custom
stations, presence and cause of delays, consequence of delays and means to overcome identified

challenges.
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4.7.2. Data Collection Procedure

Before commencing the actual data collection, a letter of support and an explanatory statement
dealing with the study objective were provided to the study organization, and the heads of the
respective study institutions were approached for their approval to access, and to identify

appropriate professionals to participate in the study.

For the quantitative part, the questionnaires were distributed to the participant and most of them
were completed and returned on the same day. For those who were not returned, the
questionnaire was collected on the following day. For the qualitative part, majority of the
interviews were conducted in a private environment at the respondent's office during working
hours, where the procedure was unlikely to be disrupted or overheard. The remainder of the
interview was performed over the phone and the conversation was recorded once the
interviewee’s consent was obtained. The interview lasted between 25 and 55 minutes. Data
were collected from specific number of Kls from ECC and EPSS. From pharmaceutical
importers and local manufactures, K1 were interviewed until saturation point was reached. A
total of 28 respondents were interviewed: 18 respondents from importers; 5 respondents from
LM; 2 respondents from EPSS and 3 respondents ECC. An audio recorder was used to record
the response of the informants for those who were willing and a note was taken for those who

refused to be recorded.

The quantitative data was collected by the Principal Investigator (P1) and three data collectors
(pharmacist plus MSc candidates). They were chosen because of their prior research and data
collection experience. Data was collected via physical visit to the study areas and phone call.
The PI collected qualitative data through face-to-face interviews and phone call with recruited

interviewees using an interview guide.

4.8. Data Quality Assurance

For the quantitative part

The face validity of the study instruments was confirmed by the advisors. A pretest was
conducted to ensure the validity of the study instrument. In the pretest, questions that did not
actually measure participant’s perception were omitted, questions that reflect similar ideas

were merged and an Amharic version of the study questionnaire was prepared (for FF).
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The reliability of the study instruments was checked by calculating Cronbach's alpha
coefficient with SPSS, and the results are shown in the table below. A Cronbach's alpha

coefficient of 0.7 or higher is commonly regarded as indicating high reliability.

Table 2: Reliability of study instruments

Constructs Cronbach’s a

Customs and trade facilitation standards  0.899

Efficiency of customs clearance practice  0.764

Source of major delays 0.755
Challenges at customs department 0.820
Challenges at EFDA 0.744

The data collectors were informed on the purpose of the study, on the use of questionnaires and
ethical principles of confidentiality before actual commencement of data collection. Study
participants were well oriented to participant in the study and fill out the questionnaire with
complete attention and interest. Before data analysis for quantitative data, collected data via

the respective tool was checked for completeness.
For the qualitative part

Three pilot interviews were conducted for qualitative data to ensure that the interview guide
was relevant in terms of addressing the study objectives. This resulted in minor changes to the
interview guide, such as the removal of vague and leading questions and the inclusion of

additional probing questions.

The Amharic versions of the audio-recorded and unrecorded interview notes were both
translated into English, and complete transcripts of all interviews were generated. Before
coding, the interview transcript was read, re-read, and back translated to compare translation
quality and accuracy with the original text and to ensure that the meaning intended by the
interviewee and the equivalence of meaning between the source and target texts were

maintained.
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4.9. Data Entry and Analysis

The quantitative data was analyzed using Microsoft Excel (2013) and Statistical Package
Software for Social Science (SPSS V.26). Descriptive statistics (frequency, percentage, mean,
median, Standard deviation (SD), and Interquartile Range (IQR) (as necessary)), tables and
graphs were used to describe and summarize the data whereas inferential statistics like t-test
and ANOVA were employed to show relationship among variables. A p-value less than 0.05
was considered significant. For the purpose of analysis, strongly disagree, disagree and neutral
were considered as disagree (mean score of <4) and agree and strongly agree were considered
as agree (mean score >4). On the other hand, the “nearly always and “often” choices were
considered as good practice or efficient (mean score> 4,) and other choices as negative practice

or inefficient (mean score<4).

Audio-recorded Amharic versions of the interview were translated to English and complete
transcripts of all interviews were prepared. The unrecorded interview notes were organized
immediately after the interviews. The thematic analysis used a deductive reasoning. Analysis
was started with predetermined codes to the data set and then find quotations that fit those
codes from the raw data set. The themes (three themes) used in this approach were created from
propositions that the researcher has developed. Quotes for the content of the theme were given:
quotes were designated as “PI” for Pharmaceutical Importers, and “LM” for LM. Three major
themes were identified: challenges of pharmaceutical’s port clearance; Implication of
challenges; and suggestions on how to improve the pharmaceutical’s customs clearance

procedure. The analysis was done manually.

4.10. Ethical Consideration

Ethical approval was secured from Ethics Review Committee of the School of Pharmacy,
Addis Ababa University (Ref. No. ERP/SOP/201/09/2020). An official letter of support was
sent and permission was obtained from ECC, EFDA, and EPSS, selected PI, local
pharmaceutical manufacturers and freight forwarding companies before actual commencement
of data collection. Informed verbal consent was sought from all respondents before enrolling
them into the study through providing information regarding the purpose of the study, why and
how they are selected and the importance of their participation in the study. During the consent
process, respondents was informed that they could withdraw from the study at any time during

the data collection process. Confidentiality and anonymity were maintained throughout the
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study by avoiding the use of personal identifiers. The transcribed documents were kept secured

only accessible to the investigator.

4.11. Operational Definition

Pharmaceutical: In this study particularly in pharmaceutical cleared from ECC section,

pharmaceutical refers to medicines (drugs) and vaccines for human use.

Freight forwarder (Clearing agent): A person issued with a custom clearing agent license,
including an employee of a declarant issued, by ECC, with a certificate of professional

competence in respect of customs clearance (WCO, 2006).

Customs: The Government Service which is responsible for the administration of Customs law
and the collection of duties and taxes and which also has the responsibility for the application
of other laws and regulations relating to the importation, exportation, movement or storage of
goods (WCO, 2006).

Custom clearance: The accomplishment of the Customs formalities necessary to allow goods
to enter home use, to be exported or to be placed under another Customs procedure (WCO,
2006).

Customs Clearance Lead time: amount of time (in days) from the moment that cargo arrives
at ECC customs station (BIA, KDP or MDP) until the moment it clears customs, and arrives at
the consignee warehouse (USAID/DELIVER PROJECT, 2014).

Custom procedure: All customs operations which carried out by the persons concerned and
by ECC in order to comply with customs law (WCO, 2006).

Custom station/office: Any place designated as customs office at the port of entry or exit of
goods, transit routes or customs area for the control of import and export goods or for the
accomplishment of customs formalities and collection of duties and taxes (WCO, 2006).

Release of goods: A procedure whereby goods under customs control are released for the
purposes declared (WCO, 2006).

Restricted goods: Goods for which the importation, exportation or transit is restricted unless

it is permitted by the competent authority in accordance with legal procedures (WCO, 2006).
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4.12. Researchers Position and Reflexivity

Researchers need to be reflective about their role in the study. It involves researchers’ reflecting
on their personal experiences with the subject under study and how their experiences might
shape their interpretations of the data (Cresswell, 2016). It makes the researcher's thinking
about personal and theoretical commitments visible and open to critical examination of the

research process (Kleinsasser, 2000).

The researcher is a pharmacist who is pursuing an MSc in health supply chain management.
He is currently working at an academic institution and has no prior experience in
pharmaceutical importing companies, in local manufacturing companies, ECC and EPSS.

Hence, Kls were free to express their views.

At the beginning of the study, the researcher had inadequate training in qualitative research
methods. He only took a research methodology course which covered introduction to
qualitative study design as part of fulfilling the MSc. Program. To minimize the impact on the
study, the researcher read extensively on qualitative study design including data analysis,
interpretation and presentation which allowed him to get acquainted with qualitative research.
Despite his effort, the researcher being novice in qualitative research designs could have

affected the overall research process and output.

The researcher being an Amharic speaker created a common ground for most Kis to freely
discuss in interviews. Furthermore, the direct, face-to face interaction that an interviewer
maintained with an interviewee allowed the researcher to gain deeper understanding of the

participants by creating an opportunity for clarification, and probing.
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5. Results

The result is divided into two sections: quantitative findings and qualitative findings. The

quantitative results are further divided into four sub-sections: Pharmaceutical cleared goods,

pharmaceutical customs clearance practices; customs clearance lead time; pharmaceutical

customs clearance challenges.

5.1. Quantitative Findings

5.1.1. Pharmaceutical Goods Cleared From ECC in 2019/2020

During 2019/20 F.Y., the ECC cleared pharmaceutical worth of $574,487,522. These

pharmaceutical were imported from 53 countries mainly from Europe (57.2% by value). EPSS
was the major importer (63%) followed by PI (19.7%) and LM (1.4%). Based on the mode of

transportation, almost three-fourths of the pharmaceutical products by value were imported by

air (73.1 %) and the rest by sea (26.8 %) (See table 3).

Table 3: Value of Pharmaceutical Cleared from ECC in 2019/20 F. Y.

Characteristics Value in USD % share
Category of product
Medicines 489,712,974 85.2
Vaccines 77,096,664 134
Raw materials 7,677,883.65 1.3
Continent of origin
Asia 236,654,436 41.2
Africa 2,918,734.38 0.5
North America 5,620,956.81 0.98
Europe 328,795,376 57.2
Australia 498,008.95 0.09
Imported by
EPSS 361,901,133 63
Pl 113,499,073 19.7
LM 7,932,644.25 14
Others 91,154,652 15.9
Mode of transport
Air freight  420,269,564.60 73.15
Sea freight 154,217,957.80 26.85
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5.1.2. Pharmaceutical Customs Clearance Practice

5.1.2.1. Background Information on Study Organizations and Socio-demographic
Characteristics of Participants

In this study, ECC, EFDA, EPSS central and 91 Pl and 7 LM participated in the study. The
median experience of pharmaceutical importers and local pharmaceutical manufacturers in the

business was 10 years (IQR=15), and 14 years (IQR=19), respectively.

A total of 281 respondents participated in the study making a response rate of 91.1%. The mean
age of participants was 33.8 years (Min=18, and Max=61). Most of them were men (59.1%)
and degree holders (55.2%). They had a mean experience of 4.3 and 7.9 years in their current

position and in total years of experience, respectively (see Table 4).

