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ABSTRACT
Introduction
Limited access to essential medicines undermineshealth systems’ objectives of equity,
efficiency and health development in many develgmauntries. The major factor associated
with limited drug accesses is the high price of itieds. The ability of local pharmaceutical
industries to manufacture essential medicines isngortant contributor in facilitating access
and affordability of medicines. Currently, Tanzasiéocal manufacturers can only supply
30% of the country’s need of essential medicinespiie having several pharmaceutical
manufacturers.
Objective
The objective of this study was to determine thallehges that hinder local pharmaceutical
manufacturers from producing adequate suppliess#rgial medicines in Tanzania.
M ethodology
Guided In-depth interviews with Chief Executive iO#rs/General Managers from all the
seven local pharmaceutical companies available anzania were done to determine the
challenges. Eleven themes were identified and oatagyl using content relation analysis.
Results
The challenges identified by Tanzanian manufactureere comparable to the findings of
studies conducted in other developing countriesaWas unique in this study was that lack
of accessory industries was among the challengesntanufacturers perceived as hindering
increased capacity. In addition, in contrast toeotktudies requirement to adhere to Good
Manufacturing Practice (GMP) regulations was nateeed to be a challenge that hindered
increased production of essential medicine buteratéin obligation for them to remain
competitive.
Conclusion
To increase capacity of local manufacturers a rs@titorial approach is needed to address the
above identified constraints is required. A concaed effort therefore should be put in by
both parties i.e. the government and local manufacs$ for Tanzania to become self-sufficient

in terms of the manufacture of essential medicines.
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CHAPTER ONE

1.0. Introduction and Literature Review

Tanzania has evolved from a one-party socialige stathe 1960s to a multiparty democracy
in 1992. This political evolution was accompanieg dconomic reforms in an attempt to
combat poverty. Over 50 percent of Tanzaniansihivextreme poverty, surviving on less than
one U.S. dollar (USD) per day (USAID, 2003). Thesgmdy in Tanzania is reflected through
the developmental indicators which show that; déik@ectancy had fallen to 44 years by 2001,
from 50 years in 1990, and the infant mortalityerdéclined by 42 percent, from 88 deaths per
1,000 live births in 1992-1996 to 51 deaths pefQ ive births in 2006-2010 (TDHS, 2010).

Since its independence in 1961, Tanzania has remjthe importance of improving the
health status of its people as a means of combpbtimgrty. The government evolved policies
and mapped out strategies of ensuring the impromemiethe public health (TNHP, 2007).
Improving public health was among the strategieshef health sector reform of 1994. The
main purpose of this reform was to improve headitvises through partnership between the
public sector and private institutions. As a resnlimber of legislative reforms and
amendments were instigated, among which was thenégment of the Pharmaceuticals and
Poisons Act No. 9 of 1978. This act was made aseans) to improve the availability,
accessibility and affordability of essential medicas in Tanzania (Makundi, 2005).

Access to medicine is a key factor in the effectess of health systems for tackling endemic
diseases. Limited access to essential medicinesroniges the health systems’ objectives of

equity, efficiency and health development.

By definition; essential medicines are those tlaisf/ the priority health care needs of the
population, they should be selected with due regardublic health relevance, evidence on
efficacy and safety, and comparative cost-effeawss (WHO 2008). Also they should be

available within the context of functioning headtystems at all times, in adequate amounts, in



the appropriate dosage forms, with assured quathty adequate drug information, and at a
price the individual and the community can affoardHA, 2001, WHO, 2008).

The concept of access to essential medicines candlgzed in terms of, physical availability,
affordability, geographic accessibility and accépiy or satisfaction (defined as the fit
between the users’ and providers’ attitudes aneéegtions about the products and services
and the actual characteristics of these productsarvices) (MSH, 2001).

Nevertheless approximately one-third of the worfabpulation, predominantly poor people in
poor countries, did not have access to essentidlames (MOHSW, 2004). The key reason
for this problem is the high price of medicinesghiprices are particularly burdensome to
patients in developing countries where most medgirare paid for out-of-pocket by

individual patients (MOH SW, 2004). The cost to therchase of medicines contributes
significantly to the health care budget of deveabgpicountries, with drug expenditures
amounting to 50%—-90% of non- personnel costs (Qeiakl997).

Many international commentators and policy actagua that the problems of pricing and
accessibility of essential medicines lie predomilyaait the door of market regulation failures
market inefficiencies and lack of capacity of A&t countries to manufacture essential

medicines.

To alleviate this problem global attention has é&atrto ensuring that medicines are made
affordable in low- and middle-income countries (klGnd MICs). In these countries
medicines are often highly priced in relation toame of the inhabitants. Consequently the
54" World Health Assembly, in considering the accessaffordable medicines as a
fundamental human right, encouraged member statéské measures that would guarantee
access to medicigein the context of priority diseases and panden{(M&HA, 2001).
Governments of developing countries were thus r&gdeto promote pricing mechanism that
would guarantee availability of affordable essdntraedicines An “equity pricing



mechanism” that is fair, equitable and affordalMereto a poor population was envisaged as a

necessity in order to avoid preventable deathssafejuard public health.

Consequently a variety of strategies to lower rioé medicines for developing have been
implemented over the recent years. These includgedngy competitive and efficient drug
procurement practices which encouraged more corepai produce copies of innovator
products and increasing drug supply, thus drivinggs down. It has also involved amending
International Intellectual Property Regulationsgtsas Trade Related Aspects of Intellectual
Property Rights (TRIPS), which in the past allowedlti-national pharmaceutical companies
to block production of generics of drug innovattos a period twenty years (Mhamba R.M
and Mbirigenda S 2010).

Three flexibilities were introduced within the TRBPagreement specifically designed to
promote local manufacturing of essential medicibgd.east Developed Countries (LDCS)
like Tanzania. To facilitate them to produce essémbedicines locally without introducing
pharmaceutical product patents until 2016, by gngntCompulsory licensing, Bolar
exception and parallel imports. Compulsory licagsis the right to grant a manufacturing
license, without permission from the license halder various grounds of general interest
including public health. Bolar exception is thehtigof generic producers to conduct tests and
obtain approval from a health authority before ¢éxpiration of the patent, so that cheaper
generic medicines are available immediately upadergaexpiration. Parallel import is the
rights to import brand name products when theysatd at lower prices in other countries.
(Mhamba R.M and Mbirigenda S 2010).

Despite the TRIPS agreement The Tanzanian pharmiealdndustry is still in its infancy.

