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1. Background 

In accordance ~i~h the recommendation of the First Consultation 

on the Pharmaceutical Industry and of the Committee of Experts 

on Pharmaceuticals, UNIDO is presenting to the Second Consultation 

the background paper on this issue that reports the action and 

results obtained upon implementation of issues 1 and 3 of the 

First Consu~tation (report cf th~ first Consultatiou: ID/259, 

paras 1 and 3 to 7). 

In addition, and as reauested by the First Consultation, "Directory 

of sources of supply of26 bulk drugs, their intermediates and some 

raw matf rials'' has been prepared. 

Further, reference papers to complement the main survevs ~ecornmended 

by the Cornrnittee of E·:pert::. have also been prepared, a:1d which are 

described in the background paper to this issue. 

?. The Doc~ment 

Repurt ~o the Second Consultation; Availahility, pricing and 
tLansfer of technology for bulk drugs and their intermediates, 
~ackground paper (ID/WG.393/9). 

The main objective of issue 1 of the First Consultation was to 

discuss the technical and economic aspects of the availability of 

intermedia~~3 and bulk drugs, in order to evolve a better under­

standing of this topic and assist developing tountries in the 

production of such drugs and intermediates. This issue c_Jers tNo 

topir.::s, intermediates required for manufacture of bulk drugs and 

bulk drugs required for formulations into dosage forms. 

The main objective of issue 3 of the First Consultation was the 

tra~sf er of technology to enable the integrated production from 

raw materials to intermediates to bulk drugs of the 76 ess~ntial 

drugs included in UNIDO's 'ist. 
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Upon [he r·~cor:unendation of the First Consultation, a Couunittee 

of Experts in Pharmaceuticals was convened in October 1982 to 

discuss the above issues. 

Concerning the availability and pricing topic, the Committee 

acknowledged the major impact which prices of intermediates play 

in drug pcoduction and formulation rn?nufacture, and which prices 

of bulk drugs play in formulation manufacture. However, the 

Committee did not arrive at a ~ricing me~hanism linking cost of 

intermediates with cost of drugs. Instead, it recommended 

alternative solutions to this topic as follows: 

a) production of bulk drugs and intermediates in developed 

countries to meet the collective requirements of interested 

developing countries; 

b) production of bulk drugs and intermediates in developing 

countries through transfer of tee: mo logy. Hence this topic 

was included into issue 3; 

c) to assist in particular the least develcping countries in 

the manufacture of formulation of bulk drugs into dosage 

forms. 

A survey on the coliective requirements of drugs and intermediates 

of selected developing countries raised several questions from 

replying countries while giving limited information on their 

drug requirements. 

A survey of availabili~y of technology for transfer to develop­

ing countries turn~d out 14 replies out of 130 addressees covering 

17 out of thE! 26 essentbl dru~3 in UNIDO's list and 2 :!.nter­

m1.diates. However, th2 technology offered was b1sed on imported 

intermediates - which problem of price aid availability is still 

un~olved -, technology to manufacture intermediates seem to be 

non-available, and the desired upstream manufa~turing integration 

from r;;iw materials t•J bulk drugs could not be achievE.d. 
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Desrite the above disappointing outcome, UNIPJ continued its 

search and eventu~lly became successful i~ identifying some 

independent research-based technology hc~ders willing to trans­

fer technoiogy fer the production of 2: out of the 26 

essential drugs in UNIDO's Jist. 

A directory of sources of sup~ly of 26 essential bulk drugs, their 

intermediates and some raw materials was prepared in order to in­

for~ developing countries about a range of sources of supply which 

would assist them in obtaining their requirements of drugs and 

intermediates, and to improve their negotiations on procureJlent. 

3. The Issue 

This issue covers three parts namely basic drug manufacture, formu­

lation and national drug policy. Participants at the Second Consul­

tation are invited to advise UNIDO on actions ~o be take~ in each 

of the parts under discussion. 