Table 4: Socio-demographic characteristics of respondents, March 2021 (n=281)

Characteristics Category n %
Age 18-30 105 374
31-40 134 47.7
41-50 29 10.3

>50 13 4.6
Gender Male 166 59.1
Female 115 40.9
Organization ECC 84 29.9
EPSS 12 4.3
Pl 91 324

LM 7 2.5
FF companies 87 30.9

Highest educational status 2nd high school 20 7.1
Certificate 6 2.1

Diploma 31 11
Degree 155 55.2
Masters and above 69 24.6
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5.1.2.2. Perception towards Applicability of Customs and Trade Facilitation Standards
in ECC

With regards to the applicability of customs and trade facilitation standards in ECC branch
offices, more than three-fourths of the participants agreed on the presence of a single window
service at the customs station (75.4%, 3.74). Nearly sixty percent of them said that the
document for import clearance is simple and clear to understand (57.3%, 3.51). On the other
hand, about 57.3% of participants disagreed with the notion that electronic manuals are
available to help users when a new system is implemented (57.3%, 2.65). The average time for
release and clearance of goods is not published consistently on a periodic basis (50.8%, 2.81).
Moreover, half of the respondents said no consultation is conducted between importers and the
government when there is introduction or amendment of trade-related laws, regulations and

administrative decisions of general application (43.3%, 2.84) (see Table 5).
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Table 5: Perception towards the applicability of custom and trade facilitation standards in ECC branch offices, March 2021
(n=171)

Statements Strongly Neutral Agree/strongly Mean

disagree/disagree agree

0, 0,
n (%) n (%) n (%)

The document requirement for import clearance is simple and 48(18.7) 25(14.6) 98(57.3) 3.35
clear to understand
The import clearance functional unit of ECC is adequately 45(26.3) 58(33.9) 68(39.8) 3.18
staffed with skilled personnel to deliver fast and quality
services
Customs and other border agencies accept copy of documents 27(15.8) 42(24.5) 102(59.6) 3.51
There are full operational risk management procedures in 36(21) 36(21.1) 99(57.9) 3.43
place
There is a single window service at custom stations 22(12.9) 20(11.7) 129(75.4) 3.74
There is enough information on required forms, documents 62(36.3) 43(25.1) 66(38.6) 3.07

and import procedures for custom agencies.

There is enough information on required forms, documents 51(29.8) 50(29.2) 70(41)) 3.11
and procedures for border agencies (EFDA).

Electronic manuals are available to help users when new 98(37.2) 21(12.3) 52(30.4) 2.65
system is implemented
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There is an appeal mechanism in place for customs matters
and other related laws.

54(31.5)

49(28.7)

68(39.8)

3.11

The average time for the release and clearance of goods is
published in a consistent manner on a periodic basis, for the
major custom offices.

24(14)

22(12.9)

45(26.3)

2.81

There is a difference in treatment of non-health and health
commodities concerning the separation of release.

45(26.3)

52(30.4)

74(43.3)

3.25

There is a difference of treatment of perishable and non-
perishable goods concerning the separation of release.

49(28.7)

50(29.2)

72(42.1)

3.17

There is cooperation between various border agencies
(EFDA) with clearly established roles and responsibilities.

63(36.8)

66(38.6)

42(24.6)

2.85

There is cooperation between various border agencies
(EFDA) on ground on both documentary and physical
control.

54(31.6)

57(33.3)

58(35.1)

3.04

There is clear information regarding custom valuation on the
custom website (there are clear rules and procedures
regarding classification and valuation of imported goods).

68(39.7)

43(25.1)

60(44.8)

3.00

There are consultations between importers and the

government when introducing or amending trade related laws,

regulations and administrative rulings of general application.

84(56.1)

45(26.3)

52(30.4)

2.84
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5.1.2.3. ECC Officers and FF Perception Difference on the Applicability of Customs and
Trade Facilitation Standards

An independent t-test was performed to test whether there was significant perception difference
on the applicability of selected trade facilitation standards by ECC officers and FF. Overall,
significant difference was observed between ECC officers and FF with respect the applicability of
trade facilitation standards in ECC. While the FF (M=2.817, SD=0.5)) disagreed to the opinion
that trade facilitation standards are being applied in customs, ECC officers (M=3.45, SD=0.7)
perceived many of trade facilitation standards to be applicable in custom stations of ECC, t(169)
= -6.807, p =.002, d = -0.63, 95% CI [-0.80, -0.445]. Wider ECC officers and FF perception
difference were observed in the areas of “Electronic manuals are available to help users when new
system is implemented” (ECC officers mean=3.34, FF mean= 1.97, p-value<0.0001); “There is
clear information regarding custom valuation on the custom website” (ECC officers mean=3.6, FF
mean= 2.43, p-value=0.015);” There are consultations between importers and government when
introducing or amending trade related laws, regulations and administrative rulings of general

application” (ECC officers mean=3.31, FF mean= 2.38, p-value<0.0001).

Other perception gaps were on “There is a difference of treatment of perishable and non-perishable
goods concerning the separation of release” (ECC officers mean=3.51, FF mean= 2.85, p-
value=0.003)”; The average time for the release and clearance of good is published in a consistent
manner on a periodic basis, for the major custom offices (ECC officers mean=2.85, FF mean=
2.17, p-value=0.022) (see Table 6).
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Table 6: ECC officer’s and FF’s perception difference on the applicability of trade

facilitation standards, March 2021(n=171)

Statement ECC officers FF t(df) p Cohen's
d

M SD M SD

The document requirement for import 357 114 313 0.967 0.917 0.340 0.44

clearance is simple and clear to understand

The import clearance functional unit of 326 117 312 075 23.723 <0.0001 0.14

ECC is adequately staffed with skilled

personnel to deliver fast and quality

services

Customs and other border agencies accept  3.45 1.068 3.57 0.85 3.492 0.063 -0.12

copy of documents with exception( based

on the type of good and or agency)

There are full operational risk management 3.4  1.06 3.46 0.87 6.511 0.012* -0.06

procedures in place

There is a single window service at custom 3.79 1.12 3.69 0.73 7.965 0.005 0.1

stations

There is enough information on required 3.45 1.1 271 0.98 1.77 0.184 0.74

forms, documents and import procedures

for custom agencies.

There is enough information on required 3.25 0.857 273 0.946 1.013 0.316 0.52

forms, documents and procedures for

border agencies (E.g. EFDA).

Electronic manuals are available to help 334 127 197 0.82 4155  <0.0001* 1.37

users when new system is implemented

There is an appeal mechanism in place for 34 108 27 092 1.488 0.224 0.7

customs matter and other related laws.

The average time for the release and 285 112 217 101 5.371 0.022* 0.68

clearance of good is published in a
consistent manner on a periodic basis, for
the major custom offices.
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There is a difference of treatment of non-
health and health commodities concerning
the separation of release.

3.64

1.04

2.88

0.95

3.133

0.079

0.76

There is a difference of treatment of
perishable and non-perishable goods
concerning the separation of release.

3.51

1.21

2.85

0.96

9.04

0.003*

0.66

There is cooperation between various
border agencies (e.g. EFDA) with clearly
established roles and responsibilities.

2.89

1.06

2.59

0.82

3.4

0.067

0.3

There is cooperation between varies border
agencies on ground on both documentary
and physical control.

2.82

0.856

2.68

1.14

10.108

0.002*

0.14

There is clear information regarding
custom valuation on the custom website. (
there are clear rules and procedures
regarding classification and valuation of
imported goods)

3.6

1.099

2.43

0.871

6.072

0.015*

1.17

There are consultations between importers
and the government when introducing or
amending trade related laws, regulations
and administrative rulings of general
application.

3.31

1.29

2.38

0.879

18.33

<0.0001*

0.5

*P-value less than 0.05 is considered significant
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5.1.2.4. Perception about Customs Best Practices

As far as custom best practice is concerned, a significantly higher percentage of respondents (93%)
reported that custom declarations could be submitted and processed electronically and online.
Besides, nearly 85% of them were aware that customs procedures require importers to use a
licensed customs broker to clear goods (84.2%). Additionally, one-thirds (29.8%) were not sure
whether or not pharmaceutical shipments would be released pending final clearance against the
accepted guarantee (See table 7).

Table 7: Respondents perception towards customs best practices, Addis Ababa, Ethiopia,
March 2021(n=171)

Statement Yes No N/A I don’t
know
Customs declarations be 159(93) 8(4.7) 1(0.6) 3(1.8)

submitted and processed
electronically and on-line

Custom code require importers 144(84.2)) 27(15.8) - -
to use a licensed customs
broker to clear goods

Customers able to choose the 110(64.7) 20(11.7) 13(7.6) 31(18.1)
location of the final clearance

of goods?

Pharmaceutical shipments can 83(48.5) 23(13.4) 15(8.8) 50(29.8)

be released pending final
clearance against an accepted
guarantee

30



5.1.2.5. Perception towards Efficiency of Customs Clearance Procedure

Concerning efficiency of customs clearance procedure, 40% of participants indicated having
transparent procedures always (36.3%, 3.03). On the other hand, the majority of them felt they

were not provided adequate and timely information when the regulation was changed (37%, 2.6).

Furthermore, more than one-thirds of the respondents stated imported shipments were rarely

cleared from customs as scheduled (35.2%, 2.94) (See Table 8).

Table 8: Perception towards efficiency of custom clearance procedure in ECC branch
offices, March 2021(n=281)

Statement Hardly Rarely ~ Sometimes Often Nearly Mean(xSD)
ever always
) ©) @ Y
1
@ N  n(%) n (%) ®)
n (%) n (%)
Imported shipments are 29(10.3) 70(24.9) 91(32.4) 71(25.3) 20(7.1) 2.9(1.095)
cleared and delivered as
scheduled
The custom clearance 35(12.5) 51(18.1) 93(33.1) 74(26.3) 28(10.0) 3.03(1.16)
procedure is transparent
The custom procedures of 23(8.2)  64(22.8) 92(32.7) 77(27.4) 25(8.9)  3.06(1.089)
other border agencies (E.g.
EFDA) are transparent
Received adequate and timely ~ 52(18.5) 97(18.5) 66(23.5) 43(15.3) 23(8.2) 2.6(1.1)
information when regulation
changed
Importers demonstrating high ~ 51(18.1) 54(19.2) 84(29.9) 77(27.4) 15(5.3)  2.83(1.17)

level of compliance receive
expedited clearance
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5.1.2.6. Difference in Respondent’s Perception of Efficiency of Pharmaceutical Customs
Clearance Process

Generally, the study showed a lower mean score for efficiency of custom clearance process (M=
2.85) evaluating the process as inefficient. The overall mean score for efficiency of pharmaceutical
custom clearance was 3.14, 2.45 and 2.97 for ECC officers, FF and Pharmaceutical importers,
respectively. One way ANOVA was computed and showed a significant difference among group
mean scores where ECC officers appeared to have a higher mean score as compared to FF and
pharmaceutical companies (P-value<0.0001) (see Table 9).

Table 9: Difference in respondent’s perception of efficiency of pharmaceutical customs
clearance process, March 2021(n=281)

Variable Mean F-score p-Value
score(xSD)
Place of work 22.738 0.000
ECC(n=84) 3.14(0.75)
FF(n=87) 2.45(0.657)
PI/LM/EPSS(n=110) 2.97(0.80)
Type of importer(n=110) 2.037 0.135
EPSS(n=12) 3.07(0.787)
LM(n=7) 2.88(0.712)
PI(n=91) 2.96(0.8)
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5.1.2.7. Source of Major Delays

Bureaucracy at port (60.8%) and missing or incomplete documentation (57.3%), inadequate
communication with stakeholders (52.6%) were identified as the most common sources of delay
in clearing pharmaceutical at port (see table 10).