Currently the Tanzanian pharmaceutical industryoidy able manufacture 30% of the
essential medicines requirements of the nation. fdasons behind this low production
capacity, is unclear. The TRIPS agreement itselfccbe challenge although it was viewed as

a golden opportunity to build up the local pharmaical industries in Tanzania. However,



careful scrutiny of the TRIPS agreement highlights under the terms of the agreement, life-
saving products such as pharmaceuticals are treated same way as any other merchandise
or commodity. This prevents governments, represgata of nongovernmental and
international organizations from accessing medgirend other health-care products.
Furthermore, granting of patents which encouragesviation also creates monopolies that
allow pharmaceutical companies to set and mairitagh prices for a minimum of 20 years.
This has the effect of hampering competition, deliwythe production and release of low-cost
generic equivalents onto the market; the main stayower cost medicines meeting the
income needs of developing countries. In additiaralpel imports block for LIC’s and MIC’s

to make essential medicines more affordable bedhederanded medicines will compete with

the generics that are locally manufactured.

The TRIPS agreement may not be the only factorishebntributing to the slow development
of the Tanzanian pharmaceutical industries to predessential medicines. Other factors such
as lack of adequate financing may be major reasioatsthe Pharmaceutical industries in
Tanzania can be considered to be working belowymtiah capacity. Banks often want to see
a strong history of past performance before inngsin a company (MSH, 2001). Since most
of the companies in Tanzania lack such historyall@harmaceutical companies struggle to
produce pharmaceuticals. In addition to this coimtipat from the importation of cheap
generics form Kenya and India may also be a chgdleWWhatever the reasons are behind the
low capacity of our local manufacturers to prodube essential medicines required by
MOHSW, it is high time the reasons be elucidatedstagtegy to improve health care in
Tanzania and achieving the millennium developngeal 8 (MDG).



1.1. Statement of Problem

Medicines, like any other products, can be protette intellectual property rights, such as

patents. Such protection means that their productmportation and commercialization are

subjected for a given period, to exclusive righist tallow title-holders to charge prices above
marginal costs. These high prices for medicinesidewf access to the essential medicines to
the poor many of which, living in the developinguotries where essential medicines are

needed the most.

There are currently only seven major companieslaai in Tanzania including; Shelys
Pharmaceuticals Ltd, Mansoor Daya Chemicals Ltshzaasino United Pharmaceuticals (T)
Ltd, Zenufa Laboratories Ltd, A.A. Pharmaceutidaid, Tanzania Pharmaceutical Industries
Ltd (TPI) and Keko Pharmaceutical (1997) Ltd. (MaM32010).

Most of the pharmaceutical production done in thiesal industries concentrates on less
sophisticated medicines such as simple antibiotosgh and cold preparations, analgesics
and antipyretics, sedatives, nutraceuticals, almtindéics and antimalarials (MSH, 2001).
More technologically sophisticated pharmaceuticeddpcts like Intravenous (1V) fluids,
injectables, and more advanced antibiotics likehaégsporin are imported, as our local
industries, still lack the ability to produce th¢mhamba et al, 2010).

If the current seven manufacturers were functior@nfull capacity, they would be capable of
catering for supply and demand of most of the d@sdemedicines required in Tanzania.
However in 1993, the domestic pharmaceutical prbdaavas only worth USD 7.2 million, It
climbed to an estimated USD 11.8 million in 200@jicating a rise in total market share for
domestically produced medicines from 14 percenR@opercent (SGC Consulting, 1995).
Despite this increase, the combined market sharthése local manufacturers was not more
than 30%, of all essential the pharmaceuticalsiredun Tanzania. As a result 70% of the
national drug requirement is imported (MOHSW, 20I)jis high percentage of importation
affects the pricing of the medicines since the @owent practices a “free market economy”



which entails price deregulation system. The pricepharmaceutical products in Tanzania

are not controlled and therefore subject to prigetfiations depending on the demand.

The capability of local manufacturing industriesmi@nufacture essential medicines is a hotly
debated issue in many developing countries. Ineckamanufacturing capacity of local
manufacturers is a key in ensuring the qualityjlakdity and pricing of medicines within the
country (Mohamed N, 2009). It is therefore impematithat the challenges that affect

production are identified and addressed, to imptbheehealth services in Tanzania.



1.2. Rationaleof the Study

Encouraging and promoting local production of phaceuticals in developing countries is
considered one of the best ways to bring the mfamedicines down for these countries, and
thereby increase access. The Tanzania governmenputain a number of strategies for
promoting domestic production of pharmaceuticateesi2005. To date local pharmaceutical
manufacturers contribute to only 30% of the esaéntiedicines. Local manufacturers
probably still face a number of challenges thatené them from ensuring adequate supply of

essential medicines in Tanzania.

It was thus imperative to ascertain the challengesceived by local pharmaceutical
manufacturers that hinder increased pharmaceuhealufacturing capacity in Tanzania, and
thus in turn limited access to essential medicindbe greater population.

Findings from this study may help in the formulatmf strong policies to promote the increase
of production of essential medicines by local pheceutical industries. Increased production
would in turn induce competitive local productiondainadvertently promote the availability
and affordability of essential medicines in the kediand therefore decreasing the dependency

on importation as a means to implement price reigula

It is also anticipated that findings from this studay help to promote the increase in capacity
of local pharmaceuticals productivity and boost tlaéional economic growth by increasing
local employment opportunities as well as ensuadgquate if not excess supplies of essential

medicine, that could be sold across borders torgeméreign income.



1.3.

13.1

1.3.2.

Resear ch Objectives

Broad objective

To determine challenges that hinder local pharmi#du manufacturers from

producing adequate supplies of essential mediégm&anzania.

Specific objectives

To determine local pharmaceutical manufacturersgmions on the challenges that

hinder local pharmaceutical capacity from develgpin

To determine the industrial manufacturing regulaitegislations that hinder local

pharmaceutical capacity from developing

To determine the industrial manufacturing policieat hinder local pharmaceutical

capacity from developing



CHAPTER TWO
2.0. METHODOLOGY
21. Study Area

The study was conducted during December 2010 to 20dyLin two regions of Tanzania i.e.

Dar es Salaam and Arusha where all the seven pbautieal industries in Tanzania are

located see figure 1. The pharmaceutical indestincluded; Shelly’s Pharmaceuticals Ltd,

Mansoor Daya Chemicals Ltd, Tanzansino United Pheeuticals Ltd, Zenufa Laboratories

Ltd, A.A. Pharmaceuticals Ltd, Keko Pharmaceutiqdl997) Ltd,

and Tanzania

Pharmaceutical Industries Ltd (TPI). Representativem the Ministry of Health and Social

Well fare (MOH&SW), and

interviewed to get the governments perspective.

the Tanzania Food and DrAgthority (TFDA)

were
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Figure 1: Map of Tanzani®urce: CIA Fact book: Tanzania (2003).
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2.2. Study Design
The study was cross-sectional which employed gueeditative in-depth interviews.