A. Basic drug manufacture 

As reported in the background paper to this issue, no pricing 

mechanism for intermediates and bulk drugs c..ould Le found by the 

Conunittee of Expe:-ts. The Committee considered that the more logical 

alternative for i~proving the availability ard pricing of the above 

products in developing countries was through domestic production 

in those countries. To achieve this goal, transfer of technology is 

the critical factor. 

So far UNIDO has not been successful in identifying suitable tech­

nologies for the production of intermediates. Tbe Secretariat would 

continue its en~cavours to dialogue with major technclogy holders 

and to make available to interested developing countries the infnr­

mation currently obtained or subsequently received. 
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Bearing in mind the spirit generated by the Committee of Experts 

for solving this issue through domestic production and despite 

minimal achievement with major technology holders, UNIDO was 

successf ;_il in identifying some independent research-based tech­

nology holders having technological capability 3nd production 

capacity, and which agree to transfering technology for inter­

mediates and bulk drugs production according to the requirements 

of developing countries. 

A group of these technology holders have complete technologies for 

21 out or the 2E essential drugs inc1uded in UNIDO's list. Accord­

ing to them, some of the technologies are already in corrunercial 

production in both developed and developing countries. This group 

has informed UNIDC about their technologies including terws and 

conditions for its transfer to developing countries. 

Some developing countries have already indicated their technology 

requirements for the domestic production of several of the 26 

essential bulk drugs including: (i) chemica: synthesis from raw 

materials and from intermediates, (ii) drug production ~y fermen­

tation and (iii) drug production from biological sources. 

The advice of the Second Consultation is sought on the following: 

a) co-operation between developed and developing ccuntries such 

as through the offer for transfer of Lechnology made by the 

independent technology holders, i;..•hereby feasibility studies 

could be prepared in collaboration with the above technology 

holders. Thereafter negotiations between the parties could 

he initiated and the results could be reported to the next 

Consultation. 

b) as an alternative approa~h to transfer of technology from current 

technology holders, co-operation among developing countries 1n 

areas such as applied research and development may be desirable 

I 
I 
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for the longer term development of technologies from raw ma­

terials to intermediates to bulk d;:-ugs, according to the health 

needs of developing countries. A feasibility study leading to 

the establishment of such research and development centre c~uld 

be prepared to enhance the technological capabilities of 

developing countries. 

B. Formulation into dosage forms 

To help promote the development of the pharmaceutiral indti.st::ry in 

particular in the least developed countries, a directory of sources 

of supply of 26 essential drugs was compiled. However, the directory 

neither ensures the availability of bulk drugs rtt reasonable prices 

nor covers the majority of drugs required by the health ~eeds of 

developing countries. 

The advice of the Second Consultation is sought on th~ following: 

c) The directory is currently restricted to 26 drugs which are 

a fraction of WHO's essential drug list. Informa~ion on ad­

ditional sources of supply for a larger number of bulk drugs 

would improve the bargaining of d~veloping countries on drug 

procurement. Therefore, an extended coverage of the directory 

to include the entire WHO's list of essential drugs could be 

prepared. Thereafter, a data collection system may be estab-

1ished to update the expanded directory periodically, and 

make available this information to interested developing 

countries on request. 

d) To provide oractical assistance in particular to the least 

developed countries, te<l1n'<'al pr.,files on formulatio!ls in­

.::luding the design and layout of model production units have 

been prepared. Thereafter, the technical profiles could be 

upgraded to industrial prof i~es hy completing the necessary 

tech no-economic appra isa I, to he f<' I lowed by specific pro­

.Ject preparation upon request of individual developing 

countries. 
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C. National drug policies 

As reported in the background paper, a case study of four developed 

and developing coJntries was carried out concerning the national 

~rug policies and its impact on the development of their pharma­

ceutical industry. 

In view of the important role played by those policies in guiding 

the development of the pharmaceutical induscry, the advice of the 

Second Consultation is sought on the following: 

e) The carrying oilt of more comprehensive case studie& on national 

drug policies and the preparation of guidelines thereof. 

l 
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