Table 10: EPSS, Pl and LM's experience towards source of major delays, March, 2021
(n=110)

Port clearance delays due to Hardly Rarely Sometimes Often  Nearly
ever (1) (2 3) 4 always
n(%)  n(%) n (%) n (%) (5)
n (%)
Poor procedure by the supplier 23(20.9) 23(20.9) 43(39) 18(16.4) 3(2.7)
Bureaucratic delays at port 8(7.3) 17(15.5) 18(16.4) 43(39)  24(21.8)
Inadequate communication with 11(10) 6(5.5) 35(31.8) 37(33.6) 21(19)
stakeholders
Lack of human resource at your 38(34.5) 47(42.7) 14(12.7) 8(7.2) 3(2.7)
office
Missing or incomplete 22(20) 13(11.8) 12(10.9) 40(36.4) 23(20.9)
documentation
Lack of fund to clear goods 50(45.5) 21(21.7) 21(21.7) 9(8.2) 3(2.7)
Compulsory warehousing 38(34.5) 39(35.5) 21(19) 8(7.3) 4(3.6)
Pre-shipment inspection 44(40) 34(30.9) 10(9.1) 8(8.2) 14(12.7)
Marine time transport 26(23.6) 22(20) 35(31.8) 17(15.5) 10(9.1)
Criminal activities 75(68.2) 22(20) 7(6.4) 3(2.7) 3(2.7)

Solicitation of informal paymentsin ~ 57(51.9) 23(20.9) 13(11.8) 5(4.5) 12(10.9)

connection with logistic activities
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5.1.3. Customs Clearance Lead Time

Figure 4 depicts the average number of days required to clear pharmaceutical from customs. For
air cargo, on average, it took 13, 7.2, and 9.6 days to clear pharmaceutical from airport for EPSS,
Pl and LM, respectively. On the other hand, for sea shipments, it took 49, 8.2, 13.7 day for EPSS,
PI, and LM, respectively.

Customs clerance lead time in days

100

86

80

60

40

20

Number of days at port

Sea shipment Air shipment

Air shipment Sea shipment Air shipment

shipment

Private PI LM EPSS
Axis Title

Figure 2: Lead time for the clearance of Pharmaceutical shipped via air and sea, March 2021

5.1.4. Challenges at Customs Department in ECC

In this study, majority of the respondents agreed that frequent breakdown of the electronic
document lodging system (71.6%), followed by resolving issues related to valuation and tariff
queries(67.5%,) were the common challenges that face the customs department. In addition, they
cited not having empowered front-lines officers (67%), unprofessional attitude of customs
employees (56.3%), and lack of container handling equipment (55.9%) as challenges in dealing

with customs departments (see Table 11).
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Table 11: Challenges of pharmaceutical's custom clearance at ECC, March 2021(n=197)

Statements Strongly  Disagree  Neutral Agree Strongly
disagree agree
@) ) 3) (4) (%)
n (%) n (%) n (%) n (%) n (%)

Breakdown of electronic system for 11(5.6) 14(7.1)  31(15.7) 105(53.3)  36(18.3)
document lodging

Delays in processing lodged 11(5.6) 27(13.7) 44(22.3)  84(42.6) 31(15.7)
documents by custom officer.

Unpredictable penalties/charges 15(7.6)  41(20.8) 73(37.1)  46(23.4) 21(10.7)
Resolving queries on valuation and 5(2.5) 25(12.7)  34(17.3)  93(47.2) 40(20.3)

tariff HS codes takes longer
Lack of equipment to offload/ handle 13(6.6) 36(18.3) 38(19.3)  73(37.1) 37(18.8)

containers/cargo/

Post clearance audit 27(13.7)  46(23.4) 71(36) 38(19.3) 15(7.6)
Inadequate communication with 18(9.1)  31(15.7) 56(28.4)  71(36.0) 21(10.7)
importers on changes at custom

regulation

Corruption 22(11.2)  36(18.3) 72(36.5)  58(29.4) 9(4.6)

Unprofessional like attitude of custom 13(6.6) 29(14.7) 40(20.3)  83(42.1) 32(16.2)
officers

Disempowered frontline officer in 15(7.6) 17(8.6)  33(16.8) 104(52.8) 28(14.2)
decision making

Inadequate competence of custom staff ~ 10(5.1) 27(13.7) 65(33) 77(39.1) 18(9.1)

Incompatibility of computer system 28(14.2)  43(21.8) 63(32) 47(23.9) 16(8.1)
with that of stakeholders

5.1.5. Challenges at EFDA

With regards to challenges faced at EFDA, delays in inspection and compliance testing (69.5%)
was the major challenge. In contrast, taking samples bigger than the necessary (55.8%) was not a
challenge (see Table 12).

35



Table 12: Challenges of pharmaceutical's customs clearance at EFDA, March 2021 (n=197)

Statement Strongly  Disagree Neutral Agree Strongly
disagree agree
() ) 3) (@) (5)
n (%) n (%) n (%) n (%) n (%)
Delays in inspection and testing for 3(1.5) 15(7.6) 42(21.3) 96(48.7)  41(20.8)

conformance to standard

Inadequate competence and skills of 19(9.6) 53(26.9) 82(41.6)  37(18.8) 6(3)
EFDA staff

Taking bigger samples than necessary  38(19.3)  72(36.5) 47(23.9)  28(14.2) 12(6.1)

for testing

Inadequate laboratory facilities 8(4.1) 31(15.7) 101(51.3) 49(24.9) 8(4.1)
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5.2. Qualitative Findings
5.2.1. Socio-demographic Characteristics of Key Informants

Twenty eight Kls (23 from pharmaceutical companies, three from ECC, and two from EPSS were
interviewed. The majority of the participants were males between the age of 29 and 50 years, with

5 to 10 years of work experience (see Table 13).

Table 13: Socio-demographic characteristics of Kls, March 2021(n=28)

Characteristics Category N (%)
Gender Male 20 (71.4)
Female 8 (28.6)
Age group (in 25-30 6 (21.4)
years) 31-35 10 (35.8)
36-40 6 (21.4)
>40 6 (21.4)
Work Experience 5-10 12 (42.9)
(in years) 11-15 10 (35.7)
>16 6 (21.4)
Work area Pharmaceutical companies(Pl and LM) 23 (82.1)
EPSS 2(7.2)
ECC 3(10.7)

5.2.2. Key Informants Opinion on the Challenges of Pharmaceutical Customs Clearance

For the analysis and interpretation of Kl's opinion, a manual thematic analysis using a deductive
approach was followed under three major themes. The three major themes were challenges of
pharmaceutical’s port clearance; Implication of challenges; and suggestions on how to improve

the pharmaceutical’s customs clearance procedure.
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Theme 1: Challenges Related to Pharmaceutical’s Port Clearance

Participants attributed the cause of prolonged custom clearance procedures to several challenges
related to ECC and EFDA. The most common challenges from ECC were identified as competency
gaps in customs employees, system interruption, valuation issues, poor pharmaceutical handling,
and a shortage of handling equipment at the port. From the EFDA's perspective, the challenges
were inspection delays, bureaucracy, and poor professional mix. Specific challenges substantiated

with Kils quotation is presented below.

Challenges Related to ECC

Participants reported that customs employees lack the required technical knowledge,

competencies and skills about the items they handle.

"The professionals assigned to the position are social science (management or accounting
or marketing) graduates, who do not have enough knowledge about pharmaceutical. For
example, they do not differentiate pharmaceutical based on their strength, dosage form,
brand, or generic nature, or even between manufacturer and license holder. It's obvious
that you will suffer if your case is being processed by someone who doesn't have the know-

how.” (Male, 14 years of experience, LM)
Another respondent added

“Because the pharmaceutical and medical equipment custom clearance unit is not being
led by professional who is knowledgeable about them, the agency is facing a huge
challenge. I don’t expect individual working in the ECC who have a background of
banking and insurance or accounting to have detail knowledge about pharmaceutical.
Instead, why not assign pharmacists or laboratory scientists to the position? ’(Male. 15

years of experience, EPSS)
They also pointed out that customs officers lack how to handle customers.

"They always see us (customers) like a thief or cheater. They treat us " skeptically ””

(Male, 10 years of experience, PI)

Respondents also explained that pharmaceutical are being treated like any other good, they

hardly get priority.
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“Although they say priority is given for pharmaceutical, we haven 't seen priority on
board” (Male, 8 years of experience, PI)

Almost all participants faced system (Ethiopian Custom Valuation System [ECVS]) related
challenges such as interruption, and delay.

” There is a problem with the so-called 'system." Even in the event of an emergency,
customs officers say that your document is trapped by the system (Male, 5 years of

experience, EPSS).
Custom officers also witnessed that

“The biggest and most significant challenge is system interruption and power outage.”(F,

24 years of experience, ECC)

Many participants stated that there is a problem with the custom valuation system. The tax levied
is not based on the invoice submitted by the supplier. In addition, it lacks consistency between

similar medicines imported from the same country and the same supplier.

"Although we submit a commercial invoice that we have received directly from the
manufacturer, we are taxed on the basis of the Google reference price. The reference price
and the supplier price are completely different, not even comparable.”(Female, 8 years of

experience, LM).
One respondent said

“Customs officers take the highest price from the Custom Database (CD) when they levy
tax on a particular medicine even though it has a different country of origin from the
reference. The dispute starts here, which could take up to six months and cause a huge
delay” (Male, 14 years of experience, Pl)

One respondent added

"Two or three importers may import products from a single supplier. While others are
taxed based on an invoice, | might be asked to pay extra. There is a variation depending

on the custom officer positioned there. If they are not well-experienced and especially
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newly assigned, to protect themselves from under-invoicing suspicion, they shall levy the

highest tax.” (Male, 20 years of experience, PI)
One respondent from local manufacturer claimed that

"The exempt tax is irrelevant; it does not take into account the sector and the overhead

costs that we incur”. (Male, 15 years of experience, LM)

Customs officers responded that the electronic system (ECVS) managed at the head office level is
the primary source of data and pricing, on which they rely. They agreed that the levied tax could

vary depending on customs officer expertise and personal judgment.

“Because we have one data source, the ECVS, a centralized system managed at the head
office level, the valuation method used at all custom stations is similar. It has a
consolidated price for all products, which we all use as a reference. The issue with

importers is that they do not submit true invoices.”’(Female, 13 years of experience, ECC)
Another customs officer replied

“We compare the invoice price with ours in the database. In the case of products with
multiple prices from a single country of origin, we may accept or reject the invoice price.
This varies depending on one's understanding; here, experience plays a crucial role in

making a better decision. If you are unsure of what to do, you may charge a higher duty.’
(Male, 14 years of experience, ECC)

Participants highlighted another major challenge, which is poor handling of imported
pharmaceutical shipments at port in terms of non-compliance with storage requirements and
exposure to direct sunlight and rain, which compromises the quality and effectiveness of

pharmaceutical.