2.3.  Study Population

The study population included the Chief Executiiid@rs/General Managers from all seven
industries available in Tanzania which includedel8s Pharmaceuticals Ltd, Mansoor Daya
Chemicals Ltd, Tanzansino United Pharmaceutical$, [#Zenufa Laboratories Ltd, A.A.
Pharmaceuticals Ltd, Tanzania Pharmaceutical Ingssttd (TPI) and Keko Pharmaceutical
(1997) Ltd. Key informants with the knowledge ore thtatus and access of pharmaceutical
industries from respective ministries included Mmistry of Health and Social Well fare
(MOHSW), and officials from government agenciesresTanzania Food and Drug Authority
(TFDA)

2.4. SampleSize

The study included purposive sampling of all Chiefecutive Officers (CEO)/General
Managers in manufacturing of the seven Pharma@utclustries i.e. one CEO from each
pharmaceutical industry available in Tanzania. €hesdustries include: Shelys
Pharmaceuticals Ltd, Mansoor Daya Chemicals Ltaiz&asino United Pharmaceuticals Ltd,
Zenufa Laboratories Ltd, A. Pharmaceuticals Ltd k&e”harmaceutical (1997) Ltd and
Tanzania Pharmaceutical Industries Ltd (TPI).

The study also included one government officialnrfréthe Ministry of Health and Social
Welfare and one official from government agencythe Tanzania Food and Drug Authority

(TFDA). A total of nine interviews were done.

25. DatacCollection Technique

Data was collected through guided in-depth intevgiewith the Chief Executive
Officers/General Managers, from the seven pharnteatuindustries, two government
officials’ from Ministry of Health and Social Welfa, and Tanzania Food and Drug Authority

(TFDA). Data was collected over a period of six morDuring the in-depth interview an
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assessment guide, tape record and notes taking wssd. After each interview the
information obtained were transcribed and trandlatemediately to obtain meaningful

information.

2.6 DataManagement and Analysis

The data collected through the guided in-depth rimdgvs which included interview
summaries, field notes and tapes recordings weyedede. Transcription of the data collected
was done within 48hours after data collection toi@vorgetting of information obtained.
Data analysis was done manually by coding and amgjythemes. Themes were identified
and categorized using content relation analysisclwvishows relation between themes and

codes. Themes were identified and ranked in orfiequency.

2.7. Recruitment and Training of Resear ch Assistant

One research assistants with knowledge, ability exygkrience in qualitative research was
recruited. Training covered description of the ahbjees of the study, orientation to the tools
for data collection to understand what every qoestineant and how to find out more

information. The recruitment process and trainiragdone for two days.

2.8 Pre-testing

The tool for data collection was Pre-tested in ohéhe selected industry that was Shelly’s
Pharmaceuticals Ltd. Pre-testing was necessargdesa the applicability of the tool if they
provided the depth, range and quality of informatiequired and the likely response rate.
Necessary deletions and additions were effectetherfinal tool and to obtain the required
information. Data collected during pilot test usi@igelly’s Pharmaceutical Industries Ltd. was

included in the final report since there wereditthanges in the final tool.
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2.9 Ethical Considerations

Ethical clearance was sought and obtained fromrésearch and publication committee of
Muhimbili University of Health and Allied Scienc€SIUHAS) prior to the study. Permission
to collect data collection was sought from the adstiators of each pharmaceutical industry
and respective ministry as well as government agenmlved in the study. Informed consent
was sought and obtained from the participantsidfaants were informed about the objectives
of the study and that their participation was voduy. Participants were informed that they
were free to decline and that it would not intezfear affect their production activities.
Participants were assured that the information igex will be treated with utmost

confidentiality.
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CHAPTER THREE

3.0. RESULTS

3.1  Demographic Profile of the Study Area

The study was conducted in two regions, that is &aSalaam and Arusha where all of the

seven pharmaceutical industries available in Taazare located.

Table 1: Locations of Pharmaceutical Industries thedMinistries.

No | Nameof Industry L ocation Region
1 Shelly’s Pharmaceuticals Ltd Mwenge along Newdagyo| Dar Es Salaam
Road (DSM)
2 Mansoor Daya Chemicals Ltd, Keko Industrial Area DSM
3 Tanzansino UnitedPlot no 321 Block T, Light DSM
Pharmaceuticals Ltd, Industries Chang’ombe
4 Zenufa Laboratories Ltd, Kipawa Industrial Area DSM
A.A. Pharmaceuticals Ltd Mbezi Beach along NewsSM
Bagamoyo Road
6 Keko Pharmaceutical (1997Keko Mwanga DSM
Ltd,
7 Tanzania PharmaceuticaPlot no 34, Themi Industriasl ARUSHA
Industries Ltd (TPI) Area
8 Ministry of Hearth and SocialSamora Avenue DSM
Welfare
9 Tanzania Food and Drygviabibo — External DSM
Authority
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3.2: Nature of owner ship of the pharmaceutical industries

The study findings indicated that the majority ¢fapmaceutical industries in Tanzania are
private industries and three industries are intjgenture between the government and local
entrepreneurs i.e. KEKO, TPl and TANZANSINO. Twotbé four private industries are joint

venture with foreign companies’ i.e. Shelly’s arlENAJFA see Table 2 belaw

The study also revealed that most pharmaceutichisinies concentrated on producing non
sterile generic pharmaceutical products i.e. tableapsules, creams and ointments and
liquids. TPI was the only industry that producesiratroviral (ARV’s.) see Table.2 below.
None of the local industries produce sophisticated plaaeutical products like Intravenous
infusions (IV), injectable and other sterile prottusuch as eye and ear drops, despite endemic
diseases such as malaria; cholera can be treateglisinfusions and strong antimicrobials.
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Table 2: Nature of ownership of the pharmaceutical industries

Name of Industry Nature of ownership Products lines
produced
Shelly’s 100% private Liquids

Pharmaceuticals Ltd

(ASPEN 60% and Sumaria Industri
40%

Capsules,Tablets

e€reams/ointments

\*2J

Mansoor Dayg From 1962, 100% private (LocalOTC only
Chemicals Ltd, entrepreneurs)

Tanzansino United From 1997, Joint venture CHINATablets only
Pharmaceuticals Ltd, | (HOLLEY INDUSTRY) 55%and

TANZANA (JKT SUMA) 45% minority

shareholders

Zenufa Laboratories Ltd

,From 2007, 100% private
(Local entrepreneurs 60% and Belgit

Government 30% )

Tablets, Capsules
iry Liquids i.e

suspensions

ent

A.A.  Pharmaceuticals 100% private. (Local entrepreneurs) Creams/ointm

Ltd Antiseptics

Keko  PharmaceuticalPublic until 1997. Joint venture 60% logalablets

(1997) Ltd, entrepreneurs majority holding and 4Q0%apsules
Government minority shareholder Liquids

Creams/ointments
Tanzania Public 1980-1997. Current Joint ventur®ral i.e. ARVS’
Pharmaceutical 60% and 40% Government and general

Industries Ltd (TPI)

Liquids
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3.3 Challenges perceived by local pharmaceutical manufacturers that hinder
production of essential medicinesin Tanzania.

