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1. :ntroduc=ion 

Io a previous paper some aspects of establishment of ~har:naceutical indus~=-Y 

guidance throughout the different stages of development of national pharmaceutical 

industries highlighting the specific characteristics of each stage. It has b~en 

also shown how the different stages of establishment of pharmaceutical are 

int~rreiated and esp~cially how the national pharmaceutical policy deter.nines 

the p~armaceutical prod~ction in developing countries. 

Based on the UNIDO's experience in developing countries, ':he :i:erequisite 

for the development of a pharmaceutical industry seems to be neither the size 

of domestic: market nor the availability of skilled manpower. The crucial aspect 

is the government's political decision to pro~ote th_e development of national 

pharmace~tical industry. Pharmaceutical projects have been successfully finalized 

with UNIDO a&sistance in developing countries of wide range of population. 

For ex.a?nple, in Africa, both the pilot plant for production of dosage forms 

in the Cape Verde Islands of 300,000 population and the unit for prociuction 

of oral rehydration salts in ~.ozambique of 11 million population show economic 

viability. 

The aim of this paper is to list and discuss the most typical problems 

by which the governments of developing countries and UNIDO are envisaging curing 

the implementation of a pilarmaceutical project and to give recommendations 

to prevent tham. Each stage o: the development of a pharmaceutical industry has its 

own difficulties and therefore they are discussed accordingly. Finally it should 

be mentioned that the examples given in the following paragraphs have been 

selectei from interim or final reports of different UNIDO projects without 

ref erring to the actual source, a~cording to the consecutive stages of 

implementation. All the reports and documents used. how~ver, are listed as 

references. 

2. Pharmaceutical policy 

Tiie promotion of the pharmaceutical industry in an actual stage of development 

may require a specific pharmaceutical policy of the government. A.s far as 

possible this policy should be in accordance with the national health and industrial 

poli~ies, and it includes drJg policy and pharmaceutical industrial policy. 

In :nany developing countries the first and basic obstacle is that the 

pharmaceutical policy, if it exists at all, does not secure adequate conditions 

fer the development of a national pharmaceutical industry and in that way it 

~assively encourages foreign investment. On the other hand, the foreign invest~ent 

is advantageous since it creat~1 a healthy comt>etition ~or the developing 



-~ --------- - -- - .... 

- 2 -

There is no national formulary of drugs and/or the list of the essential 

drugs has not been established. Without these documents, an economic production 

programme providing the widest coverage to people with the most relevant essential 

drugs at minimum cost is impossible to establish. It should be noted, ho~ever, 

that in order to guarantee the eccuomic viability an industrial approach has to 

be also applied, considering all the techno-econom.ic factors leading to a more 

diversP. production programme, the so-called "mixed-product approach''. 

Changes of the economic situation of developing countries may result in 

political changes, and these may be reflected in the development of pharmaceutical 

industry. As a result of the changing government or only the replacement cf 

some high government officials, there may be a delay in inplementation of the 

project. This in many cases can be significant and tAaY take even years. 

In one instance the implementation of a project was delayed for several years 

as changes in the government altered the project concept w~ich in turn 

brought about changes in the layout and design of t.he manufacturing unit. 

Sometimes there is not only a delay of implementation, but at any stage after 

conception, projects can be cancelled owing to pd.::tical e;hanges in a 

country. 

3. Feasibility study 

According to UNIDO's experience the feasibility study is generally carried 

out and without shortcomings. In developing count:ries, however, without 

adequate or with outdated pharmaceut~.cal policy the feasibility study should 

recommend the establishment of such a policy, as a prereq'.lisi::e of any 

development in this specific subsector of industry. 

4. Engineering phase 

The effective project management is essential for good planning, thorough 

design, completion on time and within budget resources. It is, hcwever, the 

efficiency which is often lacking in developing co'1Iltries and stnc.a most of 

the shortcomings and bottlenac1'.s occur in this stage it is important to 

discuss them in detail. 

• 
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5. Allocation of fi;nds 

As soon as the 60vernment ha3 signed the p~oject, funds should be allocat.ed 

for the c~nstructicn work. Both convertible and non-convertible inputs 

ar~ required. In :n.any cases, because of some unforeseeable reason the 

government is not able to allocate funds for the project, which can be the 

ui.ain caus~ of delay. It might happen that a construction work scheduled 

for one year can be completed only in 4-5 years due to this delay at the start, 

It should be noted that as soon as an.y delay is noticed the schedule of 

implementation should be rephased. 

6. Specific requirements for pharmaceutical manufacturing facilities 

The pharmaceutical manufacturing facilities shall meet the requiremen~s 

of GNP, which may res•1lt in a higher percectage of convP.rtible currP.ncy input 

than is experienced in other subsectors of construction industry. I~ ~hould bring 

to the government's attention that the requireme~ts for a phar.naceutical plant 

is different from those for any other manuf~cturing tacilities. For this r~ason 

the construction materials available :ocally cannot be used, and the i:aport of 

these materials will increase the convertible currency por·don of the budget, 

which consequently may lead to a further delay in the implementation. 