“I don’t think there is a well roofed and enough storage area at the port. There were
incidents in which our consignment was exposed to rain and spoiled.” (Male, 14 years of

experience, PI)
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One respondent added

"Temperature sensitive biological products are not stored as per their specific
requirements. After being unloaded from the cargo, they are left on the port street for 2 to
3 days without being refrigerated. You can judge how much potency or efficiency it will

have when it reaches the hands of the public." (Male, 15 years of experience, EPSS)

In addition, respondents noted that locating the shipments (the shipment may not be found at that

given location) from the airport cargo takes days. This will result in delay in inspection.

"EFDA inspectors say they have not been able to locate the pharmaceutical shipment in
the specified place at the Airport cargo and leave without inspecting it. This prolong the

custom clearance process.” (Male, 5 years of experience, EPSS)
Participants reported there is poor collaboration between ECC and EFDA.

“There is poor cooperation between EFDA and ECC. For example, sometimes customs
officers request the import permit as new that we obtained from EFDA after going through
the necessary steps. Due to such reasons, there have been incidents that we have gone
back and forth between the two offices due to miscommunication between them. Female,

10 years of experience, PI)

Respondents also pointed out shortage and frequent out-of-service of loading and unloading
cranes and forklifts for sea transport. This causes delay in the custom clearance process.

"There are a limited number of container lift cranes in Modjo dry port, and they are
sometimes out of service. Because of this, there will be a delay.” (Male, 12 years of

experience, PI)

Challenges Related to EFDA
Participants indicated that the EFDA port officers are bureaucratic and often serve through

informal means of communication.

“There is a technical incompetence. Besides they are bureaucratic, for example, while they
could access Certificate of Registration (COR), Market Authorization Certificate (MAC)
and Purchase Order (PO) online, they ask you to bring those documents for every import

transaction. They're still on the manual system, they haven't moved to the online system.

41



This could lead to a delay of 4-5 days in the clearance of imported shipments.” (Male, 8

years of experience, Pl)
One respondent added

“At port the work is done through informal way of doing business like personal connection,

friendship and other means” (Male, 14 years of experience, LM)

Some participants argued that there is a high turnover of experienced EFDA officers and

substitution with less experienced officers.

"Every time there's turnover of staff at EFDA port offices. New officers replace experienced
professionals. Since the new officers have no work experience, they must read every
directive and every law and try to implement it as much as they can. The customs clearance
activity requires flexibility, subjective judgment based on the procedure and previous
experience. If not, it's going to be impossible to run business." (Male, 12 years of

experience, PI)

Most of the participants agreed that there would be a delay in the inspection of the imported
shipment and the release of the port clearance permit. They also stressed the loss of import

documents submitted to the EFDA Port Offices as a request for inspection. “

"EFDA has been conducting consignment tests for the last two to three year (sample will
be taken from each batch of imported pharmaceutical and tested to the standard). This
process takes a long time, sometimes up to six months. Unless and until the test results are
received, the agency will be unable to distribute the pharmaceutical. This raises the issue

of shelf life and lead time (to reach the patient).” (Male 15 years of experience, EPSS)
One respondent added

"The document may be lost during inspection. In this case, the document must be re-
collected and re-submitted. This will prolong the custom clearance process and expose you

to demurrage costs.” (Male, 5 years of experience, EPSS)

Some participants argued that there is a poor professional mix in the EFDA port offices indicating

absence of multi-disciplinary work.
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"There is a problem with the professional mix that fails to consider the nature of the
product (laboratory reagent and medical equipment). Most of the positions are filled by
pharmacists; it’s rare to meet a lab technician or a biomedical engineer.” (Male, 24 years

of experience, PI)
Another respondent added

"We're having trouble availing spare parts for previously imported medical equipment.
This is because the positioned professionals lack the specific knowledge and capacity

required.” (Male, 20 years of experience, Pl)

Theme 2: Implication of Challenges in PI/LM and EPSS Operation

Participants reported disruption of supplies and losing market as a result of delayed customs
clearance procedure. They explained that another importer who imports the same product will take

the market share.

“You lose market opportunities, in particular for products that have been missing from the
market for a while. Another importer brings the product and take advantage of the market

share." (Male, 5 years of experience, PI)
Another responded added

“The patient is expecting the medicine! You must complete the customs clearance process
and deliver it as soon as possible. The longer the pharmaceutical shipment is held up in
customs, the less likely the patient will receive the medication and be cured.” (Male, 10

years of work experience, PI)

Incurring additional costs in the form of demurrage and penalty payments are another implication
of challenges faced at ECC and or EFDA.

“As the customs clearance is delayed, importers are exposed to demurrage which is an
additional expense to the landing cost of medicine, resulting higher price than the market
price. This ultimately affects your competitiveness with other pharmaceutical importers.”

(Male, 5 years of experience, PI)

Another respondent added
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“There is no doubt that the agency incurs significant costs in terms of demurrage,
transportation and container rent, and that most of these costs are added to the product
price, making it expensive. Sometimes the price of the private market outbids us.” (Male,

15 years of experience, EPSS)

Some of the participants claimed that, whenever there is a dispute over the valuation of imported
shipments, the customs clearance procedure will be delayed. This will impact the profitability of

the company as it relates to working capital.

"When high taxes are levied on your shipment, you need the courage to deal with the
customs office and win the case. Until then, a lot of money will be tied up. This results in a

serious shortage of working capital.” (Male, 14 years of experience, PI)

Participants from the local pharmaceutical manufacturer also explained that the challenges faced
by customs clearance will cause disruption and congestion in the production plan. This will result

in delays in production and loss of waiting customers.

“Arranged plans will be affected by prolonged customs clearance. There will be delays in
work activities and failure to move according to the plan. You're not going to achieve a

monthly target that ultimately causes a huge loss. (Male, 14 years of experience, LM)
Another respondent added

“Failure to deliver the medicine to EPSS and the private market on time.” (Male, 11 years
of experience, LM)

Theme 3: Suggestions on How to Improve Pharmaceutical Customs Clearance
Procedure

Participants provided various suggestions to improve the pharmaceutical customs clearance
process. They suggested that ECC must hire professionals who are relevant to the sector, taking
into account the distinctive nature of imported shipments. In addition, the on-going capacity-
building mechanism for professionals must be established through training, guidance and

experience sharing, especially for newly appointed officers.
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"Since there would be a lot of disputes, competent staff must be hired and their competence
must be continually enhanced. It would also be better if there were follow-up from the

higher official." (Male, 14 years of experience, PI)
One respondent added

"EFDA, in collaboration with ECC, must provide training to customs officers on the
pharmaceutical nature, such as strength, dosage form and proprietary.” (Female, 10 years

of experience, PI)

They indicate that professionals working in ECC and or EFDA has to do their job professionally
by being accountable and responsible. In addition, participants stressed that it’s better if they show

friendly approach and create smooth working environment.

"It would be better if the professional could fulfill his/her responsibilities. In addition, they
must provide service as per the procedure in which everyone is equally served by avoiding

partiality. (Female, 8years of experience, LM)

They also underlined the importance of consultation between ECC, EFDA and the importers or
agents prior to the new regulation or law coming to an effect. They also proposed
guidelines/directives to be flexible for amendment.

"It would be better if they could ask for our opinion and concern, share the draft and
prepare a panel for discussion before the adoption and implementation of new rules and

procedures.” (Male, 24 years of experience, PI)

Most of the participants stressed the valuation technique used by customs to charge tax and other
customs duties on the basis of the invoice submitted by the manufacturer/supplier. They also
emphasized that the customs office to update the prices in the Customs Database (CD) more

frequently.

“Customs CD (price) should be updated on a regular basis. If that is the case, there will
be no price fluctuations and there will be no unnecessary disputes.” (Female, 10 years of

experience, PI)
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Respondents underlined increasing the number of handling equipment (cranes and forklifts) and
providing timely service. They also suggested ECC to consider outsourcing (partially or fully) the

loading and unloading service to the private sector.

"Planned Preventive Maintenance (PPM) and timely service for container lift cranes must
be provided. It will keep the equipment operational and reduce down time. (Male, 12

years of experience, PI)
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6. Discussion

This study attempted to characterize pharmaceutical goods cleared from ECC in 2019/2020 G.C.
It also assessed the applicability of trade facilitation standards, best practices in customs, and the
efficiency of the customs clearance processes. Furthermore, the present study tried to identify

challenges faced by EPSS, PI, and LM in dealing with pharmaceutical’s customs clearance.

In this study, medicines accounts for a significant percentage of the total import value followed by
raw materials. A similar finding was observed in a Tanzanian study, where medicinal products
accounted for 91% of the imported value and raw materials accounted for <1% (Wande et al.,
2019). This figure demonstrates that Ethiopia heavily rely on import for its pharmaceutical need
(MOI and MOH, 2015)

More than half of the imported pharmaceutical by value were sourced from European countries
(53%). In other studies, conducted in African countries like Uganda, Kenya and Tanzania, a higher
percentage of medicine were imported from Asian countries (India and China) (UNIDO, 2009a,
2009b; 2011; Wande et al., 2019). In the present study, the presence of vaccines could explain a
higher percentage of pharmaceutical imports from Europe, as they account for 10% of total import

value and are primarily imported from European countries.

In the present study, EPSS is the biggest importer of pharmaceutical followed by private Pl and
other sector importers. On the other hand, in Tanzania private sector is the major importer of
pharmaceutical (Wande et al., 2019). In this study, the largest share being taken by EPSS could be
seen as a greater opportunity for sustainable supply of essential pharmaceutical to public health

institutions, resulting in improved availability.

Concerning the applicability of customs and trade facilitation standards, the majority of
participants indicated the implementation of electronic single window service in customs stations
of ECC. ACOMESA report showed that the electronic Single window service has been operational
in eight member states (COMESA, 2017). The implementation of a single window service could
be viewed as a great initiative because it contributes significantly to lower customs operation costs,

faster clearance times, and overall simplicity (European Commission, 2015).

On the other hand, lack of cooperation between national i.e. EFDA and ECC and cross border

agencies in both documentary and physical control. This is supported by the study's qualitative
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findings, in which participants from PI claimed poor collaboration between EFDA and ECC. Other
studies in Ethiopia also revealed similar results, indicating a lack of proper cooperation among
border agencies (Bireda, 2018; Lemma, 2018; Muktar, 2019; Yigletu, 2020). This not only causes
delay of clearance time delays (COMESA, 2017) but also leads to duplication of effort and an
increased costs of imported pharmaceutical (Ojala and Celebi, 2015; Yigletu, 2020).

In addition, electronic manuals are not available whenever a new system is implemented. A similar
finding was reported in Nigeria, Ghana, and Morocco, making import and export methodology

time-consuming (Dare et al., 2019).