The qualitative information collected from the lbg@harmaceutical manufacturers on the
challenges perceived that hinder production of adexessential medicinesere identified

into eleven themes which are presented below:-

3.3.1 High Operating Costsdueto Inadequate and Unreliable Utilities

Manufacturers mentioned high operating costs dueurteeliable public utilities a major
challenge. High costs of energy and water had niadédficult for local pharmaceuticals
industries to maintain their full manufacturing @etials. Manufacturers claimed to be forced
to take extra tactical measures such as produaiegpbarmaceutical product at a time when
power is available from the national grid, rathsart producing multiple products if there was
no power rationing. They reported lack of stablevpocreates deterioration of reagents and
wastage of chemicals that were used in the labgrébo quality control of the pharmaceutical
products. The respondents also complained on egpambich they were forced to incur for
buying and running generators. The following cotitensummarizes the information from

one of our respondent.

“When there is no electricity we are forced to sghiton our standby generators which will
also run our air conditions which are very expensibecause using a generator for one day
here in productions and air conditions it costs n®rthan 6,000,000/Tsh per

day.”(Interviewee from industry)

Manufacturers also reported that the lack of rédiabater supply was among the challenges
that face the local pharmaceutical industries inZBaia. Most of the local pharmaceuticals
industries were located in Dar es Salaam whererwati®ning is common. Shortage of water

causes industries unnecessary expenses to the gdeartical manufacturers as they are forced
to drill wells buy and maintain water pumping maes and water purification systems to

ensure the supply of clean water for productiometlicines.
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The claims of the local manufacturers were suppdote the respondents from the MOSHW
and TFDA, who agreed that lack of reliable publitlittes were a challenge to both
manufacturers and the Government. They statedtiigagovernment was taking necessary

measures to rescue the situation by finding diffeseurces of energy and water.

3.3.2. Poor Infrastructure.

Manufacturers stated that a poor roads and commations service was one of the challenges
that faced local pharmaceutical industries in TareaMost Tanzanian roads are poorly
maintained leading to high operating costs esggcialthe distribution of medicine during
rainy seasons. The rainy season is associated iniénference of the supply chain of
manufactured medicines as well as the irregularplyupf raw materials needed to
manufacture medications leading to insufficientdurction of essential medicines. Respondent
from the MOHSW agreed with the manufacturers thoadrpnfrastructure was a challenge to
the manufacturers. It was also reported that antiaddl challenge was that, the Ministry of
Land and Natural Resources has not dedicated mgbafreas for the establishment of
pharmaceutical industries. These areas should et with good infrastructure and public

service utilities; this will ensure the developmantl sustainability of local industries.

3.3.3 Shortage of Human Resour ces;

Manufacturers claimed that lack of experts andeskihuman resources was another challenge
in local pharmaceutical industries in Tanzania. yltegreed that technical expertise is
absolutely critical in terms of sufficient numbefhuman and appropriate skills in different
fields. The manufacturers identified shortage dflexk scientists such as chemists, process
engineers, biomedical engineers, and bioinformatsgecialists, -computer scientists,

industrial pharmacists, biochemists and laboratecjnicians.

Two manufacturers reported that most of the expents skilled industrial pharmacists for
productions in pharmaceuticals industries in Tarzaare expatriates who demand high

salaries. Manufacture also stated that they hastdd by providing training for the local
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employees at different institutions within and dadesthe country for them to acquire the
required industrial skills for the production. Thigas an additional cost for the local
manufacturer. All manufacturers claimed that tharptacy Institutions in Tanzania was
producing too few pharmacists with little industrkills and experience in pharmaceutical
production.

The respondent from the Ministry of Health and &btVelfare stated that there already
Government efforts in place to reduce the shortafgg@harmaceuticals human resources
through increasing the enrollment at MUHAS SchoblPRlharmacy and the establishing
schools of Pharmacy at Bugando University and 8hJdniversity — Dodoma and pharmacy

CPE and diploma courses at St.Luke Foundation isHvlo

3.34 Inadequate Government Support

Manufacturers claimed that inadequate governmermip@tt was a challenge in the
development and growing local pharmaceutical inkestin Tanzania. The respondents
complained to run their industries without govermtgupport to facilitate reduction of some
of the taxes and duties of imported packaging awd materials for medicines productions.
The manufacturers also claimed that the governinattnot taken any initiative to encourage

investment in the pharmaceutical industry.

3.3.5 Inadequate Financing

Manufacturers revealed that, most of the pharma=dundustries were operating on banks
loans which were not sufficient to run the indusas/banks charged high interest rates. Thus
most industries were operating using insufficierpital which minimizes production,
development of the industry and reduces their comyeness with other industries. Two
manufacturers reported to be operating using their capital but it was revealed in the study
that they were in fact collaborating with foreigmngpanies to make things move. For example
Shelly’'s Pharmaceutical was owned by the local $Senaria group which owned 40% of
shares, while 60% was owned by ASPEN of South Afric
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3.3.6 Low Pricesof Imported Products

The majority of Pharmaceutical Manufacturers regmbrthat importations of essentials
medicines from other countries such as China lagid European countries was the major
challenge that hinders development of local phaeutcals industries. They reported that
some of the imported medicines are also producedunyiocal pharmaceuticals industries.
These imported medicines which are produced byt giampanies are treated similar to local
products and therefore are cheaper in prices cadpar those produced locally which are
often more expensive due to high production costsa result the locally produced medicines

remained to be expensive in local market and ti@ated unfair competition

3.3.7 Consumer Perception toward Imported Products

All manufacturers interviewed stated that a consuperception about locally produced

generic products were another challenge. They s&dy Tanzanians believe that the most
qguality medicines are imported. Therefore produstich were produced by our local

pharmaceuticals industries faced stiff competitionsterms of market share from those
imported medicines.

The following contention summarizes the informatioom one of our respondent.

