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Abstract
Background: Medicines are essential part of any healthcare system. Limited access to medicines undermine 

in healthcare systems. Ethiopian Food, Medicine and Healthcare Administration and Control Authority had been 
mandated to ensure quality, safety and efficacy of medicines nonetheless medicines registration process contributes 
to the availability of quality and safe medicine in Ethiopia. 80% of medicines used in Ethiopia were imported from 
abroad; in this regard, medicines reg@唀䠀 documents required for medicine dossier submission and which is the most challenge identified for 
medicine registration process in Ethiopia.

Conclusion: In this study various challenges for medicine registration process were identified and explored. 
坈伺⁗漀爀汤⁈攀愀氀琀栠佲条湩穡琀楯渻⁓刀䄺⁓琀爀楮最敮琠刀敧甀氀愀琀漀爀礠
䄀甀琀栀漀爀椀琀礀㬠吀䍁㨠ἀ敭愀琀楣⁣漀渀琀敮琠愀渀愀氀祳椀猀

Introduction
Medicines are defined as any substance or mixture of substances 

used in the diagnosis, treatment, mitigation or prevention of disease 
for human being [1]. Medicines are fundamental to any healthcare 
system. However, inadequate access to medicines undermines the 
healthcare system [2]. To this point, providing access to medicines has 
long been the challenge in African countries and also the impact of 
medicines registration policies in these countries poses the challenges 
for pharmaceutical companies to registered their medicines and to 
facilitate the medicines registration activity the recent AMRHI (African 
Medicines Registration Harmonization Initiative) has increased the 
focus on the need for harmonization [3]. 

Ethiopia has been putting tremendous efforts in implementing 
the national medicine policy of 1993 and health sector development 
programmed. Since the last two decades and during this period, 
Ethiopia has made huge strides to improve access to safe, quality 
and efficacious medicines to the Ethiopian public [4]. Despite the 
impressive progresses made, the Ethiopia Medicine Healthcare and 
Administration and Control Authority (EFMHACA) still confronted 

with new and increasingly complex challenges such as the infiltration 
of illegal medicines to the Ethiopian medicine market, shortages of 
critical medicines, limited number of approved quality medicines and 
long waiting time for registration were some of the challenges.

In Ethiopia, no Medicine shall be produced locally, imported and 
put in use unless it is duly registered by the executive organ and after 
being tested for its safety, efficacy and quality. Challenges in medicines 
registration were the problem often mentioned by medicine importers 
and local manufactures in Ethiopia. Nevertheless, 80% of Medicines 
were imported from abroad through Medicine and Medical Equipment 
importers while to increased access for medicines more 200 medicines 
and medical equipment importers available in Ethiopia [5].

Poor for medicines dossier assessment cost of current good 
manufacturing practice inspection and quality testing procedures 
did not keep pace with the increasing demand of the pharmaceutical 
industries for registration of their medicine in African country and 
to overcome those challenges, the EFMHACA has set a strategy to 
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expedite medicine market authorization. In this view, the medicine 
registration process needs to be effective and it should be avoided 
unnecessary delays in order to increase the number and variety of 
medicines registered in Ethiopia.

The use of herbal drugs for the prevention and treatment of 
various health ailments has been practice in Ethiopia and generally it 
is believed that the risk associated with herbal drugs is very less, but 
reports on serious reactions are indicating to the need for development 
of effective marker systems for isolation and identification of the 
individual components and standards for herbal drugs are being 
developed worldwide but as yet there is no common consensus as to 
how these should be adopted [6].

Traditional medicines and plant-based remedies are widely used 
in Africa and it has been estimated that 80% of the African population 
relies on traditional forms of medicine to meet their healthcare 
needs [7]. Thus, traditional medicines were playing an important 
role in Ethiopian society. Besides, knowledge about the extent and 
characteristics of traditional healing practices and practitioners is 
limited and has frequently been ignored in the national health system 
[8].

Statement of the problems
Access for medicines was remains a challenge in African countries 

and medicines registration policies in these countries are the challenge 
for pharmaceutical companies wanting to register their medicines. Af-
ricans medicines regulatory have lack of human resource and skills; 
and capacity to perform their functions adequately. Very little data 
were available regarding pharmaceutical companies experiences in 
registering and supplying medicines in Africa [9].