Unlike ECC officers, the majority of FF participants in this study disagree that consultations
between importers and government occur when new or amended trade-related laws and regulations
are enacted. This is consistent with a previous study conducted in Ethiopia of importers and
customs clearing agents, which showed that half of the respondents were dissatisfied with the
availability of a proper consultation and awareness creation forum (Minwagaw, 2016; Muktar,
2019). Preparing discussion platforms between importers/ their agents and the government prior
to the implementation of new customs or trade-related legislations may encourage voluntary

compliance and improve trade facilitation efforts (Kassahun, 2014).

Submitting and processing customs declarations electronically and on-line, and enforcing
importers to use a licensed customs broker to clear goods, are considered as best practices. This is
obviously due to the fact that Ethiopia has implemented an electronic single window service since
April 2020, and declarations are now made electronically and online (Ethiopian Single Window
for Trader, 2020). Second, Ethiopian customs regulations necessitate the use of a customs clearing

agent to have import items cleared (ERCA, 2017).

In terms of the efficiency of the customs clearance procedure, the majority of participants rated
that the customs clearance procedure was often or nearly always transparent. In line with the
current finding, the LP1 2018 report revealed that the majority of respondents (60%) from Sub-
Saharan Africa stated that customs clearance was frequently or nearly always transparent (Arvis
et al., 2018a). This could be viewed positively as transparency entitles importers to fully
comprehend the condition of imports and their constraints, as well as to gain an accurate picture
of potential costs (WCO, 2016)
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In addition, imported shipments are rarely or hardly ever cleared and delivered as scheduled. This
is consistent with Modjo dry port’s findings (Dare et al., 2019). This implies as pharmaceutical
shipments are delayed in reaching health facilities and, ultimately, patients. More to that, the longer
they remain in the customs station, the greater the risk of damage and quality compromise as a

result of exposure to extreme temperatures and mishandling (Lemma, 2018).

Importers and LM hardly ever receive adequate and timely information when regulation is changed
as reported in the previous study conducted in Ethiopia (Muktar, 2019; Mekonnen, 2020).
Similarly, a Myanmar trade survey report found that only 13% of importers said they nearly always
receive adequate information (Asian Development bank, 2017). This may have a negative
implication because a sudden change in regulations on clearance of consignment that importers or
their agents are unaware of can seriously erode predictability and negatively impact importers'
transactions (WCO, 2016).

In terms of lead time, this study showed that it took 7.6 days for Pl to complete the customs
clearance process of a pharmaceutical consignment, while it took 9.6 days and 13 days for LM and
EPSS when the consignment was imported via airfreight, respectively. For imports transported
through sea freight, the number of days in cargo were an average of 8.2, 13.6 and 49 days for Pl,
LM and EPSS, respectively. This average clearance time is longer than neighboring countries such
as Kenya, where it was 4 hours and 29 minutes, and Djibouti, where it was 14 hours and 27 minutes
(COMESA, 2017). In this study, the longer clearance time could be due to lack of coordination
among regulatory agencies, and duplication of efforts among them (Yigletu, 2020). The longer
clearance period observed in EPSS could be due to EPSS's in-house issues, such as a shortage of
warehouse space to store imported consignments and the existence of unsettled unpaid payments
to ECC by EPSS (ECC holds up subsequent shipments before the outstanding fees are
settled)(EPSS and R4D, 2021). The implication of longer clearance times could be in terms of
additional cost (demurrage costs, penalty payments) and increased import lead time affecting

timely arrival of goods.

When it comes to the challenges of pharmaceutical customs clearance at ECC, a breakdown of the
electronic system for document lodging is identified as the main issue which is supported by the

qualitative findings and a study conducted in Modjo dry port (Temesgen, 2020).

49



Another issue that the majority of respondents in the current study agreed on was the length of
time it takes to resolve valuation and tariff issues. Furthermore, the qualitative findings revealed
that there is a problem with the ECC valuation system, indicating that the tax and duty levied are
not invoice-based and lacks consistency. The majority of the interviewee complained that custom
officers by default choose the highest price when they levy tax. This result is in line with almost
all studies conducted in Ethiopia, which identified customs valuation as the most difficult area and
a major source of delay (Minwagaw, 2016; Bireda, 2018; Lemma, 2018; Dawit, 2019; Muktar,
2019; Temesgen, 2020). In this study, pharmaceutical importers were clear that any cost incurred
during the process is considered an expense and will be added to the landing cost of the medicine.
This scenario has the potential to significantly increase the price of imported medicines before
they begin their journey down the distribution chain, jeopardizing the product's affordability
(Banic and Stevens, 2015). This means that patients will have to face an additional financial burden

on the cost of imports (Dawit, 2019).

Another challenge faced in dealing with port clearance was a lack of adequate cargo handling
equipment such as loading and unloading cranes and forklifts in Modjo dry port causing longer
waiting times and delay in custom clearance process. This result is in line with a previous study in
Ethiopia, which found lower customer satisfaction with the adequacy and modernization of loading
and unloading equipment in Modjo dry port (Seid, 2014). Similar findings have been reported in
other countries (COMESA, 2017; Elferjani, 2017; Shanmugam, 2020). Adequate number of
handling equipment coupled with advanced technologies like Radio Frequency ldentification
(RFID) should be used to improve efficiency of handling activities (Politecnico et al., 2007) and
lower waiting times, minimize risk of damage and loss of cargo as well as decrease port congestion
(Shanmugam, 2020).

Aside from the challenges discussed in the quantitative section of the finding, participants who
were interviewed raised additional concerns. According to the interviewee, poor handling of
pharmaceutical consignments and exposure to unnecessary storage condition was also mentioned
as another challenge while dealing with customs clearance. Another study conducted in Ethiopia
among private importers discovered that pharmaceutical are being exposed to less than required
storage conditions due to a lack of adequate equipment and facilities such as cold storage.
According to the same study, importers contribute to the mentioned challenge by importing
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temperature sensitive pharmaceutical in a standard container rather than an insulated one (Teklu,
2019). This has serious implications because it compromises the quality and efficacy of
pharmaceutical, especially vaccines and other temperature sensitive products (MSH, 2011).
Additional costs may be incurred to test the potency of the items and dispose of damaged or
obsolete products (MSH, 2011). In addition to shipping temperature sensitive pharmaceutical in
insulated containers, importers can overcome these bottlenecks by strictly following and enacting
customs procedures and proving their customs control and procedures are efficient and compliant
as Authorized Economic Operators (AEO) to gain faster access to certain simplified procedures
and, in some cases, the right to fast-track shipments through customs. Importers could also build
bonded warehouse to keep pharmaceutical goods with duty or import VAT payments suspended,
allowing them to maintain the essential handling and storage conditions the pharmaceutical items

require. .

With regard to challenges related to EFDA, more than two-thirds of participants (69.5%) agreed
on the presence of delay in inspection. Similar findings were also highlighted in the qualitative
findings. This finding is consistent with recent study conducted in EPSS which identified EFDA's
slow inspection process as the primary challenge delaying the subsequent clearance process (EPSS
and R4D, 2021). The finding is also consistent with a study conducted in Saudi Arabia, which
found that the inspection process was delayed and was dependent on the mood of the inspector
(Al-Haddad, Chuman and Kouki, 2021). This would add to the other challenges of custom
clearance and contribute to longer lead times and affect timely arrival of pharmaceutical

consignments.

6.1.Limitation of the study

The respondents were interviewed or filled the questionnaire (ECC officers) in the setup of the
facility. Therefore, the findings of the study could suffer from social desirability bias. This study
partly used a secondary data source and therefore, it may have suffered from the disadvantages
associated with such sources. This study used phone calls to interview some of the respondents
(due to the COVID 19 protocol at the time of data collection), which may have influenced the data
collection process (had it been a face-to-face interview, probing, maintaining an eye contact, and
clarifying questions could have been done better).
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7. Summary of study findings

Pharmaceutical worth of $574,487,522 are cleared from ECC in 2019/2020 physical
year. Majority of pharmaceutical were sourced from European countries by EPSS via
airfreight.

The overall mean score for customs and trade facilitation standards was 3.13(x0.6).
An independent t-test was performed and showed as significant perception difference
respondents where FF (M=2.817+0.5) perceived that most of trade facilitation
standards are not being applied on contrary to ECC officers (M=3.45£0.7).

The overall means score for efficiency of pharmaceutical customs clearance was 3.14,
2.45, and 2.97 for ECC officers, FF and PI, respectively. The computed mean score
was found to be 2.85, evaluating the clearance process as having low efficiency. One-
way ANNOVA was computed and showed that ECC officers had a higher mean score
as compared to FF and pharmaceutical importers.

For importers from all sectors (Pl, LM, and EPSS), it took an average of 10 days to
clear pharmaceutical consignments transported via air freight, and 23 days for sea
freight.

Respondents cited various ECC and EFDA challenges as the cause of the prolonged
customs clearance process. Some of the challenges in ECC custom station include gaps
in ECC employee competency, system interruption (eCMS and ECVS), gaps in
valuation system (not invoice based and inconsistent), and poor pharmaceutical
handling. EFDA's challenges were inspection delays, bureaucracy, and a poor

professional mix (lack of adequate laboratory technologists and Biomedical Engineer).
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8. Conclusion

Generally, participants perceived that most of customs and trade facilitation standards are not
being applied in ECC custom stations and that the customs clearance procedure for pharmaceutical
was inefficient. According to the findings, ECC officers have shown positive perception towards
the pharmaceutical customs clearance practice in ECC customs station as compared to FF, EPSS
and pharmaceutical companies. This study also identified that EPSS, PI1, and LM face delays and
additional cost as a result of interruptions in the electronic system (ECVS), issues with valuation
techniques, gaps in competence of front-line customs officers, and delays in inspection, and testing
for conformance to standard and that their operations are being negatively affected. Consequently,

patients are forced to bear unnecessary costs incurred due to the system inefficiency.
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9. Recommendations
The following recommendations are forwarded based on the findings of this study:

To ECC

e Should adopt and implement upcoming customs and trade facilitation standards timely to
simplify, modernize and enhance efficiency of the customs clearance process.

e Incollaboration with EFDA, it should provide on-the-job training for newly assigned customs
officers on the dynamics of pharmaceutical nature such as generic and branded formulations,
strengths, dosage forms, and packaging. Additionally, on-going capacity-building mechanism
for professionals must be established through training, guidance and experience sharing,
especially for newly appointed officers.

e There isaneed to complete and update the ECV'S towards a rich and diverse standard. It should
be developed according to the categories (country of origin, strength, and dosage forms), at
both the domestic and international levels, taking into account the nature of imported goods,
their value, and the number of importers and manufacturers. It is also suggested that the
customs office to update the prices in the Customs Database (CD) more frequently.

e Should consider rewarding and encouraging importers and stakeholders producing accurate
value declarations putting them in the enterprise priority custom clearance and providing
certificates of appreciation to motivate and educate them.

e ECC should provide consultation platforms and an appropriate time period for pharmaceutical
importers, manufacturers, and other interested parties to comment on proposed new or
amended laws and regulations governing the clearance and release of goods. Importers should
also be notified in advance before such changes take effect.