“Competition is good, but if you are not competirapples against apples you find a big

problem because others will choose another choi@@terviewee from industry)

3.3.8 Lack of Accessory Industries.

Manufacturers revealed that the manufacturing astfilcution of pharmaceutical products
were more complex and regulated than the activitiemost other industries. They said the
situation makes difficult for them to develop maaifiring base for pharmaceuticals (primary
manufacturing) which concerns with production ofivae ingredients. Manufacturers stated
that primary manufacturing was complicated and agpe process and therefore they rely on
importation of raw materials from other countriests as India, China and Europe where they

are very expensive. The finding also revealed tihare were few accessory chemical
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industries in Tanzania that could support the lavanufacturers to produce quality raw
materials for pharmaceuticals production. As a Iteall current local manufacturers in
Tanzania perform secondary manufacturing processésh were less complicated. As can

been seen from the product array produced by @at lnanufacturers See table 2 (page 14).

3.3.9 Port Delays:

Manufacturers complained on the delays of raw natefrom Dar es Salaam port in terms of
clearing procedures which hinder the production egbentials medicines. Most of the
respondents claimed that it takes one to three msott collect raw materials which were
needed in the production of medicines. The respusdesported that these delays were
partially responsible for them failing to supplyethtenders to Medical Store Departments
(MSD) as well as other in the markets in requiigtet They stated that the limited time given
by MSD to local producers would not accommodate @glglys from the port on importations
of raw materials. The manufacturers also revedhad the pharmaceuticals industries were
paying tax, clearing fees, storage charges andiwrtdemurrage charges.

The following contention summarizes the informatioom one of our respondent.

“importations of raw materials there is serious @sfs in our ports authorities for collecting our
goods and it costs us a lot of money, one and twmnerous delays which again costs a lot of
money because if materials are delayed you mightfthat on site you have five of six materials
to make a product the six material is stacking imet port or there issue like carrying

documentations which means has a lot of servit@sterviewee from industry)

3.10 Industrial  manufacturing regulations/legisations that  hinder  local
pharmaceutical capacity from developing

Manufacturers mentioned regulations that hinder lbeal pharmaceuticals industries in

Tanzania. One manufacturer claimed that thereanamtradiction in the definition, between
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Tanzania Food and Medicines Authority (TFDA) andv&mment Chemistry Laboratory
Agency (GCLA) as to what should be considered gsharmaceutical ingredients and an
industrial chemical. This lack of clear definitibas tax implications that may adversely affect
the support and promotion of local pharmaceuticadgistries in Tanzania. The respondent
stated that they were paying 0.5% free on boardB{HOr (Pharmaceutical Ingredients that
fall under the category of industrial chemicals{3GLA and were getting 2% FOB exemption
from TFDA for those fall under the category of AetiPharmaceutical Ingredients (API)
during the importation of chemicals for the prodoctof the essential medicines for the
Tanzanians. This situation may lead some of théiarmaceutical products to be very
expensive in the local market rather than impofiacshed products and cause a strong
competition to the local pharmaceuticals industried/ith regard to complying to Good
Manufacturing Practice (GMP), the majority of th@amfacturers were happy to comply to
GMP although so far only two of the local manufaets, namely TPl and Shelly’s have
complied to GMP. The majority of respondents saat GMP requirements were necessary
to be observed because medicines are used by pbepéfore a serious control in medicines
productions will be the only way to ensure publiealth safety. Majority of local
pharmaceuticals industries manufacturers were rdadyneet the GMP compliance the
problem was lack of sufficient capital to run theidustries and lack of support from the

Government for them to develop.

The following contention summarizes the informatioom one of our respondent.

“One chooses what business she/he wants to deah,wityou go to the pharmaceuticals
manufacturing and marketing you know that it is a&gulated business so you will not enter
if you have a problem with registrations. We areaged and we know what the requirements

are” (Interviewee from industry).
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3.11 Industrial manufacturing policies that hinder local pharmaceutical capacity from
developing.

The manufacturers, MOSHW and the TFDA claimed thatNational Medicine Policy was in
place since 1991. This policy aims at ensuringorati use of medicines, promoting and
supporting productions of medicines to produce régsde medicines so as to make Tanzania
self-reliant as well as recognizing the use ofitraidal medicines. Most of the respondents
suggested that this policy did not boost the deprakent of local pharmaceuticals industries in
Tanzania. What are required are friendlier policfes the reductions of taxes on the
importation of raw materials import. They claimeldat the current policy was only
documented but was not used to solve the challetiggswere hindering pharmaceuticals

industries from developing.
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CHAPTER FOUR

4.0. DISCUSSION

The challenges as perceived by the local manufactuaffecting the growth and development
of local pharmaceutical industries to increase rtloapacity and become self-reliant and
independent from importations can basically be d#idi into two categories Governmental

issues and Local manufacturers’ issues.

4.1 Governmental issues

From the study it was seen that many of the chgdlenas perceived by the local
manufacturers were associated with government sssw@duding, the government’s lack of
commitment in implementing production friendlierlipges, lack of provision of supportive
infrastructure and unreliable utilities such aseawand electricity non provision of skilled
human resources such as industrial pharmacistk, ddaccessory industries, insufficient
government support and Port delays.

Manufacturers and respondents from the MOHSW stiigidpoor roads and communications
services appear to be one of the challenges that faeing local pharmaceuticals industries in
Tanzania. These finding are similar to those of Mha R 2010, which found that, access to
medicines and pharmaceutical manufacturing wastaffieby the poor quality of physical and
social infrastructure. The lack of good roads, isight harbors, airports etc, is national
problems that are not unique to the pharmaceutidaistry alone.

On the other hand the issue of public unreliabiléias such as water and electricity are issues
that can be tackled almost immediately. It is tthat irregular supplies of water and
electricity, adversely affect the manufacturingtaafsessential medicines in Tanzania, as local

manufacturers have to seek for alternative elegtraad water sources that are costly.

The issue of high operating cost due to reliabildias is not unique for Tanzania. In a
Study done in Uganda, it was found that the higst ad energy made it difficult for local

companies to realize their full manufacturing paednThey were often forced to take tactical
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measures such as producing only at times when pigvesailable from the national grid. The
power interruptions also create wastage of reagemisother chemicals that are used in the
quality control labs when the tests have been nmp¢éed (Mohamed N, November, 2009).
Furthermore access to clean water is critical toieing GMP, which ensures quality of
essential medicines as well of their competitiveriaghe global market.