7. Nation&l count~rpart 

lbe nation.a.! counterpart or project manaeer should be appointed as soon as 

thg implem~..ntation of the project is started. The project manager should 

coordinate betweeu the licensor and contractor. If the project manager is replaced 

for any reason it may affect the implementation of ~Le project si!l~e the new 

manager will not be in poSS1"3s:...Jn ot iuiormation whici1 is necessary and not 

on file. 

8. Lac~ of competitive construction industry 

~ many dc.veloping countries, there are only a few companies which have 

the competence for the construction of a pharmaceutic~! production unit. Zven 

there are cas~s whe1e there is no real choice since only one single 

construction company exists. If there is no competiti·-1e cons~ruction industry, 

there is no p~ice :eiling and this surcharge will place lllOre constraints on 

the allocation of funds. On the other hand if a construction company receives 

contracts under such favourable terms, it aiay be driven beyond its capacity, 

causing a new source of delay in the ccmsr:ruction work. 

• 
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9. _k.uipment 

The above delay from varying sources ~Lings about problems especiallyr.i.th 

regatd to eq~ipment. It may be that tquipment is procured according to the 

origin.al sd:edule bttt the construction is n("t proceeding on time, and therefo".'~ 

the equipment cannot be installed, and is stored, unpacked. In one case on record 

the equipment remained Ul"packed for five years owing to delay in co~pletion of the 

construction work. In tropical climates in partic;1lar the e~uipment :nay become 

rusty or even obsolete. Furthermore, it is poss~ble that during this prolongea 

implementation the production programme of the manufacturing unit could also be 

changed, with the r.e~.ult that c.ompletely different equipment would be required 

to that previously purchased. 

10. 1!,aiced personnel 

Personn&l trained for production may lose experience and skill gained during 

th~ traininJ course as these were not required due to d~lay in implementation, 

rrsulting in los~ of lll'Jney,time and effort and the necessi~ for the course to 

be repeat:ed. 

11 • !:!P.erts 

Experts contracted for a fixed-term cannot complete their tasks if the 

construction work is not ready on time. For example if a production expert 

anived according to the schedule prior to completion of the constructfon work 

but becausa of unforeseen c1rc1.imstances this could not be completed, time woula be 

wasted and the period for th~ trial rt.tns would be shorter. 

12. .f!oduction phas~ 

The bottlenecks of this phase are again financial in nature. To run a 

production pl4nt hundred~ of different materials are needed which cannot be 

procuredlocally and allocation of convertible currency is required. lhese materials 

consist of ~ wi~e range of active substances and auxiliary materials for th~ 

formulation of dosage forms, packaging materials and spare parts for equi~ment. 

Chemicals and auxiliary material.3 ar~ also required for r::he quality control. As a 

rule t:he above materials should be procured in advance and stored .ill. sufficient 

quality and quantity to meet the demand of production for at least half a year. 

It ~ould result in a tremendous drawback if r::he government changied t~e 

m.anagemenL during the production phase. If that occurred, the axperience 

~ained by r::he management since r::he conception of the project and during the 

r::raining would be compl~tely lost. 
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13. Summ.arv 

Based on the UNIDO's e..~perience in developing countries, the prequisite 

for the development of a pharmaceutical industry seems to be neither the size 

of domes~ic :narket nor the availability of skilled manpower. The crucial aspect 

is the government's political decision to promote the dP.velopmeat of national 

pharmaceutical industry. 

3umma.rizing the UNIDO's experience in implementing pharmaceutical projects 

in developing countries it seems to be that the longest delays are occurring 

during the engineering phase. Due to the delays, not only time is lost, but in 

most cases this runs parallel with direct wastage of fir1'!ncial resources, manpower 

and equipment. As indirect wastages one can count the funds which could be saved 

if the production unit was in operation. Finally, it would be difficult to express 

the loss oi such values as interest and lll'Jtivation of personnel due to the long 

delays in completion of the project. 

3ased on the above UNIDO has come to the conclusion that the use of pref abricatad 

units (or modules) are recommended for the construction work instead of the conventional 

techniques. According to an estimate of a feasibility study in a project the use of 

prefabricated units would save 40% of the total invest111ent and the project could be 

complet~ in 6 months, instead of 3 years. Eve~ though these figures are optimistic 

they do deIDOnstrate the main advantages of thi~ new technique. 

If the government did not accept this propoPal and kept itself to the conventional 

construction techniques, UNT.DO wculd add its contribution only ~hen completion of 

construction and eng~neering works were assured. In such a way UNIDO could be used 

more econom.icaly both in developing of trained manpower and equipment required. 
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