e ECC, in collaboration with airport agencies and the EFDA, must ensure that imported
pharmaceutical consignments are stored and handled in accordance with storage requirements,

particularly for those requiring special storage conditions.
To EFDA

o EFDA officers shall add reasonable flexibility to their work and provide a timely inspection
and conformance to standard tests to facilitate fast clearance and release of pharmaceutical

consignments.
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To EPSS, Pl and LM

e Should strictly adhere to and implement customs procedures, as well as continuously check
their customs control and procedures are efficient and compliant in order to gain faster
access to certain simplified procedures and the right to expedite shipments through
customs.

e Should use insulated containers, when importing temperature-sensitive pharmaceutical i.e.
Using such containers ensures that the required storage conditions are maintained during

shipping and even during their stay at the customs station.
To future researchers

e A similar study on pharmaceutical customs clearance practices using a prospective study

design would provide a complete picture of the situation.
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ANNEX’S: Data Collection Instruments

Annex I: Questionnaire for ECC Officers
Questionnaire
Addis Ababa University
College of Health Sciences
Department of Pharmaceutics and Social Pharmacy
Dear respondents, I'm a graduate student at Addis Ababa University, College of Medicine and
Health science. Currently, I’'m conducting a research entitled *“ Pharmaceutical’s custom
clearance practice at ECC”’ as a partial requirement for the award of Masters of science degree
in Health supply chain management. The purpose of this questionnaire is to gather data for the
proposed study, and hence you are kindly requested to assist the successful completion of the study
by providing the necessary information. Your participation is entirely voluntary and the
questionnaire is completely anonymous. | confirm you that the information you share will stay
confidential and only used for the aforementioned academic purpose, thus will not affect you in
any way. So, your genuine, frank and timely response is vital for the success of the study. | want
to thank you in advance for your kind cooperation and dedication of your precious time to fill this

questionnaire.
Sincerely Yours, Kaleab Taye

P.No= 0912941953
Email address: teezysam@gmail.com

Section I: Socio-demographic characteristics of respondents

1. Age (in years)

2. Sex
0 Male 0 Female
3. Educational status
o Diploma o0 Degree 0O Masters and above
4. Profession
5. Place of work
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o ECC Bole airport Branch

5. Current position

o ECC custom clearing officer

o Import custom clearing coordinator

6. Work experience in current position (in years)

7. Total work experience (in years)

o ECC Modjo dry port branch

Section I1: Applicability of international standards in custom clearance procedure of

=CC

Please read and respond to the following statements by ticking on one that best describes the
evel of your agreement, using the numbers 1-5 where 1 is strongly disagree and 5 is Strongly

\gree

Statements

Strongly

Disagree(1)

Disagree

)

Neutral

©)

Agree
(4)

Strongly
agree (5)

The document requirement for
import clearance is simple and
clear to understand

The import clearance functional
unit of ECC is adequately staffed
with skilled personnel to deliver
fast and quality services

Customs and other border
agencies accept copy of
documents with exception( based
on the type of good and or

agency)

There are full operational risk
management procedures in place

There is a single window service
at custom stations

There is enough information on
required forms, documents and
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import procedures for custom
agencies.

There is enough information on
required forms, documents and
procedures for border agencies
(E.g. EFDA).

Electronic manuals are available
to help users when new system is
implemented

There is an appeal mechanism in
place for customs matter and
other related laws.

The average time for the release
and clearance of good is
published in a consistent manner
on a periodic basis, for the major
custom offices.

There is a difference of treatment
of non-health and health
commodities concerning the
separation of release.

There is a difference of treatment
of perishable and non-perishable
goods concerning the separation
of release.

There is cooperation between
various border agencies (e.g.
EFDA) with clearly established
roles and responsibilities.

There is cooperation between
varies border agencies on ground
on both documentary and
physical control.

There is clear information
regarding custom valuation on the
custom website.( there are clear
rules and procedures regarding
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classification and valuation of
imported goods)

There are consultations between
importers and government when
introducing or amending trade
related laws, regulations and
administrative rulings of general
application.

Section 1V: Efficiency of custom clearance procedures

Please read and respond to the following statements according to your experience , using the
wmbers 1-5 where 1 is hardly ever, 2 is rarely, 3 is sometimes, 4 is often and 5 is nearly

ilways.

Statements

Hardly
ever(1)

Rarely
)

Sometimes

©)

Often
(4)

Nearly
always(5)

Are imported shipments cleared
and delivered as scheduled?

Is the custom clearance procedure
transparent?

Is the custom procedures of other
border agencies (e.g. EFDA)
transparent?

Do you receive adequate and
timely information when
regulation change?

Do importers demonstrating high
level of compliance receive
expedited clearance?
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Section V: Please evaluate the following statements regarding customs

Statement Yes No N/A Do not
know

Can customs declarations be submitted and
processed electronically and on-line?

Does custom code require importers to use a
licensed customs broker to clear goods?

Are customers able to choose the location of the
final clearance of goods?

Can pharmaceutical shipments be released
pending final clearance against an accepted
guarantee?
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Annex I1: Questionnaire for Freight forwarders
Addis Ababa University
College of Health Sciences
Department of Pharmaceutics and Social Pharmacy
Dear respondents, I’'m a graduate student at Addis Ababa University, College of Medicine and
Health science. Currently, I'm conducting a research entitled “ Pharmaceutical’s custom
clearance practice at Ethiopian Customs Commission’’ as a partial requirement for the award of
Masters of science degree in Health supply chain management. The objective of the study is to
evaluate the pharmaceutical’s custom clearance practice in Ethiopian Customs Commission
(ECC), and explore enabling factors and challenges associated with custom clearance. The purpose
of this questionnaire is to gather data for the proposed study, and hence you are kindly requested
to assist the successful completion of the study by providing the necessary information. Your
participation is entirely voluntary and the questionnaire is completely anonymous. | confirm you
that the information you share will stay confidential and only used for the aforementioned
academic purpose, thus will not affect you in any way. So, your genuine, frank and timely response
is vital for the success of the study. | want to thank you in advance for your kind cooperation and

dedication of your precious time to fill this questionnaire.
Sincerely Yours, Kaleab Taye

P.No= 0912941953
Email address: teezysam@gmail.com

Section I: Socio-demographic characteristics of respondents
Age (in years)
Sex
[ |Male | |Female
Educational status
DCertificate D Diploma D Degree D Masters and above

Current position
Private pharmaceutical import transitor
D Local pharmaceutical manufacturer transitor
|| Freight forwarder
Work experience in current position (in years)
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Total work experience (in years)

Section I1: Applicability of international standards in custom clearance procedure of

=CC

Please read and respond to the following statements by ticking on one that best describes the
level of your agreement, using the numbers 1-5 where 1 is strongly disagree and 5

is Strongly agree

Statements

Strongly
Disagree(1)

Disagree

@)

Neutral

(3)

Agree
(4)

Strongly
agree

()

The document requirement for import
clearance is simple and clear to
understand

The import clearance functional unit
of ECC is adequately staffed with
skilled personnel to deliver fast and
quality services

Customs and other border agencies
accept copy of documents with
exception( based on the type of good
and or agency)

There are full operational risk
management procedures in place

There is a single window service at
custom stations

There is enough information on
required forms, documents and import
procedures for custom agencies.

There is enough information on
required forms, documents and
procedures for border agencies (E.g.
EFDA).

Electronic manuals are available to
help users when new system is
implemented

There is an appeal mechanism in
place for customs matter and other
related laws.

The average time for the release and
clearance of good is published in a
consistent manner on a periodic basis,
for the major custom offices.

There is a difference of treatment of
non-health and health commodities
concerning the separation of release.
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There is a difference of treatment of
perishable and non-perishable goods
concerning the separation of release.

There is cooperation between various
border agencies (e.g. EFDA) with
clearly established roles and
responsibilities.

There is cooperation between varies
border agencies on ground on both
documentary and physical control.

There is clear information regarding
custom valuation on the custom
website.( there are clear rules and
procedures regarding classification
and valuation of imported goods)

There are consultations between
importers and government when
introducing or amending trade related
laws, regulations and administrative
rulings of general application.

Section I11: Efficiency of custom clearance procedures

Please read and respond to the following statements according to your experience , using the
wmbers 1-5 where 1 is hardly ever, 2 is rarely, 3 is sometimes, 4 is often and 5

s nearly always.

Statements

Hardly
ever(1)

Rarely
)

Sometimes

(©)

Often
(4)

Nearly
always(5)

Are imported shipments cleared and
delivered as scheduled?

Is the custom clearance procedure
transparent?

Is the custom procedures of other
border agencies (e.g. EFDA)
transparent?

Do you receive adequate and timely
information when regulation change?

Do importers demonstrating high
level of compliance receive
expedited clearance?
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Section 1V: Please evaluate the following statements regarding customs

Statement Yes No N/A Do not
know

Can customs declarations be submitted and
processed electronically and on-line?

Does custom code require importers to use a
licensed customs broker to clear goods?

Are customers able to choose the location of the
final clearance of goods?

Can pharmaceutical shipments be released
pending final clearance against an accepted
guarantee?

Section V. Challenges at custom department

Which of the following challenges do you face while dealing with custom department? Please read and
indicate your level of agreement to the following statements according to your experience , using the
numbers 1-5 where 1 is strongly disagree, 2 is disagree, 3 is neutral, 4 is agree and 5 is strongly
agree.

Statement Strongly | Disagree | Neutral | Agree | Strongly
disagree(1) 2 3 4 agree
)

Breakdown of electronic system for document
lodging

Delays in processing lodged documents by
custom officer.

Unpredictable penalties/charges

Resolving queries on valuation and tariff HS
codes takes longer

Lack of equipment to offload/ handle
containers/cargo

Delays in bond cancellation

Post clearance audit

100% verification of goods

Inadequate communication with importers on
changes at custom regulation

Corruption

Un-business like attitude of custom officers

Disempowered frontline officer in decision
making

Inadequate competence of custom staff

Incompatibility of computer system with that
of stakeholders

Please mention if there are any other challenges in custom clearance of pharmaceutical
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Section V1. Challenges at Ethiopian Food and Medicine Authority (EFDA)

Vhich of the following challenges do you face while dealing with EFDA? Please read and indicate your
evel of agreement to the following statements according to your experience , using the numbers 1-5
vhere 1 is strongly disagree, 2 is disagree, 3 is neutral, 4 is agree and 5 is strongly agree.