Lack of sufficient number of experts and approgriskilled human resources in the different
field is probably a genuine reason that may couated in delaying the capacity development
of our local pharmaceutical industries as repobgthe manufacturers and also this finding is
comparable to a study by Mhamba R.M and Shukuratiiriyenda in 2010. The
manufacturers complained that they incurred cost gooviding training for the local
employees at different institutions within and dadeésthe country for them to acquire the
required industrial skills for the production. Thigas despite, the efforts made by the
government to establish several training instituticelated to pharmacy e.g. St.Luke
Foundation in Moshi, Bugando University and, Strd@miversity — Dodoma and increasing
the enrolliment at Muhimbili University of healthdallied Sciences. Nonetheless all of these
institutions are more bent on producing community dospital pharmacists rather than
industrial pharmacists. This matter is reflectedthyy fact that to date that there is only one
university in Tanzania offering a Master degreeustdal pharmacy and only two places
namely St. Luke foundation in Moshi the R&D Laborgtunder Action Medeor at MUHAS
School of pharmacy that are offering diploma andG® industrial pharmacy respectively.
What is even more unfortunate is that the majoatythe students attending industrial
pharmacy courses at these places come from Kerganda and other neighboring countries.
This is probably due to fact that the governmemisun neighboring countries have prioritized
local pharmaceutical production. It is clear frone tabove findings that Tanzania may have
the expertise in industrial pharmacy but is notnkasing them internally to facilitate the
growth of its local pharmaceutical industry. Asesult in future Tanzania may remain far
behind in terms of competitiveness in the pharm@éacaumanufacturing industry as compared
to other countries in East Africa Community (EAC).
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Inadequate government support was also reported esallenge in the development and
growth of the local pharmaceutical industry. Thepandents claimed that they ran their
industries without government support, especiailyr\iegards to reduction in taxes and duties
on imported packaging and raw materials requiredortoduce essential medicines. The
manufacturers also claimed that the governmentioadaken any real initiative to encourage
investment in the pharmaceutical industry. Theselifig are comparable to two previous
independent studies done by Aghaibiam 2006 an@& B&0D5 respectively. The lack of
government support may be genuine challenge folamal manufacturers, especially when
one considers that 3 out of 7 pharmaceutical imghgstn Tanzania namely KEKO, TPI and
TANZANSINO are being financially assisted by thevgomment. However these industries
have not shown any significant signs of develoghmgjr manufacturing capacity of essential
medicines despite this assistance. On the othet hawever, the government has made some
steps in supporting and promoting our local phaeutcal industries including establishment
of the TFDA and MSD. TFDA was established to engheeslocal pharmaceutical industries
are able to comply to GMP and thus assure the ptmotu of quality generic essential
medicines. The government has been supportive &yigpgng GMP training through TFDA
and been leant by providing local manufactureggae period of 10 years to attain GMP
requirements, in recognition that this is a cosityl time consuming process. Thirteen years
have now passed since TFDA required our local netufers to comply with GMP
standards, so far only two industries have comp{iEEDA report 2010). Nevertheless all
local manufacturers are still being allowed to el sell and advertise their pharmaceutical
products despite non compliance with GMP. In additio this in 2003 the government
through an amendment of TFDA's registration regatatfor human medicines food and
cosmetics, provided special consideration for lgcgroduced generic products in the
registration process even if the local manufactuhexd not attained GMP standards. To top it
all the TFDA guidelines on importation of Active &maceutical Ingredient were modified so
that the local manufacturers were given exemptidz®e on FBO and MSD which operates on
tendering system was directed to ensure that lo@alufacturers products were given 15%

domestic preference equalization factor during éefdding so as to increase the chances for



26

local manufactured products of winning the bidd. tAese measures clearly suggesting that

the government is actively supporting the local ofacturers to grow.

Financial stability is a prerequisite factor in tdevelopment of any type of a business
including the pharmaceutical industry. The manufeat reported that they were operating on
banks loans which were not sufficient to run thdustry and that the banks charged high
interest rates. Lack of access to commercial citbditugh the local banks is deterrent of the
growth of local pharmaceutical industries. High kanterest rates (over 15%) tend to
marginalize local investors by reducing their cajigtto borrow as was shown in the study
done by Mhamba R.M and Shukurani Mbirigenda 2010.

Lack of accessory industries to support the phaem@wal industry was perceived as a
challenge by some of the local manufacturers. 8lok bf accessory industries to support the
pharmaceutical industry is a challenge that haseattired in other studies done. However the
presence of accessory industries is a very criwehent in furthering the development of
pharmaceutical industries. The majority of our looanufacturers perform what are known as
secondary manufacturing processes i.e. the mixingctive with non-active ingredients.

These processes are less complicated and arexigsssese. They do this to avoid the high
cost involved in setting up primary manufacturimglustries that are concerned with the
production of the active, non-active ingredients, veell as the final formulation of the

pharmaceuticals. Even though our local manufacturemainly perform secondary

manufacturing these process are still expensivdehag rely on the importation of raw

materials including active ingredients from abrobocal manufacturers are forced to import
raw materials because of the lack of accessory ida¢nndustries in Tanzania that can
support the local manufacturers to produce quality materials for their pharmaceuticals

production.

Some manufacturers reported that delays of raw rmalterom Dar es Salaam port due to
bureaucratic clearing procedures hinder the procluaif essentials medicines. They claimed

that it took between 1-3 months to clear raw materirom the ports. As a result they lost
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income due inability to manufacture their produetsd failure to deliver their products
customers. Moreover, the inability to clear raw enais at the ports results in that the raw
materials are kept in appropriate conditions fdomg time, which in turn ultimately may
affect the quality of the finished product. Thisaltenge however, is not unique to the
pharmaceutical industry. Port delays are phenomdnainaffects all industries in Tanzania.
As port delays are a national problem the governmsbaould intervene to facilitate reduced
bureaucracy when clearing pharmaceutical ingregiasta means to boost the local industries.