More than a third of the world’s population has no access to es-
sential drugs and more than half of this group of people lives in the T*
(wecra Tw T*
(wpore stregisns af pfrica and iAsa.)In taditiona, svelrl foctios )deeriTj
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“….such as all Medicines that used by humans evaluated by the 2014 
G.C edition guideline” (participant #1).

Majority of the study participants were agreed that further medi-
cine registration guidelines with product specific should require such 
as guideline for bio-therapeutics, bioequivalent medicine and biologi-
cal medicine registration. Study participant #1 said that “…there was 
lack of guidelines for medical devices for post marketing surveillance to 
assure the effective performance of medical devices after registration and 
to assure the safety and quality of medical equipments. There were no 
good manufacturing practice guidelines in Ethiopia to ensure the safety 
and quality of medical devices such as synovial fluids, HIV test kite, Hep-
atitis test kite and malaria rapid diagnosis kite.”

Majority of the study participants agreed that “...the medicines reg-
istration guideline of Ethiopia is not clear and risk-based; because medi-
cines such as over the counter drug (OTC) were treated as very important 
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Ethiopian population even though; there is no any registered traditional 
medicine in Ethiopian.”

The Proclamation number 661/2009 part 9 of the country declared 
that any locally produced or imported traditional, complementary or 
alternative medicine may not be put into use unless evaluated and 
registered by the executive organ. Traditional medicine practitioners 
explained “even if here is no registered traditional medicine by the 
EFMHACA, the medicines are being used by Ethiopians and the world 
at large.”

Most of them maintained that, “...Traditional medicines were 
given by God and how the government of Ethiopia can register them. 
In addition to this, registration of traditional medicines is impossible, 
because in addition to the cost to assure safety, quality and efficacy, it 
would take more than 20 years.”

Moreover, most (N=6) reported that, “…it is difficult to get 
registration certificate based on the current proclamation and regulation 
of the country. The proclamation should be modified based on the 
knowledge and skills of the traditional medicine healers of the country.” 

The study participants agreed that other challenges for traditional 
medicine registration in Ethiopia are the fact that “...There is no 
strong traditional medicine practitioners association, for that matter 
the practitioners have no sufficient scientific knowledge on traditional 
medicine. There is poor commitment from the Government to develop 
the profession; no guaranty for traditional medicine practitioners; no 
clear policy, strategy and guideline for traditional medicine registration 
in Ethiopia”. They also added that “there is no special support from the 
government concerning manufacturing area and finance; there is also 
lack of regulation on how to work with the scientific community.”

Discussion
The present study revealed that the 2014.G.C Ethiopian medicines 

registration guideline was the copy of ICH and WHO which was 
not easy to full fill the requirements as a result of Ethiopia medicine 
importers, manufactures for medicine registration and this was in 
line with other cross-sectional pilot study conducted in South Africa 
on 23 pharmaceutical companies indicated that countries specific 
regulatory requirements in Africa were a barrier to registered, 
supplying medicines to African countries. In addition, the Ethiopian 
medicine registration guideline was not medicine specific rather 
general and based on this guideline, the EFMHACA faced challenge to 
register medicinal products such as bio-therapeutic medicines: insulin; 
biological medicine: vaccine of different strength.

The current study also revealed that a number of dossiers that were 
submitted to the EFMHACA were more than the dossier assessors and 
this was one of the big challenges for medicine registration process in 
Ethiopia. This finding is comparable to study conducted in Tanzania, 
which revealed that medicines registration authority had inadequate 
numbers of medicine dossier evaluators and has been observed to take 
longer time than the suggested in the Client Service Charters.

This study also showed that the EFMHACA developed strategy 
for outsourced the medicine dossiers evaluation activity for one 
government university in Ethiopia to facilitate the registration process. 
However, the university was not accredited by external body to evaluate 
the medicine dossiers and information exchange about evaluated 
medicinal document was one of the challenges and dossiers stayed for 
a long time without market authorization.

This study demonstrated that medicine dossier assessors in 

Ethiopia have lack of skill and knowledge on dossiers evaluation. 
Because some dossiers submitted to the EFMAHACA required special 
knowledge, skill regarding statically analysis of the dossiers such as 
skill for interpretation of the data example bioequivalent part of the 

lanal pilot study conducted ssors i14 
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cient number of qualified personnel to undertake for effective medicine 
and medical equipment medicine registration.
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