Statement Strongly Disagree | Neutral | Agree | Strongly
disagree(1) | (2) 3) @ agree
(5)

Delays in inspection and testing for
conformance to standard

Inadequate competence and skills of EFDA
staff

Taking bigger samples than necessary for
testing

Inadequate laboratory facilities

Please mention if there are any other challenges in custom clearance of pharmaceutical
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Questionnaire for Freight forwarders (Amharic Version)

A&.0 ANN RLACA L
MA9°T MT ALTH hAE

4CMNALELAN AT NAA ARYN FI°UCT h&A

@8 +AFLPTFT AL NABA ANN RLACAL T NAATCT DAS AT NMT ALTN AT 4CTMARELAN AT
AAA ARTN TIUCT N&A PEULS +PLd +a92 17 = NALF M@ NMST A2CNT ATNAT AN+8EC
“ Pharmaceutical’s custom clearance practice at Ethiopian Customs Commission’’ N4 CON
pagar-p Mgt ALCIAU = PG+ GATY NAFEXP PHIPLA NAYRY (ECC) ™A PORL LY
ADMM AGRET dDIGRIID AG K(y IC +LLHD PO M. U1+PTY AT +918CHFY doanpan(,
10~ PHU PMEP GAM AFAND- mGTF aoZE ANAN 1@ NATPII® ANLAL TOLEPTT
NAAMT MG+ N+AN UbF ATEMTPP AT8L8. NFURT +MEPPA = PACAP +ATE dp
Na™i NSLATF 1@ ATID OMBR AA AMLPY+ PHMNP 100 P17 F M- AL EPT
NAAMC PSR AT A+MPND- PHIRUCT GATY NF a9 PIATIA DAL NTRTIR ARY7L ACNP
AR +ROF APACEIR = NAHY T FRNAG T 948 AT @PFP TRAR AMG+ NN ANLAT 10> =
BUTY OMES ATRATAT AA @8 THP NA 29 FNNCP AT NA TPAMP AN LR ATRATT
REAIAL =

nNAATR S JC

PARN F6&

P.Ne= 0912941953

A= teezysam@qgmail.com
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NEA 1 P+HAFLPT MUNSR AT NT-UHNE NULLT

1.
2.
3.

5.
6.

AET, (NACDY)

9 [Jove [ ]ax
PTIRUCT £4E

[ orens 2 M

Phe BCA

[ 1p974 ap ULt ANAREH, ANFAAL
[lpaoeyst 4Neh A+HAAL
Lergoen antade

s |

PN ATRE ALY NARF PG BCA (NATRHE)

AMPAL PN AGRE (NATRE)

agiIh &G hH NAR

N&EA: e LULTT N, AP AOMT NINCYT NAAT A& LLEPTF AIRC NLTR
ANDEY P h+ATT ACE+ 11C ATNN®- PACAT AAAhhT e+AA P 7ARM-7Y
PhPI°M::

1.

1 MATF N&6-9° AANTITIT 2. AANTITRID 3 TAA+S

4. AhTTAL-5. NR,7N ANTITHAD-

+.¢

an o) A\ sk,

n&e-7
hANT ™

hAhM

ANTMMAU-

nem,1n
KM MAU-

AN AP ADMMAD P MPPM- (78 PAA AT
AR/ 8T 9100 1M

PAFTEEP F924N A AT(A D) PN, AP
AOMD A&A N AUAT NAFE NP

NATD PPF P+HqPA M- £ MY AT D4F PAD-

A4 F ACPAMT

F9R¢h AT PEINC AETAPT NT A1AFT
LPNAK::
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ae NA g +NER P PNIF AmmA
AN&C (risk management procedure) NAFN
AA::

NATRN PATE APANT AT41ATF AA::

AT NMPNLAT £CTPFT N1AT A8 U9
NN, AP AOMMD AINCAT AL Nk dBZE AA:

AN ANGC AHLI +MPm a7 PRl
(PT.PIH) AARTCLA MEPAT (electronic

manuals) Anv::

NFI°GA AT N+ARANL UIT AR $43 AFC
£21N% a®MPP P PNTA ANG-C AA:

P L ULTY ATYD-MTF AT ATHINADP
NATHNL PR BM-7 ASF NPLHM- N°TAS
+pgom A::

10.

PMS AT MS-70 LALF M, ALPT hDMM
NINCAT AL ARTT A::

11.

NPAX ANAR P FA ASLPT NAAT ASPT
P+AP PN AP AOMM NINCYT AA::

12.

N+ALR PEINC AETIAPT (FPAA:-
PATERP LY 1F 2L NANAMT)
ahna N°148 N+Pd®Mm T AT YALT1FFO-
TNNC AA:

13.

N+APLR PEINC AL TIAPT NTIINC AL PPA
NAYE AT NANAP @M AL FNNC AA:

14.

PERIPENT PI AMMA N+ARANt 9146 ao/8
NATFN £UL-16 AL +PIPM A (PN, APLPTT
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goeN AG PPI AMMA N+aPAN+ 9148 UIF
RS AAGCTF I MPA)

15.

A88.N UIT AT ANGCT AHING DEIP
PINGF AARA NARTINFE NANTRER PT
L9 N+@heFFo- aehhd Pgehng
anp/n SHIEA:

NEA 2 PN, AP AOMAD AI-NCYF ®-m F1H(Efficiency)
ANDEY PO N+AFY ACE+ 11C ATNN®- PACAT AGANKE hhs ATRLT AI9C

PAPIOM::

1.

MAT EFIPI 2 MAT AAL AARE 3 AT AT8TE THE 4 TAT NHO-Y 1THE 5 AT

10

UA1H
+.¢ oo\ ek, mEgD | KRAL | A787E | e | BALH
AAE 10 1H
L | ALPT PmmM-F AT PRAPET
N+PMAFD- 1H AALT 10+
2. | PN, AP AOMD ANGC 9146 10
3. PEINC AEIAPT 1N, AP ADMD NINCYT VA8

PFRIPGN ANGCTF AL PP4 N AT LHLP aOLE
F15AUA?

AFIRGA ANGC NEHE HTH Y PAR AN M PT
P+4mY PN AP AOMMD NINCYT LA FTFATFPA?

h&A ANh+Y P924h7 0+AA ANL-C (Customs best pratice N+a®Ah+ e h+A+7Y

o) Aeh, P L9 a>

+.¢

ane) A sk,

AP

hELAT

+INER

o-
hELAT RAD-3T°

PRIRLN MAAMPTF NAANTCELN AT ATARTY (On-
line) APCN AT ANG 2FAA?

PATN ANGC AN PT 1N, APLPTT ATINASS L P&
PAD PFIRGA ANTAAL A8 MPT™ PATL8A?
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RINFF PIN AP EMLA AR PTAPPINTT N
(@@AT) ®IRLM BFAN?

+INDY PHFS NALH PARELZA T9ML PP ANNLLLT
/N e eyt 1t AAPP LFAA?

h&d: NATh A PIma> P Fix +98C+F

hAT*h N NA4NT 1H h L h+AT +8CHTF a-Np PHED PIRMP FA::

5, N&6-9° AANTITRID 2 KANTHARID 3 TAA+E 4. AhTAL 5. N9R.7N ANTHTHAD-
+.¢ ano) A\ gk, n&e-9° ARANT@gD | JAA+F | ANTMAY- | N9y, 7N
AANTH gD ANhTayAU-

1 N2 @ kANTCLH NENHIP
(electronic system) Neq,7NN+
H PALA+ID (system)
ML M

2. @2 AN+9°(system) PN+
A18F Adeancang xq
ATN+57L PFRIP4H NATE-P
aoye)pt

3. PA+MNE $MEF/ NEPPTF

4. | NPI AAMM AT ATFAN NE
(HS Code) F¢& AL B PEPTY
&% ZHI® PA 1H LONSA

5. NYELYICTFY 9T AGRER, Y
ATYID-2 2/ P PALAT
@ALPTF AT

6. PNTLE NEH APHIPF
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APPT NtAPR NIA PAIMLF
1.2+ (Post-Clearance audit)

APPTTY ah Nk aog 47

NFIPEN LINTF AL AD-p
ASC NANTH.PT IC NE PLPY
DT FIT AADRPC

10.

avng

11.

PrIneh

12.

NaAr AhMm P+8nan
PrIRGh APNTYY

13.

PFIGH NAT-PPF NP
@in

14.

ATA°1F AR PPAD- A RNA+IP
(system) hNA &CA AhA%+ JC

AAOPMMIP

ANNFY LAY+ N, AP AOMD N+RANE AdeT +98CFF N Lhd-

78




N&A: NAFERP I29NG eyt NANAMT (EFDA) £A +I8CH+F

N EFDA 2C N@NA4NF 1H hTn+Ac+ +98CHTF @D PFEm AIMARP F4::

1. N&B-I° AANTITIIRE 2, AANTITITE 3 TAA+E 4. ANTITIAL- 5. NN ANTITHAL
+.¢ o)\ sk, N&R.9° AAN®M@ge | JAA+E | AhMAU- | NN
hAhayaggo AhOD AU
1 M, APPTY AL +R AT NRLSE (s

AY9C aeanCan anye) P

PEFDA Ne-+&F NPt AT nUdet
ain

ATNg ANEAT hUF
NAL §a-qgP+7Y oM &

Q'

N PAUY PeaD-G ananranyp
(ANG2) +&m

ANDT+7 eaA e ULTY 1N, AP A@MAD N+AANF AATF +I8CH+F i

Emeft
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Annex I11: Questionnaires for Importers, LM and EPSS
Questionnaire
Addis Ababa University
College of Health Sciences

Department of Pharmaceutics and Social Pharmacy

Dear respondents, I’'m a graduate student at Addis Ababa University, College of Medicine and
Health science. Currently, I'm conducting a research entitled ‘Pharmaceutical’s custom
clearance practice at Ethiopian Customs Commission’ as a partial requirement for the award of
Masters of Science degree in Health supply chain management. The purpose of this questionnaire
is to gather data for the proposed study, and hence you are kindly requested to assist the successful
completion of the study by providing the necessary information. Your participation is entirely
voluntary and the questionnaire is completely anonymous. I confirm you that the information you
share will stay confidential and only used for the aforementioned academic purpose, thus will not
affect you in any way. So, your genuine, frank and timely response is vital for the success of the
study. | want to thank you in advance for your kind cooperation and dedication of your precious

time to fill this questionnaire.

Sincerely Yours
Kaleab Taye

P.Ne= 0912941953

Email address: teezysam@agmail.com

Section I: Socio-Demographic Characteristics Of Respondents

1. Age(in years)
2. Sex Male D Female
3. Educational status
D Diploma D Degree D Masters and above
4, Profession

| |pruggist [ | Pharmacist [ | Others, Please specify
Place of work

EPSS central DPrivate pharmaceutical import D Local pharmaceutical manufacturer

o
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6. Current position

[ General Manager ] Supply chain manager
[ ] Technical manager [] Others please specify

[ ] Medical sales representative
7. Work experience in current position(in
years)
8. Total work experience(in
years)
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Section I11: Source of major delays in port clearance
Please read and respond to the following statements according to your experience , using the numbers 1-5
where 1 is hardly ever, 2 is rarely, 3 is sometimes, 4 is often and 5 is nearly always.

How often do you experience delays due to | Hardly | Rarely | Sometimes | Often | Nearly
ever 2 3 ()] always
1) ()

Poor procedure by the supplier

Bureaucratic delays at port

Inadequate communication with stakeholders

Lack of human resource at your office

Missing or incomplete documentation

Lack of fund to clear goods

Compulsory warehousing

Pre-shipment inspection

Marine time transport

Criminal activities

Solicitation of informal payments in
connection with logistic activities

Section 1V: Efficiency of custom clearance procedure
Please read and respond to the following statements according to your experience , using the

numbers 1-5 where 1 is hardly ever, 2 is rarely, 3 is sometimes, 4 is often and 5

is nearly always.