The lack of implementation of government policy ha&en found to be the problem not only
in Tanzania but also in other neighboring countridse manufacturers, respondents from the
Ministry of Health and Social Welfare and TFDA refeal that the national medicine policy

was in place since 1991. This policy aims at emgurational use of medicines, promoting and
supporting productions of medicines to produce rd@gse medicines for the country to

become self-reliant. This is line with the findingfsstudy done in Uganda which showed that
the government’s policy to promote local manufaomiof pharmaceutical products lacked a

proper legislative framework for its implementatidiohamed N, November 2009

4.2 Local Manufacturers | ssues

Low price of imported medicinal products from aldo&as also perceived by most of the
manufacturers to be a challenge to their developmEis perceived challenge may be
partially true when you only refer to the studydiimgs of Taylor et.al 2009 and Mohamed N
2009; that found that medicines produced by smaltenpanies were more expensive than
those produced by transnational companies becéeyecannot benefit from economies of
scale (whereby a producer’s average cost per ahlig &s scale is increased) and that local
industries face unfair competition particularly thviegard to when comparing the price from
imported pharmaceutical products from countrieshsas India and China respectively. This
may however not be the case for the products pestluc Tanzania, if one refers to study
done by Mackintosh and Muijinja in 2008. Their stwdyich compared average rural selling
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prices of medicines by country of origin in rurakas of Tanzania, found that there was no
significant difference in the average price of ncetks for medicines made in India compared
to the same medicines made by African and Europeanufacturers; even though Indian
firms are internationally regarded as low cost $iepp of essential medicines. What is evident
from the above findings is that local pharmaceltiwanufacturers in Tanzania need to
understand that there is little impact on the pddterences between their products and those
that are imported. What they need to focus onasréfal issues behind why customers prefer
imported products over the local ones. One fattat may be affecting sales of local products
could the issue of the quality of local productsaspared to the imported ones. Compliance
to GMP is the best approach to ensure producttgudiost manufacturers in this study have
not complied with GMP and did not consider it a ldrage. This is surprising as GMP
compliance is an exercise that is time consuming erpensive. The facts that most
manufacturers do not take GMP compliance serioubklg, may be the result of the fact that
their low quality products adversely affect theates (Taylor et.al, Sept 2009). A study done
by Risha P. in 2003 found that a number of Tanzanttug formulations for paracetamol,
acetylsalicylic acid, diclofenac sodium, metroniol@z sulfadoxine/pyrimethamine and

chloroquine failed in stability testing and drudease studies.
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4.3 Study Limitations
The study was not able to get the views of productnanagers and other expertise
that are involved in the manufacturing as a restilimited time of the study. Their
views may have highlighted both the non-technical gechnical barriers that hinder

increased capacity of the local pharmaceutical rzemurers.

The study was also not able to determine the looatumer’s views on the quality of
locally manufactured pharmaceuticals as a resulinufed time of the study. Their

views may have provided evidence of the statedexingd by the manufacturers.
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CHAPTER FIVE

CONCLUSION AND RECOMMENDATIONS

5.1 Conclusion

This study has identified a number of challenged #re hindering the development of the
Tanzanian local pharmaceutical manufacturers toease their capacity to manufacture
essential medicines. It is clearly evident from tresults of this study that our local
manufacturers are a long way from attaining maximpedduction capacity of essential
medicines. This can be clearly visualized fromIthited array of products that they produce
as seen in table 2. However it is possible frommthie increase their capacity if both the
government and the local manufacturers themseluésnp collective efforts to rectify the
barriers that concern them individually.

On the part of the Government it will only be atdeaddress all its challenges if it will involve
all the stakeholders of pharmaceutical manufacgurlninking the Ministry of Ministry of
Health and social Welfare (MOHSW) and the Ministify Industries and Trade with other
major stakeholders of pharmaceutical manufactusingh the Ministries of Lands, Education,
Infrastructure, Agriculture etc, will ensure thevdmpment and implementation of policies
and regulations which will facilitate growth andveéopment of our local pharmaceutical
industries. Collaboration between government nmeist and agencies will ensure
implementation of policies, a constant supply gduts, such as energy, clean water, skilled
expertise, good infrastructure for industrial depehent and advanced technology.

In addition compliance of all local manufacturesysaMP standards will ensure the production
of quality products and thus make them locally arntdrnationally competitive assuring their

sales and growth.
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5.2 Recommendations;

1. The study recommends the Government formulate ar géan of action to ensure
skilled staffs are available for pharmaceutical ofaoturing, by facilitating that the
Schools of Pharmacy in the country enroll more etdsl and revise their curricula
accordingly to incorporate industrial pharmacy medu The government should
promote industrial pharmacy and industrial pharmamyrses by reviewing the current
undergraduate Pharmacy curriculum to provide mi@@ing and exposure industrial
pharmacy, or by considering prolonging the cur@athelor of pharmacy program to
five years. The fifth year could be year of spee&lon in either industrial pharmacy
of clinical pharmacy. The graduates of this prognaould be awarded a Doctor of
pharmacy (Pharm D) degree or Masters of Sciencadeeip Industrial Pharmacy.
This will guarantee production of competent pharstain different fields and
automatically increase the number of skilled indakpharmacists and alleviate the

human resource gaps in the pharmaceutical indastrie

2. The study recommends the government reformulat€littMO KWANZA policy to
promote the cultivation of medicinal plants, anestplants that can be used to make
raw materials for pharmaceutical manufacturing. sThwill also facilitate the
establishment of accessory industries to procesethaw materials into active and non
active pharmaceutical ingredients.. Currently tbgegnment has put much emphasis
on KILIMO KWANZA to alleviate poverty and hunger lgromoting agriculture for
production of food. Instead of only concentrating alleviating poverty associated
with hunger it should direct some of the resoufceKILIMO KWANZA to booster
the development of accessory chemical industriest ttould supply the local
pharmaceutical industries. For example the commakectiltivation ofAcacia senegal
(L.) Willd, an indigenous tree that can be used to extract Aabic. Gum Arabic is

used extensively in pharmaceutical preparations, ipottery pigments, water-colors,
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wax polishes, and for dressing fabrics by givingnthluster. Pharmaceutically it is
used mainly in the manufacture of emulsions anehaking of pills and troches (as an
excipient). Commercialization of this tree will fitate the production of gum a useful
product of the pharmaceutical, cosmetic, plastit faod industries. It will at the same
time boost the development of accessory chemichlsinies required to process the
raw gum. These accessory industries will create jabd foreign revenue from the
export of these products to pharmaceutical androtiaistries outside Tanzania. The
jobs and revenue generated will contribute to pgvereduction through

industrialization and assist Tanzania to achiege MiDG goals. The Government
should thus collaborate with the institute of tteshal Medicine (ITM) and

pharmaceutical manufacturers to identify what abhe tplants that can be
commercialized as strategy to promote the growthowf local industries in the

production of essential medicines.

The study recommends that TFDA enforces its regulatto ensure local
manufacturers become GMP compliant, to ensure tadity of locally manufactured
medicines plus so as to make sure they remain jyobeampetitive. Thus for local
manufacturers to be competitive they will needttore to comply with the minimum
standards of GMP. Enforcement of the TFDA ACT oD20which requires GMP
compliance of local manufacturers will ensure ttiede medicines on the market are
consistently of good quality. This may positivelffeat local consumer perception
towards locally manufactured generic products aersid currently a challenge to the

development of our local industries
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4. The study recommends the government considers @ $ectorial approach to develop
a newer policy for promoting pharmaceutical manwfaeg and an implementation
framework that will cater across several governmemhistries and agencies to
facilitate its implementation. Collaborative efforbetween the Ministries of lands,
Finance, Education, Energy, water and environmigticulture and Infrastructure to
reformulate and implement this policy. Bringinggéther all stakeholders of
pharmaceutical manufacturing will facilitate thhetgovernment can effectively pull
resources to provide skilled human resource in strdd pharmacy, improved
infrastructure and sufficient land for the expansid pharmaceutical industry, reliable
public utilities, financing and attractive for t@ackages. However there needs to be a
clear framework on how to implement this modifiedligy in order to promote

development of our local pharmaceutical industries.
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APPENDICES
6.1. APPENDIX1 ASSESMENT GUIDE

Code NO-----==mmmmm-

A: FOR CHIIEF EXECUTIVE OFFICERS
CHALLENGES PERCEIVED BY LOCAL PHARMACEUTICAL MANUFACTURERS
THAT HINDER PRODUCTION OF, ESSENTIAL MEDICINES INANZANIA

Name of the interviewer---------======mmmmmme—e

PART A Administrative Information

1.1 Name of Industry---------------=--=--m-ooemeeev

1.2  Year started----------- and Location-------—--

1.3 Title of the interviewee---------------------

1.4  What was the source of capital?

a). Bank Loan D). Government support  cpaving

1.5 What is the type of industry?

a). Private only b).  Government owned . c) Both

1.6 How many product lines are produced? Giveitttef products in each product line.
PART B: Policy Issues

2.1. What are the challenges are you facing imptbduction of essential medicines? And how

do these affect the production of essential mediginTanzania?

Probe on —



35

-Imported products  -Capital -Existing policies et issues -
Legislations/Regulations

2.2. What is the geographical distribution of ydMarket?

Probe on

-Internal market -external market

2.3. Can you tell us about the existing competifrom other local producers?

2.4. What is the status of laws on drug manufaatyrregistration, and patent protection,
labeling and prescribing standards?

Probe on-

-impact of the laws in production of essential ncet in Tanzania

2.5. Does Good Manufacturing Practices and enfoeceénof standards affect your
industry? How?

Probe if his industry meets GMP

2.6. What tax incentives and ownership requirenesigt? How do they affect production of
essential medicines in Tanzania?

Probe on-

-Limits on foreign ownership

-Requirement of local ownership

-Restrictions on foreign investors

2.7. How does the availability and cost of utikti&ffect production of essential medicines?
Probe on- -Power -Water -Waste disposal

2. 8. Are technical and production staffs avail@able

2.9. Are there import duties on pharmaceutical edgnts packaging materials and

equipment?

2.10. Give your opinion on how to increase the pobidn of essential medicines in Tanzania

to meet the needs.
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6.2. APPENDIX Il  ASSESMENT GUIDE
B: FOR GOVERNMENT OFFICIALS

CHALLENGES PERCEIVED BY LOCAL PHARMACEUTICAL MANUFACTURERS
THAT HINDER PRODUCTION OF, ESSENTIAL MEDICINES INANZANIA.

Name of the interviewer----------=--=- oo

PART A Administrative Information

Name of ministry-----------------------

Title of the interviewee------ S
PART B POLICY ISSUES
2.1. What are the laws/regulations regarding prodnof essential medicine in Tanzania?

2.2. What are the policies in place?

Probe on-

-Since when are they in place

-Practicability

-Do they hinder production?

-Any suggestions regarding the laws and policies

2.3. Why do you think local industries in the cayndo not produce to meet the needs of
essential medicine in the country?

Probe on-

-Capital

-Government tax on imported ingredients

-Lack of skilled personnel

-Poor government support

2.4. What efforts have made to encourage more ptmou of essential medicines in

Tanzania?

2.5. Suggestions
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6.3: APPENDIX |11
STUDY PARTICIPANTS INFORMED CONSENT FORM

Title:

ASSESSMENT OF CHALLENGES PERCEIVED BY LOCAL PHARMAUTICAL
MANUFACTURERS THAT HINDER PRODUCTION OF ESSENTIAL EDICINES IN
TANZANIA.

NAME OF INVESTIGATOR: Mwilongo Sophia J.

SPONSOR: MINISTRY OF HEALTH AND SOCIAL WELFARE (MOK.SW)

ADDRESS: MUHIMBILI UNIVERSITY OF HEALTH AND ALLIED SCIENCES
P.O BOX 65001,

DAR-ES SALAAM.

Identification number:

Introduction:

Hello! This consent form contains information abthe research named above. In order to be
sure that you are informed about being in thisaede we are asking you to read or have read
to you this consent form. You will also be askedsign it or make a mark in front of the
witness. You will be given a copy of this form. $haonsent form might contain some words

that are unfamiliar to you. Please ask us to er@althing you might not understand.
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Reason for the research:
You are being asked to take part in this resedrahdims to assess the barriers perceived by
local pharmaceutical manufacturers that hinder lIgptarmaceutical industries to produce

adequate essential medicines in Tanzania.

General information and your part in research:

If you agree to be in this research you will beuiegd to answer a series of questions in the
interview guide. The interview will be conductedtla¢ manufacturing site where you will be
working or visiting at the production site. Thenefathere will be no additional costs for

traveling.

Risks:
We do not expect any harm to happen to you beaayseing this study

Benefits:
The information you give will contribute on improyg the production of essential medicines

locally in our country and therefore reduce depengen importation

Right to withdraw and alternatives:
Taking part in this study is completely your choi¥®u can stop participating in this study at
any time, even if you have already given your cahsBefusal to participate or withdrawal

from the study will not involve penalty.

Confidentiality:
All the information obtained from this study wilekused for the research purpose only, and

will not be shared to any one without participaohsent.
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Who to contact:

If you have any questions about your rights asrggaant, you may call Sophia J Mwilongo
(0756-069163), Principal Investigator, Dr. D. Mloka&o is the supervisor of this study,
MUHAS PO BOX 65001, Dar es Salaam.

Your right as participant:

This research has been reviewed and approved brBief Muhimbili University of Health
and Allied Sciences. An IRB is a committee thatiees research studies in order to help
protect participants. If you have any questionsualyour rights as the participant you may
contact Prof. M. Aboud, Chairman of the College é&&sh and Publications Committee, P.O
Box 65001, Dar-es-salaam, Tel: 2150302-6.

Signature:
Do you agree?

Participant agrees.........cccoeeeeeeeennn. Participant does not agree................cce.....

l, d head the contents in this form.

My guestions have been answered. | agree to gaateein this study.

Signature of participant

Signature of research assistant

Date of signed consent
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