Statements Hardly | Rarely | Sometimes | Often | Nearly
ever(l) | (2) (3) 4 always(5)

Are imported shipments cleared and delivered as
scheduled?

Is the custom clearance procedure transparent?

Is the custom procedures of other border
agencies (E.g. EFDA) transparent?

Do you receive adequate and timely information
when regulation change?

Do importers demonstrating high level of
compliance receive expedited clearance?

Please mention if there are any other source of clearance delays

Section V. Challenges at custom department

Which of the following challenges do you face while dealing with custom department? Please read and
indicate your level of agreement to the following statements according to your experience , using the
numbers 1-5 where 1 is strongly disagree, 2 is disagree, 3 is neutral, 4 is agree and 5 is strongly

agree.
Statement Strongly | Disagree | Neutral | Agree | Strongly
disagree(1) (2) 3) 4) agree

(©)

Breakdown of electronic system for document
lodging

Delays in processing lodged documents by
custom officer.

Unpredictable penalties/charges
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Resolving queries on valuation and tariff HS
codes takes longer

Lack of equipment to offload/ handle
containers/cargo/

Delays in bond cancellation

Post clearance audit

100% verification of goods

Inadequate communication with importers on
changes at custom regulation

Corruption

Unprofessional attitude of custom officers

Disempowered frontline officer in decision
making

Inadequate competence of custom staff

Incompatibility of computer system with that
of stakeholders

Please mention if there are any other source of clearance delays

Please mention if there are any other challenges

Section V1. Challenges at Ethiopian Food and Medicine Authority (EFDA)

Vhich of the following challenges do you face while dealing with Ethiopian Food and Drug Authority
EFDA)? Please read and indicate your level of agreement to the following statements according to your
Xperience , using the numbers 1-5 where 1 is strongly disagree, 2 is disagree, 3 is neutral, 4 is agree

ind 5 is strongly agree.

Statement

Strongly
disagree(1)

Disagree

()

Neutral

)

Agree
(4)

Strongly
agree

(5)

Delays in inspection and testing for
conformance to standard

Inadequate competence and skills of EFDA
staff

Taking bigger samples than necessary for
testing

Inadequate laboratory facilities

83 | Page




Annex IV: Data Abstraction Format

1. Country of origin (manufacturer):
2. Value of Import
3. Import route
() Seashipment C_J Air shipment
4, Importer
() EPSS CJ Private Pharmaceutical’s importers CJ Lms
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Annex V: Custom Clearance Cycle

Custom clearance cycle is measures the amount of time from the moment cargo arrives in the
port or airport until the moment that it clears customs and arrives at the warehouse, and it is
ready to be put away.

Cargo arrival date at Cargo arrival date at the
port/airport warehouse
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Annex VI: Interview Guide

I would like to thank you for taking the time to meet with me today. My name is Kaleab Taye, a
prospective post graduate student in Health supply chain management at School of Pharmacy,
Addis Ababa University. Currently I am conducting a study entitled ‘Pharmaceutical’s custom
clearance practice at ECC’. The objective of the study is to evaluate the pharmaceutical’s custom
clearance practice in Ethiopian Customs Commission (ECC), and explore enabling factors and

challenges associated with custom clearance time

To achieve the objective of the study, your participation in the study by responding to the question
listed below is invaluable. Hence, you are kindly requested to participate in this study. All of your
responses, your identity as well as that of your company will be kept confidential and anonymous
during reporting of study findings. This means you and your company will not be identified as
respondents of this study. The interview should take 30 min to an hour. I Will be audio-recording
the session to capture all the information. Although I will be taking some notes during the session,
I can’t possibly write fast enough to get it all down. Because we’re on tape, please be sure to speak
up so that I don’t miss your ideas/opinions. Remember, you don’t have to talk about anything if

you don’t want to and you may end the interview at any time.

Are you willing to participate in the interview? Yes.......... No........

If yes the interview will continue.

Date of Interview:
Venue:
Socio-demographic characteristics

Age

Sex

Educational status
Profession
Current occupation and position
Years of service in current position
Total years of experience

Nooak~owdheE
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Guiding questions for EPSS/ Private Importers/LM

I

~No

9.

Please introduce yourself?

Can you please tell me about your company profile?( Private importers and local
pharmaceutical manufacturers only)

Year of establishment

Product range

Human resource (number of employees...)

Performance( number of import per year, volume)

How do you see custom clearance process of pharmaceutical /API? (in terms of valuation
and item handling)

What do you think the cause of prolonged custom clearance procedures are?

From your experience, do you think EPSS’s/ Private importers/LM operation is affected
by prolonged deliveries from port?

What are the implication of problems in custom clearance in EPSS’s/ private
importer’s/local pharmaceutical manufacturers operation? (Lost business, incurred cost,
damaged products...)

Your recommendations to improve the custom clearance process?

Guiding questions for ECC

whPEwh P E

Can you tell me the reason for prolonged custom clearance procedure?

Internal challenges ( HR, system, cooperation with other departments/working units)
External challenges (Importer/agent, EFDA...... )

How do you describe the availability of required professional in ECC?

In terms of number and type (pharmacist....)

In terms of level of training and experience

How do you describe the transparency of custom clearance operation in ECC? Are there
mechanism to maintain transparency?

Thank you for your time
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Interview Guide (Ambharic version)

A8 ANN RLACA

4CMN, +UCT N+
P4 CMNRLhN AT NAA 4CMN, TI°UCT h&A

PPA-OMLP 2CT
He NAL JC AG®ITTF 1H NAO-ALU/N APADTAU: NI PAAN F& BNAAL NASN ANN
RLACHE N&CMA, FIRUCT NTF NMT APCNT ATNAT ANTSEC @D PRUL ToLP +TRGd
+a¢ 1% DAL d&F “Pharmaceutical’s custom clearance practice in Ethiopian Customs
Commission”. PTA T+ APMTU A1TAL: PG+ GAT NAFERP +9°¢h ha AT @-Nm
PAQT PARE YT AP AOMT AJRET ARIFRIR AT NANR: JC +PLHD PR M. U1 FPTY AT
+918CF T ARaRLARC Y@

PHUT DTF AATY NN ATILZA PALN+AT M PRPTF NARARAN PACAP +ATE FAP AN+PEA
BRLPA: mPRPEY AGRARAN NATINT N30-60 LbP ALENPT £FAA: NG+ @PTI® Py
PG+ NMPCNNTF LH PACAPIR U1 PR TL®- M9 Y1 +JAGs ATLTRUT ALITPAPFAU:
NPA MMLP MPT P FGTT AOLEPTF AMANAN ANA PLIRH dPP/en, AMPTAL PFIR
97 MEPE AA A NTIPTINF SSaOmA: MPEPRY A NA-A ATL AN RNLFFAE
NUT9° NG+ NP A+& NALATF TPCmP 2MNPA::

NALHP ATPAITAU]

NPA-COCMLE AMPA+E £ L5 1?7 AP A2 EAL-TR

A&A 1:- M1-T9UNEP AT A9-UHNP /B PF

L. £

2. A&

3. PH/RLE:

4. Pa™p 424
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5.

6.

7.

PhL LN
NHU PAL ARLN ATRT PUA 1H $2+PA:

MPAA PN AP L

A&A 2: PATPAL P8 YT APCNT ALTIA (EPSS)/PARL Y 1T AN, PF/PMDLY LY ATPLTF 1N A
AOMMTY N+APANT 0990 I F@- Fo°F

1.
2.

3.

ANNTT ALNTTY PATPO-¢
ANNPT AA NFNTPP aRIAeE, A 79145 £FAN
U. aoF +aop/+

A NA NG YNF AN+8RC
. 2 PUA L ALEF PATPMA
m PeCE+Y PNE hdF69°

nNaeg A1t haemt AL PN, AL ALET/ M4 IN0PTF ADMMD YL+ AT8F

FEPAUFIRA@PAY (NARLY LT APPH ATRCE NPI AMMA ATIRC........ )

PN, L ALETF/NS AINOFT AOMD LLF 92T FIACTF PIMTIA(ALIMA™ 10>)
U. N 7@ @-Nm PAG-T F9C ANARANT

A, NNPTLD @6 PADT F9IC ANARANTF(NATNI AORIPRNI a4
ANFAALPTE A LNPTF. )
NAL PMPNNFO/ATFD FICTF AHIP(ZHI® AA) PN, AP ADMD A 8L 2FAA NAU/M
FIPTAUEAR? U. AP A AATRIIR
AP PLE 5 AP NPT aRANFE NACH +9PAC NARAT: P& CEF N NHIP (LHI® NA) PN, AP
AROMA AI-NC0T ANFHIA (A18) RFAA? AP NPT MPANT ATEIRFM- ToyLam2(
LAPAM 3918 AIMAI POM +6nT MERLIPHNAM AR+ F/91N0PF)
PN, EHLFF/ DS NPT AOMD LT P+AA PLCIN PTLAFDT RACT NMPAAT?

A&A 3: PATER P FA™¢h hay A (A D)

PN, AL FF/ DS N0FTF N+HARAN+ NALF 1TH 2T GL21F PPI ANMMD HEPTF MPIR AL
LMAK?

NAL P+PNNTFO/AFD: PPI ANMM HEPTF NUAT® AN PLIBET D 1F AATFD? AP NPT
AN AT T 1M @MY+ PIRLITMMD-?

AN AN ANEALD: NATP ARPET AT T BTAR.FA?
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U. hemC AT N%L7F ATRC (Professional mix)
A. N AAMS N7 AT NNE ATRE AIRC

4. AH7P 1N, L ALFT/ME AN0FT ADMD ASCTE EFAN PAUATFDY TPATLFT AMPAAT
SFAN?

U. "M FoCF (PAD- ALA T NCHF (system)? NAAT PN NEAT IC FNNC)

A. @NMP FCTF( PANPMPFIMLY 1} ATOLFF IR AATAALPTE AAT PEINC
k)
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Annex VII: Ethical Clearance Letter

A4S0 AN LOCAL
N 4cor. T/t Addis Ababa University School of Pharmacy

Pa-bhA dilo. NC Ethical Review Board

+}

Bata September 15, 2020

:;?‘;Vo ERB/SOP/201/09/2020

To: Kaleab Taye
School of Pharmacy

Re: Ethical Clearance

It is to be recalled that you submitted a study proposal entitled “Pharmaceuticals
custom clearance practice in Ethiopian Customs Commission” for ethical
approval by the School's Ethical Review Board (ERB). The Board thoroughly
reviewed the proposal based on its operational guidelines and found it to fulfill all
ethical requirements stipulated in the guidelines. This is, therefore, to inform you
that the proposal is ethically approved for implementation.

With best regards,
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